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OECD

2.

1



2.1

2.

2.2

2.2

2

2.1

Item

Object

Description( analysis includes evaluation )

1 |Settled law suites and its regal
analysis

* Settled law suites

* Analysis of law suites including judgment,
process of argument, its effect on the following
law suites, movement of the government,
research activity etc.

* Theoretical analysis

* Summary of information in academic paper
and journals etc

2 |Law suites pending in court and
incidents and troubles

* Unsettled law suites

* Unsettled troubles and
incidents ( outside court )

Analysis of law suites, incidents and troubles
including the forecast of judgment, process of
argument, its effect on the following law suites,
movement of the government, research activity
etc.

* Summary of information in academic paper
and journals etc

3 |The trend of law and regulation

* The trend of discussion and
activities among
governmental, political,
bureaucratic, business, and
academic circles and general
public

* Analysis

* Summary of information in academic journals

4 4. The discussion upon law and

regulation,and its social back ground

* The discussion upon law and
regulation, and its social back
ground among governmental,
political, bureaucratic,
business, and academic
circles

* The discussion upon law and
regulation, and its social back
ground and of general public

* Analysis

* Summary of information listed in right columns
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Altering process and background of
the altering law (ex. Belgium)

* The history of of altering,
including political and social
process

* The action and reaction of
political circle

* The action and reaction of
academia

* The action and reaction of
business circle

* The social background of
altering law

* Analysis

* Summary of information

in publication

The process and background to
start, the process to alter the law
(ex. UK, Swiss)

* The history of of altering,
including political and social
process

* The action and reaction of
political, academic and
business people

* The social background of
altering law

* Analysis

* Summary of information
etc

in academic journals

The guideline to protect and use
research tool patents

* Guidelines of government and
private sector

* Analysis

* Summary of information

in report from

government, business and academic sector.

The status quo of using the
guideline

* Working mechanism in
academic and business
research.

* The opinion of academic and
business circle

* Analysis

* Summary of information
etc

in academic journals

Other information( technological
field, bibliographic item, price to
license etc )

* Major items not included
above items

* Analysis

* Summary of information
etc

in academic journals

10

OECD guideline

* Working mechanism of the
guideline

Status quo of using

* Analysis

* Summary of information
etc

in academic journals

11

NIH guideline

* Working mechanism of the
guideline

* Status quo of using

* Analysis

* Summary of information
etc

in academic journals
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200 3 1

OECD  NIH



2006.5.23

http://www8.cao.go.jp/cstp/output/iken060523 2.pdf

2.(1)

1.(2)
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2007.3.1

http://www8.cao.go.jp/cstp/output/iken070301.pdf
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2004.11
http://www.jpo.go.jp/shiryou/toushin/shingikai/pdf/strategy wg prob/00.pdf

69 1

69

69 1

69 1
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69

69
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OECD

30 OECD 2006
OECD (GUIDELINES FOR THE LICENSING OF GENETIC
INVENTIONS)
OECD
OECD
6
.
OECD
TRIPS
6 OECD JBA 1.
http://www.jba.or.jp/top/top%20data/oecdquideline060323.pdf
7 7.
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TRIPS Agreement on Trade-Related Aspects of

Property Rights;

30

31

(a)
(b)

(c)

(d)
(e)

()
(9)

17 -

31

Intellectual
30



(h)
(1)

)

()
(b)

H C @) (i) 1

)y 2 1

(i) 1 2

Gii) 1 2
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OECD

GUIDELINES FOR THE LICENSING OF GENETIC INVENTIONS

2006.2

OECD
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http://www.oecd.org/dataoecd/39/38/36198812.pdf
JBA
http://www. jba.or.jp/top/top%20data/oecdquideline060323.pdf
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TRIPS

TRIPS

TRIPS Agreement on Trade-Related Aspects of

1998 Intellectual Property Rights;

30

Article 30 Exceptions to Rights Conferred

Members may provide limited exceptions to the exclusive rights conferred by
a patent, provided that such exceptions do not unreasonably conflict with a normal
exploitation of the patent and do not unreasonably prejudice the legitimate
interests of the patent owner, taking account of the legitimate interests of third
parties.

http://www.wto.org/english/tratop_e/trips_e/t_agmO_e.htm

http://www. jpo.go.jp/shiryou/s_sonota/fips/trips/ta/mokuji._htm

12 773 1997

TRIPS

12 773 1997

31

-21 -




(a)
(b)

(©)

(d)
e)

()
(9)

Q)
)
a
(k)

Q)

(i)

Giii)

(b)

()
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(ii) 1 2

Article 31 Other Use Without Authorization of the Right Holder

Where the law of a Member allows for other use of the subject matter of a patent
without the authorization of the right holder, including use by the government
or third parties authorized by the government, the following provisions shall
be respected:

(a) authorization of such use shall be considered on its individual merits;

(b) such use may only be permitted if, prior to such use, the proposed user has
made efforts to obtain authorization from the right holder on reasonable
commercial terms and conditions and that such efforts have not been successful
within a reasonable period of time. This requirement may be waived by a Member
in the case of a national emergency or other circumstances of extreme urgency
or in cases of public non-commercial use. In situations of national emergency
or other circumstances of extreme urgency, the right holder shall,
nevertheless, be notified as soon as reasonably practicable. In the case of
public non-commercial use, where the government or contractor, without making
a patent search, knows or has demonstrable grounds to know that a valid patent
isor will be used by or for the government, the right holder shall be informed
promptly;

(c) the scope and duration of such use shall be limited to the purpose for which
it was authorized, and in the case of semi-conductor technology shall only
be for public non-commercial use or to remedy a practice determined after
judicial or administrative process to be anti-competitive;

(d) such use shall be non-exclusive;

(e) such use shall be non-assignable, except with that part of the enterprise
or goodwill which enjoys such use;

(f) any such use shall be authorized predominantly for the supply of the domestic
market of the Member authorizing such use;

(g) authorization for such use shall be liable, subject to adequate protection
of the legitimate interests of the persons so authorized, to be terminated
if and when the circumstances which led to it cease to exist and are unlikely
to recur. The competent authority shall have the authority to review, upon
motivated request, the continued existence of these circumstances;

(h) the right holder shall be paid adequate remuneration in the circumstances
of each case, taking into account the economic value of the authorization;

(i) the legal validity of any decision relating to the authorization of such
use shall be subject to judicial review or other independent review by a
distinct higher authority in that Member;

-23-




(J) any decision relating to the remuneration provided in respect of such use
shall be subject to judicial review or other independent review by a distinct
higher authority in that Member;

(k) Members are not obliged to apply the conditions set forth in
subparagraphs (b) and (f) where such use is permitted to remedy a practice
determined after judicial or administrative process to be anti-competitive.
The need to correct anti-competitive practices may be taken into account in
determining the amount of remuneration in such cases. Competent authorities
shall have the authority to refuse termination of authorization i1if and when
the conditions which led to such authorization are likely to recur;

(1) where such use is authorized to permit the exploitation of a patent (““the
second patent””) which cannot be exploited without infringing another patent
(““the first patent””), the following additional conditions shall apply:

(1) the invention claimed in the second patent shall involve an important
technical advance of considerable economic significance in relation to the
invention claimed in the first patent;

(ii) the owner of the first patent shall be entitled to a cross-licence on
reasonable terms to use the invention claimed in the second patent; and

(iii) the use authorized in respect of the first patent shall be non-assignable
except with the assignment of the second patent.

http://www.wto.org/english/tratop e/trips e/t agm0 e.htm

http://www. jpo.qgo. jp/shiryou/s sonota/fips/trips/ta/mokuji.htm
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Sarnoff 8 Holman °

Developments in the United States Regarding the
Application of Patents on Research Tool Inventions®”

Madey v. Duke University

7 2002 CAFC
v. Integra LifeSciences | Ltd.
2005
2000
CAFC 2002 Madey
CAFC
Merck

CAFC

Law and

““ Recent
Practical

Merck, KGaA

8 Joshua D. Sarnoff, Practitioner-in-Residence & Assistant Director, Glushko-Samuelson

Intellectual Property Law Clinic, Washington College of Law, American University

9 Christopher M. Holman, Associate Professor of Law, University of Missouri, Kansas City School
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10

(experimental use)
(regulatory approval exception)
CAFC

CAFC

(forbearance)

10 “<],  Executive Summary””
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11

““VIl1

Conclusions?®?
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Prof Sarnoff, Prof Holman

“ Recent Development in the United States
Regarding the Law and Practical Application of
Patents on Research Tool Inventions ™

(experimental use exception)
(regulatory approval exception)

(practice)

(potential patent liability)

CAFC

DNA PCR
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1 Integra LifeSciences I Ltd. V. Merck KGaA, 331 F.3d 860, 872

n.4(Fed.Cir.2003)

2 polymerase chain reaction

19 Story

Whittemore v. Cutter

1813 Story

3 29F.Cas.1120(C.C.D.Mass.1813)(No.17,600)

(making without use)

Whittemore

Whittmore
( Philosophical )

Sawin v. Guild
Sawin v. Guild Story

4 21 F.Cas.554(C.C.D.Mass.1813)(No.12,391)
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1852 1950

Ruth v. Stearns-Roger
Manufacturing Co.

1950 “«
1952 271(a)
Section271
(2
1984 CAFC Roche Products Inc. v. Bolar Pharmaceuticals Co.
FDA
FDA

5 Section271(e)(1)

Section271
(O1¢Y) ( (
1913 3 4
) DNA RNA
)
CAFC
1984 271 CAFC
271(e) (1) 2000 Embrex Inc. v.
Service Engineering Corp.
2002 Madey v. Duke University CAFC
CAFC “e
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Madey

Madey
Bolar
1990
2002
2007
271(e) (1)
2003 Integra Lifesciences | Ltd. v. Merck KGaA CAFC
271(e) (D) ““FDA
2005 Merck KGaA v. Integra Lifesciences | Ltd.
271(e) (D) CAFC
FDA
2005
2005 271(e) (1)
2005 Classen Immunotherapies, Inc. v. Biogen IDEC
2006 Genentech, Inc. v. Insmed Inc.
2006 Amgen, Inc, v. F. Hoffman-LaRoche Ltd.
2006 Classen Immunotherapies, Inc. v. King Pharmaceuticals,
Inc.
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2007
Ltd. v. Merck KGaA CAFC
2007 Forest Laboratories, Inc. v.
CAFC
2008 CAFC
No. 07-1428
271(e) (1)
CAFC

Madey

Madey

Integra Lifesciences |

Ivax Pharmaceuticals, Inc.

Proveris Scientific Corp. v. Innovasystems, Inc.

271(e) (1)

NIH
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1999 NIH NIH

2005 NIH “ i

DNA
NIH

6 In the Public Interest: Nine Points to Consider in Licensing
University Technology (2007)

WARF 2007

7 Wisconsin Alumni Research Foundation

(Compulsory Licensing)
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1952

2005

2004 NAS *°

Clean Air Act

10 National Academy of Science

BI0O

2003

8 Biotechnology Industry Organization
9 Patent Pools: A Solution to the Problem of Access
Biotechnology Patents?

(interoperability)

and
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Affymetrix

DNA

SARS
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35
(35 U.S.C. Title 35 of the United States Code

FDA 271 (e)(1)

271
(e)() ( (
1913 3 4 )
DNA RNA

35 U.S.C. 271Infringement of patent

(e)(1) 1t shall not be an act of infringement to make, use, offer to sell, or
sell within the United States or import into the United States a patented
invention (other than a new animal drug or veterinary biological product (as
those terms are used in the Federal Food, Drug, and Cosmetic Act and the Act
of March 4, 1913) which is primarily manufactured using recombinant DNA,
recombinant RNA, hybridoma technology, or other processes involving site
specific genetic manipulation techniques) solely for uses reasonably related
to the development and submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or veterinary biological
products.

Food and Drug Administration

http://www.uspto.gov/web/offices/pac/mpep/documents/appxl 35 U S C 271.htm

http://www. jpo.qgo.jp/shiryou/s sonota/fips/pdf/mokuji/us tokkyol.pdf
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NITH

NITH

Principles and Guidelines for Recipients of NIH
Research Grants and Contracts on Obtaining and
1999.2 Disseminating Biomedical Research Resources:
Final Notice
http://ott.od.nih.gov/policy/rt_guide_final_html

(1)Reasonable terms and conditions for making NIH-funded research resources
available to scientists in other institutions in the public and private
sectors (disseminating research tools)

(2) restrictions to accept as a condition of receiving access to research tools
for use in NIH-funded research (acquiring research tools)

o (2.Appropriate Implementation of the Bayh-Dole Act)
Bayh-Dole

O
(Dissemination of Research Resources Developed with NIH Funds)

(1) FDA
(2)

)

Simple Letter Agreement
- UBMTA(Uniform Biological Materials Transfer Agreement)

- NIH Simple
Letter Agreement
- Agreement

- internal use

NITH
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(4) EU(European Union;

CPC(Community Patent Convention

EPC(European Patent Convention;

CPC 27 b
CPC 45-47 (compulsory licences)
EC
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EU

1977 EPC(European Patent Convention;
http://www.epo.org/patents/law/legal-texts/html/epc/2000/e/mal.html
1989
2000 http://www. jpo.go.jp/shiryou/s sonota/fips/epo/pc/mokuji.htm
1989 CPC(Community Patent Convention
( ) http://leqgis.obi.gr/ESPACEDVD/legal texts/LAWS E/eu cvn04.htm
CPC
EPC
EPC
2001 EPO(European Patent Office; )
EPC
CPC 35 (b) CPC 27 (b)
CpPC
27 b
Article 27

Limitation of the effects of the Community patent

The rights conferred by a Community patent shall not extend to:

(a) acts done privately and for non-commercial purposes;

(b) acts done for experimental purposes relating to the subject-matter
of the patented invention;

-39-




m
(@}

(@)
(@]

45-47 (compulsory licences)
CPC 45
CPC
CPC 46
CPC CPC
CPC 47

2004 11 67
http://www.jpo.go.jp/shiryou/toushin/shingikai/pdf/strategy_wg_prob/00.pdf

Article 45
Compulsory licences

1. Anyprovision in the law of a Contracting State for the grant of compulsory
licences in respect of national patents shall be applicable to Community
patents. The extent and effect of compulsory licences granted in respect of
Community patents shall be restricted to the territory of the State concerned.
Article 28 shall not apply.

2. Each Contracting State shall, at least in respect of compensation under
a compulsory licence, provide for a final appeal to a court of law.

3. As far as practicable national authorities shall notify the European
Patent Office of the grant of any compulsory licence in respect of a Community
patent.

4_ For the purposes of this Convention, the term "compulsory licences® shall
be construed as including official licences and any right to use patented
inventions in the public interest.

- 40 -




Article 46
Compulsory licences for lack or insufficiency of exploitation

A compulsory licence may not be granted in respect of a Community patent
on the ground of lack or insufficiency of exploitation if the product covered
by the patent, which is manufactured in a Contracting State, is put on the
market in the territory of any other Contracting State, for which such a
licence has been requested, in sufficient quantity to satisfy needs in the
territory of that other Contracting State. This provision shall not apply
to compulsory licences granted in the public interest.

Article 47
Compulsory licences in respect of dependent patents

Any provisions in the law of a Contracting State for the grant of compulsory
licences in respect of earlier patents in favour of subsequent dependent
patents shall be applicable to the relationship between Community patents
and national patents and to the relationship between Community patents
themselves.

EU

CPC

EU

EU
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EC

1998 EC

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:1998:213:0013:0021:EN:PDF
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Expert group report
“ Management of intellectual property in
Publicly-funded research organisations:

2004 Towards European Guidelines™ ,
European Commission
(EC) (Research DG) “

2.6
(Research Exemption) (MTA)

(due diligence)

http://ec.europa.eu/research/era/pdf/iprmanagementguidelines-report.pdf
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1977 EPC EC 2000

2002 3 2004 EPC2000
EPC
1999
60 5 (a)
(b)
55 59
(a) (b)
( 46 49 )
Smith Kline, French Laboratories v Evans 1988 Patents Court
Smith Kline(SK&F) A B C
C
B
McDonald v Graham 1993 Court of Appeal
Thomas Ralph Auchinloss v Agricultural & Veterinary Supplies

1998 Reports of Patent Cases 397
-44 -
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Prof.Jeremy Phillips

Monsanto Co v Stauffer Chemical Co and another
[1985]Reports of Patent Cases 515.31 July 1984(Patents Court),
11 June 1985 (Court of Appeal)

““experiment””

Smith Kline & French Laboratories Limited v Evans Medical Limited
[1989]Fleet Street Reports 513, 10 November 1988(Patents Court)

smith Kline (SK&F) A B C

McDonald and another v Graham
[1994]Reports of Patent Cases 407, 16 December 1993(Court of Appeal)

- 46 -




Thomas Ralph Auchinloss and Antec International Ltd v Agricultural &

Veterinary Supplies Ltd., Vincent Rooney, South Western Chics Ltd and
South Western Chicks (Warren) Ltd

[1999] Reports of Patent Cases 397, 29 October 1998.
[1998]EWCA(Civ.)1642

MAFF, Ministry of Agriculture, Fisheries and Food
MAFF

Gowers Review of Intellectual Property (December 2006))
1977 60 (5)(b)

(research exception)

““4.11 (experimental use exception)

4.12

47 -



1977/2004(

1977 EPC EC 2000 2002
3 2004 EPC2000

EPC

1999

EC

60 5

60
®

(a)
(b)

Meaning of infringement
60.(5)An act which, apart from this subsection, would constitute an infringement
of a patent for an invention shall not do so if-
(a) i1t is done privately and for purposes which are not commercial;
(b) it is done for experimental purposes relating to the subject-matter of the
invention;

(compulsory licenses) 48 54
55 59 “ (Use of patented
inventions for services of the Crown)~~

€y
- 48 -




(2)
)

D 3 /(2) /(3)

D
) ( 46 49 )

EC

2005 2

1997 5 1977 2 1996 1

1999

EPO

http://www.opsi.qgov.uk/acts/acts2004/ukpga 20040016 en 1

http://www. jpo.qgo. jp/shiryou/s sonota/fips/pdf/england/tokkyo.pdf
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SC4SM

2007 Intellectual Property Rights (IPR) Policy
http://www.sc4sm.org/wp-content/uploads/2007/10/
2007-09-sc4sm-ip-policy-final-draft.pdf
SC4SM(2007
10 )
SC4SM
)
IPR
IPR
IPR
SC4SM Project Agreement
SC4SM IPR
SC4SM IPR
SC4SM
SC4SM
SC4SM
Project Agreement
SC4SM IPR
SC4SM
IPR
IPR IPR IPR
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SC4SM

SC4SM
5 £15 ) 3 £10 )
Stem Cells for Safer Medicines Ltd. £105
2007
Dept. of Health Dept.
for Innovation, Universoties and skills) Scottish
Government Medical Research Counsil
Biotechnology and Biological Sciences Research Council
AstraZeneca
GlaxoSmithKline Hoffman-La Roche )
Project Agreement Project
Agreement IPR

SC4SM  http://www.sc4sm.org/
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Nuffield

““The ethics of patenting DNA~~,

July 2002 | Nuffield Council on Bioethics
http://www.nuffieldbioethics.org/filelLibrary/pdf/theethicsofpatentingdna.pdf
Nuffield Council on
Bioethics 2
DNA
DNA DNA
DNA
DNA
DNA

DNA

DNA

DNA

DNA

product patent

use patent

product patent

DNA
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DNA

(1)BRCA1L
2001

(2)CCR5

(3)C

(4)8B

®)

Myriad Genetics

HGS Human Genome Genetics
HIV
Chiron
PCR

Biogen
Biogen

MSP-1 PATH

MSP-1

Inc 2000 USP
HGS
UK
20 100
DNA
1978

UK

Nuffield Council on Bioethics

Foundation

Wellcome Trust

Medical

Reseach Council Nuffield

-B53-




IPI

May 2004

““Patents for Genetic Sequences:
the competitiveness of current UK Law
and Practice - A study by the Intellectual
Property Institute (1P1) on behalf of the DTI1~~
http://www.berr.gov.uk/files/fTilel0475.pdf

EC

(DTI; Department of Trade and Industry )

2000

WEB

EPO
EU

EPO

EU

2000

patent thicket

EU
EU
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““Gowers Review of Intellectual Property””,
U.K. HM Treasury

http://www.hm-treasury.gov.uk/media

/6/E/pbr06 gowers report 755.pdf

Dec 2006

HM Treasury

DTI 2004
1/6 Murray, Stern
2004) 19% Walsh et.al.
2005)
EC
1977 60 (5) experimentation 1innovation education
IP
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OECD STI

““Research Use of Patented Knowledge: A Review”” ,
STI Working Paper, (OECD Directorate for Science,

Feb. 2006 Technology and Industry)
http://www.oecd.org/dataoecd/15/16/36311146.pdf

OECD
EU CPC Community Patent Convention 27(b)
EU
EU CPC Community Patent Convention 27(b)

EU

-56 -




ACIP

““Patents and Experimental Use - ISSUES PAPER”” ,
Feb. 2004 ACIP (Advisory Council on Intellectual Property)
http://www.acip.gov.au/library/patentsexpuse.PDF

ACPI

ACIP

EU 1981

EU

EU 1981

EU

Goddar

ACIP Advisory Council on Intellectual Property
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ESHG

““Patenting and licensing in genetic testing
- Ethical, Legal and Social Issues*”

June 2007 (final draft)

ESHG European Society of Human Genetics

Licenses of Right

Nuffield “ use patent
7 Myriad DNA
EC
2005
4
(1)BRCA1/2 90 Myriad Genetics
) CF CFTR

- 58 -




CFTR

€)) (HFE)
Bio-Rad
BRCA1
€]
OECD 2002

ESHG (European Society of Human Genetics) 1967
EU

http://www.eshg.org/PatentingandLicensingDraftBackgrPaper07062007.pdf

-59-




1998 TRIPS

11 (@

Clinical Traial

Polyferon -

Polyferon

- 60 -
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Dr. Prinz zu Waldeck und Pyrmont

“ The Permissibility of Using Patented Research
Tools Under German Patent Law

)
)
)
)
Clinical Trial 1
1998 TRIPS

-62 -




Straus
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1981
2005(

CPC 1981

2005

EC

EU

11 @

11
€y
(2)
(2a)
)

4

®)

(6) 1944 12 7

EC (2a)

27

TRIPS (1998/7/16) EC

-64 -

(2005/1/21)




AND

13

2005

EC

la

€Y

la
la (2)
la (3)
la (4)

1961

12

Polyferon
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EuropaBio 2005

http://www.jetro.de/j/patent/2005Jan_Feb/%93%c6%830%83C%831%97%9a%8ds%96@%8c%b4%95%b6%83e%83L%83X%83g.pdf

) 2005 1 2
http://www.jetro.de/j/patent/2005Jan Feb/%93%c6%830%83C%831%8ew%97%df%97%9a%8ds%96@%89%bc%96%f3.pdf

o 1998
http://www. jpo.qgo. jp/shiryou/s sonota/fips/germany/pl/mokuji.htm
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““The patenting of biotechnological inventions
involving the use of biological material of human
origin®”OPINION,

Oct. 2004 Nationaler Ethikrat
(German National Ethics Council)
EC
25
EU
EC
DNA
EC
11 2
TRIPS

DNA

la 3

EU

-67 -




2004 EC

http://www.ethikrat.org/ english/publications/Opinion patenting-of-biotechnological-inventions.pdf
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ESHG -

““Patenting and licensing in genetic testing -
Ethical, legal and social issues””,

June 2007 Draft Appendix A
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l. Executive Summary

This report summarizes recent developments under U.S. patent laws and provides
some insights into the practices of various academic sciences, industries, and
government agencies regarding the treatment of so-called “research tool” inventions.
For many years a vigorous discussion has existed about the need to provide exclusive
patent rights as incentives to invent and to disclose research tools, whether such
exclusive rights should apply to all uses and users of patented research tools, and
whether exclusive rights to prohibit all uses of research tools would unduly
discourage sequential invention. Concerns over the proper scope of patent rights in
regard to subsequent research uses of inventions have a long history, but have
received increased scrutiny in light of judicial decisions since the turn of the century.
New studies of uses of research tools and efforts to assert research tool patents have
been performed in light of the decision of the U.S. Court of Appeals for the Federal
Circuit (Federal Circuit) in 2002 providing a restrictive interpretation of the
“experimental use exception” to patent infringement in Madey v. Duke University,'
and the decision of the U.S. Supreme Court in 2005 providing an expansive
interpretation of the codified “regulatory approval exception™ in Merck, KGaA v.
Integra LifeSciences | Ltd.> This report seeks to describe the broad parameters of
these developments.

In general terms, the law regarding patents and research tool inventions has become
clearer since 2000. The Federal Circuit’s 2002 Madey decision has increasingly
been recognized as expressing the state of the law regarding the experimental use
exception, particularly as neither the U.S. Supreme Court nor the U.S. Congress have
chosen to intervene to revise the Federal Circuit’s approach. Thus, uses of patented
research tools in almost all contexts, even for university-based basic research, must
for now be considered an actionable infringement of exclusive patent rights. Only
in the context of the regulatory approval exception does significant uncertainty
remain regarding whether uses of patented research tools constitute actionable

1 307 F.3d 1351 (Fed. Cir. 2002).
2 35 U.S.C. § 271(e)(1) (2008).
3 545 U.S. 193 (2005).



infringements. In that context, the broad language of the Supreme Court’s
interpretation in the Merck case, the subsequent decision of the Federal Circuit on
remand,® and other recent cases suggest that the exception may apply to at least some
research tool uses of inventions closely related to the target of the regulatory approval
decision.

At the same time, social practices have become more complex. Recent studies
demonstrate that both academic and commercial researchers ignore the actual state of
the law and routinely use patented inventions without the authorization of patent
holders. This approach appears justified in light of other studies that demonstrate
that many research tool patent holders will not assert their patents to restrict research.
However, research may nevertheless be unduly restricted by fears of potential liability,
and routine disregard of legal rights (even if unlikely to be asserted) may not be a
stable position. In some contexts, such as diagnostic and stem-cell inventions,
aggressive assertion of research tool patents has led to public criticism, and new
academic and government guidelines have developed to assure broad licensing of
research tools on reasonable terms.

This report provides basic definitions, briefly describes the history of the
experimental use and regulatory approval exceptions and their application to research
tools, and then summarizes recent developments in the case law, studies of recent
practices of researchers and patent holders, and recent changes to licensing policies in
regard to research tools. It also provides a brief discussion of alternatives to a broad
experimental use exception and throughout contains references to relevant academic
articles.

4 496 F.3d 1334 (Fed. Cir. 2007).



I1. Introduction

This section provides a basic definition of research tools and research tool patents
addressed in this report. A broad definition is adopted, because the focus of the
report is on trends regarding potential patent liability and the effects of such liability
on scientific research, rather than on financial incentives provided by patent rights for
the development of technologies intended for use in research.

“Research tools” may have many definitions, and may include a very wide range of
technologies. For example, patented inventions covering the following are all
sometimes referred to as research tools: cell lines, genetic sequences, assay methods,
software, and instruments such as microscopes and lasers. Research tools are often
defined by their intended uses in scientific research, as disclosed in patent
applications.” However, it is common to use technologies for research that is not
contemplated by the patent holder, and the right to exclude others from using patented
inventions is not limited in the United States to the disclosed and claimed uses.’
Another approach that focuses only on liability for the research market would define
research tools as patented technologies used only to produce products that do not
incorporate the tool (and thus do not trigger liability when the products are
commercialized).” For purposes of discussing the full scope of potential liability,
one must consider a broader definition of research tools than inventions that are
patented with a disclosed purpose solely or principally for research. (Nevertheless,
such patents are often the subject of greatest concern regarding the need for patent
protection, given that the anticipated market for any commercial value for the patent
is for research.)

More expansive definitions of “research tools” focus on the uses to which patented
inventions may be put. Thus, a recent Federal Circuit case defined research tools as
“tools that scientists use in the laboratory, including cell lines, monoclonal antibodies,
reagents, animal models, growth factors, combinatorial chemistry and DNA libraries,
clones and cloning tools (such as PCR), methods, laboratory equipment and
machines.”®  Similarly, analysts and academics have defined research tools broadly
as “any . . . input into the process of discovering” products’ and as “the technological
developments that enable particular lines of research to be pursued.”'® We rely on
these more expansive definitions below, i.e., patented technologies used in conducting
research that are not themselves the object of the research inquiry at that time.

5 See, e.g., Philippe Ducor, Research Tool Patents and the Experimental Use Exception — a No-Win
Situation?, 17 NATURE BiloTECH. 1027, 1027-28 (1999); Thomas D. Mays, Sharing Biomedical
Research Resources: Principles and Guidelines for Recipients of NIH Research Grants and
Contracts: Race Horse or Trojan Horse?, 2 Bio-Scl. L. Rev. 56, 61 (1999-2000).

6 See35U.S.C. § 271(a) (2008).

7 See, e.g., Janice M. Mueller, No “Dilettante Affair”: Rethinking the Experimental Use Exception
to Patent Infringement for Biomedical Research Tools, 76 WasH. L. Rev. 1, 14-15 (2001); Esther
Pfaff, ‘Bolar” Exemptions — A Threat to the Research Tool Industry in the U.S. and the EU?, 38
INT'L REV. OF INTELL. PROP. & COPYRIGHT L. 258, 262-63 (2007).

8 Integra LifeSciences | Ltd. v. Merck KGaA, 331 F.3d 860, 872 n.4 (Fed. Cir. 2003) (Newman, J.,
dissenting) (quoting National Institutes of Health, Sharing Resources: Principles and Guidelines
for Recipients of NIH Research Grants and Contracts, 64 Fed.Reg. 72090, 72092 n. 1 (Dec. 23,
1999)).

9 John Walsh, Ashish Arora & Wesley Cohen, Effects of Research Tool Patents and Licensing on
Biomedical Innovation, inPATENTS IN THE KNOWLEDGE BASED Economy 287 (Wesley M. Cohen &
Stephen A. Merrill eds. 2003) [hereinafter “NRC Report™].

10 Dianne Nicol, Cogperative Intellectual Property in Biotechnology, 4 SCRIPT-ep 136, 137 (2007),
available at http:/lwww.law.ed.ac.uk/ahrc/script-ed/vol4-1/nicol.asp (last visited Feb. 1, 2008).
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However, it bears repeating that the expansive definition applies to many types of
patented technologies having different intended markets than the research at issue.



1. Brief History of the Experimental Use and Regqulatory Approval
Exceptions

The following section summarizes the origins and history of judicial interpretations of
the experimental use and regulatory approval exceptions in the United States. The
summary is largely based on a forthcoming article co-authored by one of the authors
of this report (Sarnoff), which provides additional details and a comparison to
European law.!" The summary identifies significant changes over time to the scope
of the experimental use exception, as well as unresolved questions regarding its basic
nature and regarding the nature, scope, and application of the regulatory approval
exception.

1. Origins and Early Interpretations of the Experimental Use Exception

The experimental use exception in the United States was first articulated by Supreme
Court Justice Story in two cases in the early Nineteenth Century. As Justice Story
stated in 1813 in Whittemore v. Cutter,'> “it could never have been the intention of
the legislature to punish a man, who constructed such a machine merely for
philosophical experiments, or for the purpose of ascertaining the sufficiency of the
machine to produce its described effects.”’® The patent statute at the time provided
liability for any person who shall “make, devise, use, or sell” the patented invention,
and the statutory language had been amended earlier to make clear that making
without use constituted an infringement of the exclusive right.'* Thus, the language
of the Whittemore decision may be understood in one of two ways — either as a
statutory interpretation of the limits of the specific rights granted by a patent, or as a
judicially imposed exception to the rights granted, consistent with the more extensive
judicial common lawmaking powers of the time. The distinction is significant, both
substantively and procedurally, as the first approach would define the limits of
property initially granted and the second approach would impose restrictions (in the
nature of an affirmative defense to liability) on the use of that property.”” The
dispute over which approach is correct has not yet been settled, but the exception is
most frequently referred to as a “common law” exemption from liability.'®

The Whittemore decision also articulated two different grounds for an exception to
patent infringement.  The first was for “philosophical experiments,” and the second
was to “ascertain... sufficiency” of the patented invention for the disclosed uses. At
the time, “philosophical experiments” was understood to mean scientific research,

11 See Henrik Holzapfel & Joshua D. Sarnoff, A Cross-Atlantic Dialog on Experimental
Use and Research Tools, 48 IDEA (forthcoming 2008), draft available at
http://papers.ssrn.com/sol3/papers.cfim?abstract_id=1005269. See also Sean O’Connor,
Enabling Research or Unfair Competition? De Jure and De Facto Research Use
Exceptions in Major Technological Countries, in COMPARATIVE PATENT LAaw: A HANDBOOK

OF CONTEMPORARY RESEARCH (Toshiko Takenaka & Rainer Moufang, eds., forthcoming

2008).

12 29 F. Cas. 1120 (C.C.D. Mass. 1813) (No. 17,600).

13 /d at1121.

14 Act of Apr. 17, 1800, ch. 25, § 1, 2 Stat. 37-38 (1800) (current version at 35 U.S.C. § 271(a)
(2008)). See Act of Feb. 21, 1793, ch. 11, § 5, 1 Stat. 318, 321 (1793) (“shall make, devise, and use
or sell”).

15 See O)’Conner, supranote 11, at 3, 7 (discussing alternative treatment of the doctrine as an
exception or as an exemption).

16 Seeg, e.g., Integra LifeSciences I, Ltd. v. Merck KGaA, 331 F.3d 860, 863 n.2 (Fed. Cir. 2003).
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particularly in physics.'” The scope of these two prongs of the exception has been
the subject of extensive dispute and numerous cases over the course of the next two
centuries.

In Sawin v. Guild," Justice Story sought to clarify further the scope of the exception
as follows:

[T]he making of a patented machine to be an offence within the
purview of it, must be the making with an intent to use for profit, and
not for the mere purpose of philosophical experiment, or to ascertain
the verity and exactness of the specification. In other words, that the
making must be with an intent to infringe the patent-right, and deprive
the owner of the lawful rewards of his discovery."”

Unfortunately, the decision did not clearly define what constituted “lawful rewards,”
although it seemed to suggest a distinction between non-commercial experiments and
testing validity of the claimed invention on the one hand, and commercial benefits on
the other. This distinction was made more explicitly by Justice Curtis in 1852 in
Byam v. Bullard,”® where he noted that scientific research and competitive evaluation
do not cause injury to the exclusive patent right and are not performed “with [an]
intent to deprive the patentees of some lawful profit.”'

Numerous cases were decided between 1852 and 1950 that explored the limits of the
“intent to deprive ... of some lawful profit” standard. ~Commentators differ
regarding the nature of the standard that the courts actually applied, but generally
agree that a finding of infringement required the user of the patented technology
either to have a commercial intent to make a profit through the use of the patented
invention or to derive some actual commercial benefit from the use of the invention
(such as sales or reduced costs of production).”” During this period, only one case,

17 See, e.g., 11 THE COMPACT EDITION OF THE OXFORD ENGLISH DICTIONARY 2154 (Oxford Univ. Press
1971) (“[p]ertaining to, or used in the study of, natural philosophy, or some branch of physical
science”).

18 21 F. Cas. 554 (C.C.D. Mass. 1813) (No. 12,391).

19 /d. at 555.

20 4 F. Cas. 934 (C.C.D. Mass. 1852) (No. 2,262).

21 [d. at 935.

22 See, e.g., Ronald D. Hantman, Letter to the Editor, Re: The Experimental Use Defense, 87 J.
PAT. & TRADEMARK OFF. Soc'y 348, 348-49 (2005) (noting that the historic case law for the
exception required both experimentation and the absence of an intent to use for profit, i.e., where
“the infringer makes or attempts to make a monetary profit while infringing the patent”); Ronald
D. Hantman, Experimental Use as an Exception to Patent Infringement, 67 J. PAT. & TRADEMARK
OFF. Soc'y 617, 625 (1985) (distinguishing “use for profit” from cases in which “the experimenter
neither made money nor tried to make money while infringing the patented invention.”); N. Scott
Pierce, A New Day Yesterday: Benefit as the Foundation and Limit of Exclusive Rights in Patent
Law, 6 J. MARSHALL REV. INTELL. PRoP. L. 373, 384-412 (2007) (discussing cases finding
infringement that focused on the benefit of the invention gained by use, rather than profits
obtained, and later cases focusing on commercial intent); Andrew S. Baluch, Note, Relating the
Two Experimental Uses in Patent Law: Inventor’s Negation and Infringer’s Defense, 87 B.U. L.
REv. 213, 250-53 (2007) (discussing factors to distinguish experimental from commercial use
derived from experimental use cases relating to the public use bar of 35 U.S.C. § 102(b)). Cf.
Richard E. Bee, Experimental Use as an Act of Patent Infringement, 39 J. PaT. OFF. Soc’y 357,
367-68 (1957) (noting the failure of courts to impose reasonably royalty damages for
non-commercial uses, arguing that courts generally treated the experimental use exception very
narrowly and found it to apply only when the experiment was performed to gratify a philosophical
taste, curiosity, or for amusement).
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Ruth v. Stearns-Roger Manufacturing Co.,” addressed scientific research in a

university setting. In that case, the court found that the defendant was not liable for
contributing to infringement by supplying replacement parts used at a mining school,
given that the patented machines were used only experimentally in a laboratory and
subsequently were cut up and changed.*

In 1950, Congress proposed legislation that would have explicitly codified the
experimental use exception, excluding from infringement “making or using of a
patented invention solely for the purpose of research or experiment” and not for sale
*  However, in 1952, Congress enacted a revised patent law that did not provide an
express exception for experimental use, but rather merely codified in Section 271(a)
the exclusive rights to make, use, and sell and the existing judicial standards for
infringement.*

2. The 1984 Bolar Decision and Legislative Adoption of the Regqulatory
Approval Exception

Between 1952 and 1984, relatively few experimental use cases were decided, and
none involved scientific research.’’ In 1984, however, the Federal Circuit decided
Roche Products Inc. v. Bolar Pharmaceuticals Co.”®  In Bolar, the court held that the
experimental use exception did not apply to scientific tests using a patented
pharmaceutical compound for the purpose of obtaining generic product marketing
approval from the Food and Drug Administration (FDA).”’  Specifically, the court
construed the experimental use exception to be narrow (limited to “amusement, to
satisfy idle curiosity, or for strictly philosophical inquiry”) and held that the
defendant’s tests were “solely for business reasons.”*

Congress responded to the Bolar decision by codifying a regulatory approval
exception to patent infringement, as part of broader legislation balancing the rights of
pioneering and generic pharmaceutical manufacturers.”’ The principal concerns
expressed by Congress when adopting this exception were that the Bolar decision had
been wrongly decided, and that patent holders should not be able to dominate
research and development during the patent term in a manner that would result in the
improper effective extension of the right to exclude beyond the patent term (due to
the need to obtain regulatory approval).”> Specifically, Congress created new
Section 271(e)(1), which excepted from infringement under Section 271(a) any
making, using, or selling of a “patented invention” “solely for uses reasonably related
to the development and submission of information under a Federal law which
regulates . . . drugs.”

23 13 F. Supp. 697 (D. Colo. 1935), revd on other grounds, 87 F.2d 35 (10th Cir. 1936).

24 See jd. at 703, 713.

25 STAFF OF H. CoMM. ON THE JUDICIARY, 81T CONG., PROPOSED REVISION AND AMENDMENT OF THE
PATENT LAaws, PRELIMINARY DRAFT WITH NOTES 59 (Comm. Print 1950) (proposed Section 73).

26 See 35 U.S.C. § 271(a) (2008); S. Rep. No. 82-1979 (1952), reprinted in 1952 U.S.C.C.A.N. 2394,
2402 (noting that proposed § 271(a) was merely declaratory of what constitutes infringement).

27 See Hantman, supranote 22, 67 J. PAT. & TRADEMARK OFF. Soc'y at 630-39 (discussing the
cases).

8 733 F.2d 858 (Fed. Cir. 1984).

29 See id. at 862—-63.

30 /d. at 863.

31 See 35 U.S.C. 8§88 155, 155A, 156, 271(e) (2008).

32 Seeg, e.g., H.R. REP. NO. 98-857, pt. 2, at 61 (1984); H.R. Rer. No. 98-857, pt. 1, at 46 (1984).

33 See Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, § 202,

N
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In Section 271(e)(1), Congress codified broad, categorical language that implicitly
rejected the narrow Bolar construction of the experimental use exception in the
particular context of human drug development.”* Section 271(e)(1) differs from the
historic scope of the experimental use exception by excepting from infringement sales
for the specified experimental uses. Further, the language of Section 271(e)(1)
encompasses experiments performed by commercial entities with the intent
subsequently to market products, and does not clearly distinguish among types of
patented inventions or among their roles in regard to experiments designed to obtain
regulatory approval. This language was subsequently interpreted by the Supreme
Court in Eli Lilly & Co. v. Medtronic, Inc.”® to apply not only to patented inventions
used in human drug development but also to inventions used in developing
information for all products requiring pre-market approval by the FDA and subject to
the patent term extension provisions of the U.S. patent law.”

3. Subsequent Federal Circuit Interpretations Narrowly Construing the
Experimental Use Exception

Since Congress revised Section 271 in 1984, the Federal Circuit has construed
narrowly both the experimental use exception and the regulatory approval exception
of Section 271(e)(1). In 2000, in Embrex, Inc. v. Service Engineering Corp.,” the
Federal Circuit reiterated language from Bolar that the experimental use exception
does not apply when the experiments have ‘“‘definite, cognizable, and not
insubstantial commercial purposes.’”*®  The court upheld a jury verdict of
infringement of a patent for a method of injecting eggs based on injection tests
performed by scientists, who were employed by a company that unsuccessfully
sought to demonstrate a commercial vaccination machine for use as an alternative to
the patented method. Specifically, the court held that the tests did not qualify as de
minimis infringement or as experimental use, given that the tests were performed
“expressly for commercial purposes.”’

In 2002, in Madey v. Duke University,” the Federal Circuit held for the first time that
the experimental use exception may apply to university-based scientific research.
The District Court had granted summary judgment of non-infringement to Duke for
constructing and using (in ways that allegedly were not authorized under a federal
government contract, as Duke would have no liability if the used was so authorized*")
certain free electron lasers and microwave guns that embodied the claims of two
patents. The Federal Circuit reversed, holding that its precedents obligated it to

98 Stat. 1585, 1603 (1984) (codified as amended at 35 U.S.C. § 271(e)(1)). Congress later
extended the exception to offers to sell and imports and to approval of veterinary biological
products. See Generic Animal Drug and Patent Term Restoration Act, Pub. L. No. 100-670, § 201,
102 Stat. 3971, 3988 (1988); Uruguay Round Agreements Act, Pub. L. No. 103-465, § 533, 108 Stat.
4809, 4988 (1994).

34 SeeEli Lilly & Co. v. Medtronic, Inc., 872 F.2d 402, 406 (Fed. Cir. 1989) (citing 35 U.S.C. § 271(a),
(e)(1)).

35 496 U.S. 661 (1990).

36 See id. at 669-78; 35 U.S.C. § 156 (2007).

37 216 F.3d 1343 (Fed. Cir. 2000).

38 /d. at 1349 (quoting Roche Products Inc. v. Bolar Pharmaceuticals Co., 733 F.2d 858, 863 (Fed.
Cir. 1984)).

39 Id

40 307 F.3d 1351 (Fed. Cir. 2002).

41 See28 U.S.C. § 1498.
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recognize a “judicially created experimental use defense, however, in a very limited
form.”*  That exception “does not immunize use that is in any way commercial in
nature.... [or] that is in keeping with the alleged infringer's legitimate business,
regardless of commercial implications.”*

With regard to universities, the court in Madey noted that scientific research “projects
unmistakably further the institution's legitimate business objectives, including
educating and enlightening students and faculty participating in these projects.
These projects also serve, for example, to increase the status of the institution and
lure lucrative research grants, students and faculty.”™ The court thus remanded for
further evaluation of “the legitimate business Duke is involved in and whether or not
the use was solely for amusement, to satisfy idle curiosity, or for strictly philosophical
inquiry.”*  On remand, the District Court found that Duke had presented no
evidence to suggest that its experiments were not “in keeping with its legitimate
business as an educational institution” and thus denied Duke’s motion for summary
judgment but left the issue open for proof at trial.**

Few reported district court cases have addressed the experimental use exception since
the Madey decision. Those cases that do so either have reiterated the narrow scope
of the exception or have simply referred to Madey as binding precedent.”’ In the
2003 Federal Circuit decision in Integra Lifesciences | Ltd. v. Merck KGaA* —
discussed in detail below in regard to the regulatory approval exception — the majority
opinion suggested in dicta that the experimental use exception not only is narrow but
also is based on the concept of de minimis damages rather than the lack of
infringement.” In contrast, a dissenting opinion suggested that the exception is
significantly broader — i.e., that the “subject matter of patents may be studied in order
to understand it, or to improve upon it, or to find a new use for it, or to modify or
‘design around’ it.”*

4. Proposals for Legislation to Codify a Broader Experimental Use
Exception

Since the Bolar decision, Congress has on a few occasions introduced proposed
legislation to codify a broader experimental use exception. But these efforts have
not resulted in adoption of a change to the law. For example, in 1990, Congress
introduced a bill that would have excepted from infringement any making and use for
“research or experimentation purposes,” unless the primary purpose of the patented

42 307 F.3d at 1360. See also id. at 1361 (recognizing the exception exists “in the very narrow
form articulated by this court” in Embrexand Bolar).

43 /d. at 1362.

44 Id

45 Jd. at 1363.

46 Madey v. Duke Univ.,, 336 F. Supp. 2d 583, 591-92 (M.D.N.C. 2004).

47 See, e.g., Third Wave Techs., Inc. v. Strategene Corp., 381 F. Supp. 2d 891, 911-12 (W.D. Wisc.
2005) (rejecting arguments that testing of products for cleaving nucleic acids that might infringe
patented cleaving methods allegedly to obtain FDA approval for the products would not qualify as
experimental use, given the narrow scope of the exception in Madey and the commercial
motivation to market the products); Eli Lilly and Co. v. Emisphere Techs., Inc., 408 F. Supp. 2d,
668, 678 n.2 (S.D. Ind. 2006) (noting pleading of experimental use defense to infringement
counterclaim, and citing to Madey for a discussion of the doctrine, but refusing to address the
issue as premature).

48 331 F.3d 860 (Fed. Cir. 2003).

49 Seeid. at 863 n.2.

50 /d. at 875 (Newman, J., concurring in part and dissenting in part).

13



invention was for research (i.e., intended for use as a research tool) and in that case it
would not be an act of infringement to study the invention or use it to develop new
inventions outside the scope of the patent.”’  Similarly, in 2002, Congress introduced
a bill that would have excepted from infringement any patented genetic sequences
“for purposes of research,” but not applying to commercial manufactures and sales.>
In contrast, in 2007, Congress introduced a bill that would prospectively ban the
patenting of any “nucleotide sequence, or its functions or correlations, or the naturally
occurring products it specifies.”  The bill thus would preclude a particular category
of patents (not only gene patents but all patents on polynucleotides), which may be
used as research tools. However, the biotechnology industry and others have
expressed significant opposition to the bill,”* and it currently appears unlikely to be
enacted into law.

In 2002, the Federal Trade Commission (FTC) conducted hearings in which more
than 300 panelists, including “business representatives from large and small firms,
and the independent inventor community; leading patent and antitrust organizations;
leading antitrust and patent practitioners; and leading scholars in economics and
antitrust and patent law,” were invited to testify on a variety of issues relating to
patent law and policy.” Much of the testimony focused on the effects of research
tool patents on third-party research and innovation. The panelists voiced general
approval for codifying a broader experimental use exemption that would apply to
research directed at understanding if and how a patented invention works (recall the
statement in Whittemore regarding sufficiency of the machine to produce its desired
effects).”® They were more divided on the question of whether an exception should
apply to research directed at improvement or follow-on innovation resulting from use
of patented research tools, and generally rejected the idea of providing an exemption
for use of a research tool to develop another product (recall the statement in
Whittemore regarding philosophical experiments).”” A report based on the hearings
concluded that developers of research tools “need an income stream from those who
use their inventions,” and that the “hearing record provides no basis for exempting
such tools from patent protection”®

Proposals to explicitly codify an experimental use exception have also come from the
private sector. A 2004 report sponsored by the National Academy of Sciences

51 Patent Competitiveness and Technological Innovation Act, H.R. 5598, 101st Cong. § 402 (1990)
(proposed 35 U.S.C. § 271())).

52 Genomic Research and Diagnostic Accessibility Act of 2002, H.R. 3967, 107th Cong. § 2 (2002)
(proposed 35 U.S.C. § 271(j)(1)).

53 Genomic Research and Accessibility Act, H.R. 977, 110th Cong. § 2 (2007) (proposed 35 U.S.C.
§ 106).

54 See, e.g., Stifling or Stimulating — The Role of Gene Patents in Research and Genetic Testing
Before the Subcomm. on Courts, the Internet and Intellectual Property, 110th Cong. (2007)
(statement of Jeffrey Kushan on behalf of the Biotechnology Industry Organization (B10O)),
available at http://judiciary.house.gov/media/pdfs/Kushan071030.pdf (last visited Feb. 7, 2008)
and (statement of E. Jonathan Soderstrom, president-elect of the Association of University
Technology Managers (AUTM)), available at
http://judiciary.house.gov/media/pdfs/Soderstrom071030.pdf (last visited Feb. 7, 2008).

55 FEDERAL TRADE COMMISSION, 70 Promote Innovation: The Proper Balance of Competition and
Patent Law and Policy, Executive Summary 3-4 (2003), available at
http://www.ftc.gov/os/2003/10/innovationrpt.pdf (last visited Feb. 22, 2008) [hereinafter “FTC
Report™].

56 /d. Chapter 4 at 34-36.

57 Id

58 /d. Chapter 4 at 36.
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(NAS) recommended codification of an experimental use exception in light of the
Madey decision, given that “there should be some level of protection for
noncommercial uses of patented inventions.”  The report also recommended taking
various administrative actions to assure access, given that legislative enactment might
not occur.”’  Some members of the committee consulted in the preparation of the
report expressed the opinion that any codified experimental use exception should be
conditioned upon the researcher agreeing to refrain from patenting the results of the
protected research, the results of the research not undermining a patentee’s
commercial markets, a covenant not to use the research results for commercial
purposes, and provision for terminating the exemption if the protected research yields
patents that are asserted against another party lacking the exemption.®'

Later in 2004, the American Intellectual Property Lawyer’s Association (AIPLA)
endorsed the NAS recommendation and proposed language for a broader, codified
experimental use exception.®®  Specifically, the AIPLA proposal would have
excepted from infringement the acts of:

(1) evaluating the validity of the patent and the scope of protection
afforded under the patent; (2) understanding features, properties,
inherent characteristics or advantages of the patented subject matter;
(3) finding other methods of making or using the patented subject
matter; and (4) finding alternatives to the patented subject matter,
improvements thereto or substitutes therefor.”

In 2006 the NAS published a report focused more specifically on the impact of
patents on genomic and proteomic research.®*  This report recommended:

Congress should consider exempting research “on” inventions from
patent infringement liability. The exemption should state that making
or using a patented invention should not be considered infringement if
done to discern or to discover: (a) the validity of the patent and scope
of afforded protection; (b) the features, properties, or inherent
characteristics or advantages of the invention; (c) novel methods of
making or using the patented invention; or (d) novel alternatives,
improvements, or substitutes.

Further making or using the invention in activities incidental to

59 See NAT'L RESEARCH COUNCIL OF THE NAT'L ACADS., A PATENT SYSTEM FOR THE 21ST CENTURY 82,
109 (Stephen A. Merrill et al. eds., 2004), available at
http://books.nap.edu/html/patentsystem/0309089107.pdf (last visited Feb. 22, 2008) [hereinafter
“Patent System Report™].

60 Seeid. at 108-17.

61 Seeid. at 115.

62 See AM. INTELLECTUAL PROP. LAW ASS'N, AIPLA RESPONSE TO THE NATIONAL ACADEMIES REPORT

ENTITLED "A Patent System for the 21st Century” 22-26 (2004) (“AIPLA Response™), available at

http://www.aipla.org/Content/ContentGroups/Issues_and_Advocacy/Comments2/Patent_a

nd_Trademark_Office/2004/NAS092304.pdf (last visited Feb. 22, 2008).

63 /d. at 25.

64 NATIONAL RESEARCH COUNCIL. COMMITTEE ON INTELLECTUAL PROPERTY RIGHTS IN GENOMIC AND
PROTEIN RESEARCH AND INNOVATION, Reaping the Benefits of Genomic and Proteomic Research:
Intellectual Property Rights, Innovation, and Public Health, (2006), available at
http://fermat.nap.edu/catalog/11487.html?onpi_newsdoc11172005 [hereinafter “Reaping the
Benefits”].

15



preparation for commercialization of noninfringing alternatives also
should be considered noninfringing. Nevertheless, a statutory research
exemption should be limited to these circumstances and not be
unbounded. In particular, it should not extend to unauthorized use of
research tools for their intended purpose, in other words, to research
“with” patented inventions. Accordingly, our recommendation would
not address the circumstances of the Madey case, which clearly
entailed research “with” the patented laser; but it would shield some
types of biomedical research involving patented subject matter.”

Scholars also have debated for many years the need for the U.S. to implement an
expanded experimental use exception for a wide range of activities.®* Some have
advocated the creation of broad exemptions for use of patented technologies by
university and non-profit researchers,”” while others have pointed out a host of
practical difficulties that might arise if such plans were implemented.”® Some worry
that a broad experimental use exception would remove incentives for the
development of new research tools.” Others question whether patent protection is
needed to develop research tools, although often recognizing that patents can play a
useful role when investment is needed to make the technology practically available.”
Some commentators have proposed application of the doctrine of fair use to promote
access to research tools,”' but others have criticized this approach.”” A number of
scholars have proposed hybrid systems combining limited experimental use
exceptions with compulsory licensing or other alternative approaches, some of which
are discussed in more detail below in Section VIL.”

65 /d. at 145.

66 See, e.g., Harold C. Wegner, PATENT LAW IN BIOTECHNOLOGY, CHEMICALS & PHARMACEUTICALS 460,
et seq. 2d ed. (1994); Lauren C. Bruzzone, The Research Exception.: A Proposal, 21 AIPLAQ.J. 21
52, 53 et seq. (1993); Rebecca S. Eisenberg, Patents and the Progress of Science: Exclusive Rights
and Experimental Use, 56 U. CHI. L. ReEv. 1017, 1019 et seq. (1989); Irving N. Feit, Biotechnology
Research and the Experimental Use Exception to Patent Infringement, 71 J. PAT. & TRADEMARK
OFF. Soc’y 819, 832 (1989); Steven J. Grossman, Experimental Use or Fair Use as a Defense to
Patent Infringement, 30 IDEA 243, 247 (1990); Ned A. Israelsen, Making, Using, and Selling
without Infringing: An Examination of 35 U.S.C. Section 271(e) and the Experimental Use
Exception to Patent Infringement, 16 AIPLAQ.J. 457, 458, 472, 474 (1988-1989); ); Jordan P.
Karp, Experimental Use as Patent Infringement: The Impropriety of a Broad Exception, 100
YALE L.J. 2169, 2170 (1991); Suzanne T. Michel, Comment, The Experimental Use Exception to
Infringement Applied to Federally Funded Inventions, 7 HicH TEcH. L.J. 369, 376, 389 (1992);
Patricia M. Thayer & Richard A. De Liberty, The Research Exception to Patent Infringement. The
Time Has Come for Legislation, 4 J. BioLaw & Bus. 1, 2, 6 et seq. (2000).

67 See, e.g., Eyal H. Barash, Comment, Experimental Uses, Patents, and Scientific Progress, 91 Nw. U.

L. REV. 667, 699-700 (1997); Kevin Sandstrom, Note, How Much Do We Value Research and

Development?: Broadening the Experimental Use Exemption to Patent Infringement in Light of

Integra Lifesciences Ltd. v. Merck, 30 WM. MITCHELL L. REV. 1059, 1067 (2004).

68 Elizabeth A. Rowe, Closing in on Open Science: Trends in Intellectual Property & Scientific
Research: The Experimental Use Exception to Patent Infringement: Do Universities Deserve
Special Treatment?, 59 MEe. L. Rev. 283, 308-10 (2007).

69 Mueller, supranote 7, at 4.

70 Michael S. Mireles, States as Innovation System Laboratories: California, Patents and Stem
Cell Technology, 28 CArRDOZzO L. REv. 1133, 1152 (2006).

71 See, e.g., Maureen A. O'Rourke, Toward a Doctrine of Fair Use in Patent Law, 100 CoLUM. L. REV.
1177, 1249-50 (2000).

72 See, e.g., Rowe, supranote 68, at 308-09.

73 See, e.g., Katherine J. Strandburg, What does the Public Get? Experimental Use and the Patent
Bargain, 2004 Wis. L. Rev. 81, 143-144 (2004)
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5. Initial Federal Circuit and Subsequent Supreme Court Interpretations of
the Requlatory Approval Exception in the Merck v. Inteqgra Case

In 2003, in Integra Lifesciences | Ltd. v. Merck KGaA,™ the Federal Circuit narrowly
construed the regulatory approval exception of Section 271(e)(1). The District
Court had found that early-stage experiments using cyclic peptides to assess their
potential to block certain receptors (and thereby inhibit angiogenesis) qualified for the
experimental use exception, but that later pre-clinical experiments using a particular
cyclic peptide did not qualify for the regulatory approval exception and infringed the
patents at issue. On appeal, the Federal Circuit held that the pre-clinical
experiments were not “‘solely for uses reasonably related to the development and
submission of information,”” because they did not “reasonably relate to the
development and submission of information for FDA's safety and effectiveness
approval processes.””” Because Integra did not appeal the finding that the
experimental use exception applied to the early-stage experiments, and because
Merck did not argue the experimental use exception applied to the pre-clinical
experiments, the majority opinion did not provide a holding on the application of this
doctrine. However, the dissent suggested that, for the pre-clinical experiments, “the
statutory76immunity of § 271(e) takes effect wherever the research exemption
ends....”

In 2005, the Supreme Court in Merck, KGaA v. Integra LifeSciences | Ltd.”” reversed
the Federal Circuit’s narrow construction of the regulatory approval exception of
Section 271(e)(1). The Court held that the exception was not limited to tests that
generate safety and effectiveness data; rather, it included any tests (including basic
research on biological mechanisms) that might generate data submitted to the FDA.

At least where a drugmaker has a reasonable basis for believing that a
patented compound may work, through a particular biological process,
to produce a particular physiological effect, and uses the compound in
research that, if successful, would be appropriate to include in a
submission to the FDA, that use is ‘“reasonably related” to the
“development and submission of information under . . . Federal law.””®

The Court, however, explicitly declined to address the application of the regulatory
approval exception to patented research tools,” and did not address the scope of the
experimental use exception.

Following the Merck Supreme Court decision, commentators have noted that research
tools were involved in at least some of the allegedly infringing experiments at issue
on appeal, notwithstanding the parties’ arguments to the contrary. For example, the
patented peptides at issue were used as positive controls to measure the effectiveness
of other compounds.” Commentators also have raised concerns that application of

74 331 F.3d 860 (Fed. Cir. 2003).

75 Jd. at 865-66 (quoting 35 U.S.C. § 271(e)(1)).

76 |d. at 875-76 (Newman, J., concurring in part and dissenting in part).

77 545 U.S. 193 (2005).

78 |d. at 207.

79 Id. at 205 n.7.

80 Seeg, e.g., Benjamin G. Jackson, Note, Merck v. Integra: Bailing Water Without Plugging the
Hole, 20 BYU J. Pus. L. 579 (2006) (noting the court’s statement that “Scripps used the RGD
peptide in . . . tests as ‘positive controls' against which to measure the efficacy of the mimetics.”);
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Section 271(e)(1) to research tool inventions would eviscerate patent rights and
incentives.®  To avoid this result, they have argued that the term “patented
inventions” within Section 271(e)(1) should be interpreted to be limited to patented
drug and medical device inventions that are subject to regulatory approval and term
extension under Section 156, which was the focus of the broader legislation enacting
Section 271(e)(1).%*

In contrast, other commentators have suggested that the effects of the Merck decision
on research tool inventions will be minimal, because “the sanctioned research is into,
not using, patented technology and patents have a smaller impact on research tools
and instruments than on drug development.”®  Other commentators have suggested
expanding the exception further to minimize incentives for drug companies to
“outsource[e] their early stage research from the United States,”® to jurisdictions
where broader experimental use exceptions exist or where patent rights in research
tool inventions do not exist.

6. Cases Interpreting the Requlatory Approval Exception Since the 2005
Supreme Court Decision in Merck

Cases since the Supreme Court’s 2005 Merck decision not only have followed the
trend of construing the regulatory approval exception of Section 271(e)(1) broadly,”
but also have explicitly extended the exception to research tools. In 2005, in
Classen Immunotherapies, Inc.v. Biogen IDEC,® a District Court dismissed
infringement claims against defendants for participating in a study evaluating
vaccination risks of existing products, given the broad construction of Section
271(e)(1) in Merck.” Specifically, the District Court rejected the argument that
Section 271(e)(1) applied only to data for regulatory decisions made prior to initial
regulatory approval to market products.®

Paul Wiegel, Was the FDA Exemption to Patent Infringement, 35 U.S.C. § 271(e)(1), Intended to
Exempt a Pharmaceutical Manufacturer’s Activities in the Development of New Drugs?, 2007 B.C.
INTELL. PROP. & TECH. F. 112901 (2007).

81 See, e.g., Daniel J. Ford, Merck v. Integra. Implications for the Common Law and Statutory
Exemptions, 7 Lov. L. & TECcH. ANN. 123 (2006-2007); Francine Haight, //legal Sales of
Pharmaceuticals on the Internet, 16 ALg. L.J. Sci. & TEcH. 195 (2006); Vihar R. Patel, Are
Patented Research Tools Still Valuable? Use, Intent, and a Rebuttable Presumption: A Proposed
Modlfication for Analyzing the Exemption from Patent Infringement Under 35 U.S.C. 271(e)(i), 47
IDEA 407 (2007); Tara Stuart, Has the Supreme Court Incorrectly Expanded § 271(E)(1) to Risk a
Regulatory Taking?, 5 J. MARSHALL REV. INTELL. PROP. L. 216 (2006).

82 See 35 U.S.C. § 156; N. Scott Pierce, A New Day Yesterday. Benefit as the Foundation and Limit
of Exclusive Rights in Patent Law, 6 J. MARSHALL REV. INTELL. PRop. L. 373 (2007). This
argument has also been made by a patent holder in litigation. Seg, e.g., Oral Arguments in
Proveris Scientific Corp. v. Innovasystems, Inc., (Fed. Cir) (No. 2007-1428), available at
www.cafc.uscourts.gov/oralarguments/.

83 Daniel A. Lev, A Realist Approach to Merck KGaA v. Integra, 5 Nw. J. TECH. & INTELL. Prop. 135
(2006).

84 Katherine A. Helm Outsourcing the fire of genius. the effects of patent infringement
Jurisprudence on pharmaceutica drug development, 17 FORDHAM INTELL. PROP. MEDIA & ENT. L.J.
153 (2006).

85 But cf. Third Wave Techs., Inc. v. Stratagene Corp., 381 F. Supp. 2d 891, 912-13 (W.D. Wisc.
2005) (holding that products tests using a patented method performed during a “start-up phase™
with only “a remote desire to obtain FDA approval” for sales for the diagnostic assay market were
neither “reasonably” related to obtaining such approval, nor performed “solely” for such uses).

86 381 F. Supp. 2d 452 (D. Md. 2005).

87 See id. at 455-56.

88 See id.
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In 2006, in Genentech, Inc. v. Insmed Inc..* a District Court granted summary

judgment to one defendant that had supplied patented insulin-like growth factor for
experiments performed by another company.” The Court held that Section
271(e)(1) applied to the experiments, as “even if the allegedly infringing experiments
were conducted, in part, for commercial reasons, the experiments would produce
information that would be given to the FDA in order to get FDA approval.”"

In 2006, in Amgen, Inc. v. F. Hoffman-LaRoche Ltd.,”* a District Court held that
Section 271(e)(1) is an affirmative defense, rather than “‘part of the statutory
definition of infringement that [the plaintiff] must establish.”””> Accordingly, the
District Court rejected a motion to dismiss for failure to state a claim, given that the
plaintiff had sufficiently alleged infringement without pleading specific acts of
infringement that fell outside the scope of Section 271(e)(1).”*  Further, the
complaint alleged importation of an allegedly infringing patented drug, which was
sufficient given that the District Court could not conclude as a matter of law that
importation was solely for uses reasonably related to submitting information for
regulatory approval.”

In 2006, in Classen Immunotherapies, Inc. v. King Pharmaceuticals, Inc.,”® a District
Court held that Section 271(e)(1) applied to a patented process arguably used as a
research tool. Specifically, the patents addressed methods of identifying and
commercializing new uses of existing drugs, and infringement was alleged from
bioavailability studies of existing drugs that led to submission to FDA (with the data)
of a citizen’s petition and a labeling supplement. The District Court held the
experiments were reasonably related to the submission of information to the FDA,
and found “extension of the safe harbor to cover the use of these tools warranted by
the language of Merck and a plain reading of the statute.”’

In 2007, in Integra Lifesciences | Ltd. v. Merck KGaA,” on remand from the
Supreme Court’s decision, a majority opinion the Federal Circuit held that Section
271(e)(1) applied to experiments with patented compounds that at the time were
candidates for but were not ultimately the subject of the regulatory approval
application. The experiments developed information “after the biological
mechanism and physiological effect of a candidate drug have been recognized, such
that if the research is successful it would appropriately be included in a submission to
the FDA.™  Significantly, the majority held that whether the experiments were
“reasonably related” to submission “does not depend on the success or failure of the
experimentation or actual submission of the experimental results.”'®® The majority
also noted that the parties agreed that the patented compounds were not used as
“research tools,” and thus did not address whether Section 271(e)(1) applies to

89 436 F. Supp. 2d 1080 (N.D. Cal. 2006).

% See id. at 1094-95.

91 /d. at 1095.

92 456 F. Supp. 2d 267 (D. Mass. 2006).

98 /d. at 273 (quoting Amgen, Inc. v. Hoechst Marion Roussel, Inc., 3 F. Supp. 2d 104, 109 (D. Mass.
1998)).

94 Seeid. at 274.

9% Seeid.

9 466 F. Supp. 2d 621 (D. Md. 2006).

97 Id. at 625 n.2.

98 496 F.3d 1334 (Fed. Cir. 2007).

9 [d. at 1339. See id. at 1340.

100 /g at 1341.
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patented inventions used as research tools. However, the dissent argued that the
decision did apply to research tools as some of the patents claimed methods that
could not have been potential regulatory approval drug candidates.'”’ The dissent
thus argued that the holding effectively “eliminate[s] protection for research tool
inventions.”'*

In 2007, in Forest Laboratories, Inc. v. Ivax Pharmaceuticals, Inc.,'” the Federal
Circuit upheld a prospective but limited injunction against a foreign producer of
patented drug products that was supplying production information and would supply
products for experiments within the scope of the regulatory approval exception of
Section 271(e)(1). The injunction prohibited the domestic experimenter from
commercial exploitation following FDA approval and during the life of the patent,
and the court held it was appropriate to include the foreign producer as such supply
would induce infringement under Section 271(b) following such approval. '**

Finally, in 2008, the Federal Circuit may address (and has heard oral argument) in
Proveris Scientific Corp. v. Innovasystems, Inc., No. 07-1428.' The Proveris
Scientific case has the potential to resolve the scope of the Section 271(e)(1)
exemption A district court found Innovasystems liable for infringement, based on
sales of a patented instrument to three drug companies, solely for the purpose of the
drug companies’ development of data for submission to the FDA.'®®  Innovasystems
argued on appeal that the sales were exempt under Section 271(e)(1), noting that the
instruments were sold solely for use in generating data for FDA submission. In
particular, Innovasystems argued that the language of 271(e)(1) applies to the sale of
patented inventions, and that there is no explicit, relevant restriction in the statutory
language on the nature of the patented invention that is made, used, or sold for uses
reasonably related to obtaining regulatory approval.'”” (The statute expressly
excludes from a “patented invention” that is excepted from infringement for these
purposes only a “new animal drug or veterinary biological product ... primarily
manufactured using recombinant DNA, recombinant RNA, hybridoma technology, or
other processes involving site specific genetic manipulation techniques.” '°)

In deciding this case, the Federal Circuit in Proveris will have the opportunity to
address two important questions: (1) is a laboratory instrument (or any other research
tool) a “patented invention” under 271(e)(1); and (2) does the 271(e)(1) exemption
apply to a party selling the patented invention, if a third party uses the invention to
develop data for submission (or if the third party does not ultimately submit data) to
the FDA? Assuming the court answers both questions in the affirmative, additional
questions arise regarding: (3) how “reasonably related” to the development and
submission of information are particular types of research tools used in different
ways; and (4) how is “solely” for reasonably related uses to be determined (e.g., does

101 /g, at 1350-51 (Rader, J., dissenting).

102 /d. at 1348.

103 501 F.3d 1263 (Fed. Cir. 2007).

104 See jd. at 1272.

105 QOral Argument, Proveris Scientific Corp. v. Innovasystems, Inc., available at
www.cafc.uscourts.gov/oralarguments/.

106 The district court’s 271(e)(1) ruling was made from the bench immediately prior to trial and
does not appear in a reported decision, but is discussed in the oral argument and is extensively
addressed in detail in the parties’ appellate briefs.

107 Seg, e.g., “Corrected” Brief of Appellant Innovasystems, Inc. at 12-16, Proveris Scientific Corp. v.
Innovasystems, Inc., 2007 WL 2888553 (Fed. Cir. Aug. 27, 2007) (No. 2007-1428).

108 35 U.S.C. § 271(e)(1) (2008).
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intent or actual conduct matter, and does the sale of any product for a
non-reasonably-related use affect the characterization of the sale of all other products
for reasonably-related uses)? For an example taken from the oral argument, would
the sale of a patented cell phone solely for use by drug researchers to communicate
during development of information for submission to the FDA be “reasonably
related,” and would it matter if the patented cell phone was sold to third parties for
different uses (domestically or internationally)?

In summary, the Federal Circuit has narrowed but simultaneously clarified the scope
of the experimental use exception, and under that scope almost no scientific research
— including university-based, non-profit basic research — will qualify for the
exception. Such research is likely to be performed with commercial intent or to
further the legitimate business of the experimenter’s business. In contrast, the
Supreme Court has expanded the scope of the regulatory approval exception of
Section 271(e)(1), which will apply to a broad range of experiments that may
generate data that regulators would be interested in reviewing. However, the limits
of the regulatory approval exception remain unclear. In particular, the courts have
yet to draw clear lines for determining: (1) in regard to scientific experimentation not
excepted from infringement under the experimental use exception, when protected
regulatory approval activities begin: (2) whether and when patented research tools
may be subject to the regulatory approval exception (because used in a manner
reasonably relating to development and submission of information to the FDA); and
(3) when such patented research tools should be considered made, used, or sold solely
for regulatory approval purposes.

V. Recent Studies of Scientific Researcher and Patent Holder Practices

The following section discusses existing studies of the practices of scientific
researchers and patent holders regarding the researchers’ acquisition of patented
technologies used as research tools, and liability for such research uses. The
empirical analysis is important, not only to understand the effects of the legal
developments described above but also to discern potential trends in regard to
changing social practices or the need for further changes to the legal rules.
Unfortunately, the factual results of the surveys are subject to dispute regarding what
they suggest for continuation of or changes to existing patent system policies.

Since the Madey decision, a number of studies have been conducted to evaluate the
effects of that decision, particularly regarding whether patents on inventions intended
to function as research tools have impeded or delayed basic scientific research.
These concerns reflect earlier theoretical work regarding the potential for
development of an “anticommons,” or patent thicket requiring licensing of multiple
patented inputs, that would result in higher costs, delay, and potentially abandonment
of important scientific research (particularly in regard to biomedical and gene-based
research).'”  These concerns also reflect the fact that genetic inventions are

109 Seg, e.g., Heller & Eisenberg, Can Patents Deter Innovation? The Tragedy of the Anticommons
in Biomedical Research, 280 ScIENCE 698, passim (1998); Kyle Jensen & Fiona Murray,
Intellectual Property Landscape of the Human Genome, 310 ScieNcE 239, 239-40 (2004); Carl
Schapiro, Navigating the Patent Thicket: Cross licenses, patent pools, and standard-setting, in 1
INNOVATION PoLIcY AND THE EcoNnomy 119, 120 (Adam Jaffe et al. eds., 2001). Cf. Lori Andrews
et al., When Patents Threaten Science, 314 SciENcE 1395, 1395-96 (2006). But see Ted Buckley,
The Myth of the Anticommons, B1O DIRECTOR OF EcoNnowmic PoLicy available at
http://www.bio.org/ip/domestic/TheMythoftheAnticommons.pdf (last visited Mar. 12, 2008);
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fundamental, and thus patents on genetic sequences cannot be designed around.''’
The results of these studies demonstrate that relatively few current (but potentially a
growing number of) serious problems have resulted from the expanded legal potential
for patent liability (particularly of academic researchers). But the reason for this
result may be because patent holders have not aggressively asserted their patents and
because scientific researchers have continued to act in ways that (in light of the
Madey decision) infringe such patents. The studies also demonstrate that there has
been an increase in warning letters and internal efforts at universities to discourage
patent infringement, but neither have yet had significant effects on researcher
behaviors. Stated differently, there is a significant gap between the law on the books
and the practices to which the law applies, and the stability of the current situation
remains a subject of significant concern.

1. The Walsh, Arora, and Cohen Study (2003)

Around the time of the Madey decision, various researchers studied the effects of
research tool patents on biomedical innovation, as part of broader research leading to
proposals for reforming the U.S. patent system that was commissioned by the NAS
Board on Science, Technology, and Economic Policy (STEP).''" In this study, the
researchers specifically sought to address two questions: (1) “whether an emergent
anticommons is in fact impeding the development and commercialization of new
drugs, diagnostics, and other therapies”; and (2) “whether restricted access to patents
on upstream, foundational discoveries is blocking important follow-on research and
innovation.”''*  The research did not find that the growth of patents on fundamental
upstream discoveries and more aggressive licensing by non-profit research
institutions, small businesses, and research universities had to that time impeded the
development of drugs or other therapies in a significant way.  Significantly, “firms
and other institutions have developed a number of ‘working solutions’ that limit the
effects of the intellectual property complexities that exist,” including “fairly pervasive
infringement of patents in the course of laboratory research at the pre-product
stage.”'"”  Pervasive infringement was “informally rationalized as causing no
commercial harm and, in any event [was believed to be] shielded from infringement
liability by the court interpreted ‘research exception.””''* However, the Madey
decision clearly called these common beliefs into question, and “undermine[d] one of
the working solutions that has contributed to the progress of biomedical research.”'"”

More specifically, the researchers “conducted 70 interviews with IP attorneys,
business managers, and scientists from 10 pharmaceutical firms and 15 biotechnology
firms, as well as university researchers and technology transfer officers from 6
universities, patent lawyers, and government and trade association personnel.”''
The interviews probed whether proliferation of patents had resulted in failures to

Timothy Caulfield et al., Evidence and Anecdotes: An Analysis of Human Gene Patenting
Controversies, 24 NATURE BIOTECHNOLOGY 1091, 1091-94 (2006);

110 Seg, e.g., John H. Barton, Emerging Patent Issues in Genomic Diagnostics, 24 NATURE BIOTECH.
939 (2006).
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license beneficial patented technologies and whether patents on upstream discoveries
had impeded subsequent research. The researchers identified the development of
“defensive” patenting strategies in genomics (where patents are obtained principally
as a method of discouraging litigation rather than for use in protecting the patented
innovation),''” and that research tool patents were owned by “different parties with
different agendas.”''® Nevertheless, the researchers found that the number of
ongoing R&D projects stopped because of patent problems was “small,”'"” finding
little evidence that patent-holding entities were refusing to license needed
technologies, that the need to license multiple patents was resulting in excessive
royalties, or that the increased costs of licensing individual research tool patents were
unreasonable (given beliefs that the “productivity gains conferred by the licensed
research tools were thought to be worth the price”).'®  Patent holders also generally
tolerated infringing academic uses of research tools (except for diagnostic tests used
in clinical research), as such use could increase the value of the technology and the
potential benefits from such lawsuits were typically outweighed by the legal fees,
risks of having the patent narrowed or found invalid, and bad publicity from suing
universities.'*!

In contrast, “at least for licensing relationships between universities and small firms,
access to relatively upstream discoveries ... is commonly restricted.”'** However, it
was not clear that such restrictive (typically exclusive) licensing impeded follow-on
discovery, given that it may lead to increased motivation for further development of
the upstream technology by the licensee.'” The study noted the potential for the
Madey decision to “chill” some of the infringing biomedical research occurring in
university settings'>* and concluded that:

Through a combination of luck and appropriate institutional response,
we appear to have avoided situations where a single firm or
organization using its patents has blocked research in one or more
broad therapeutic areas. However, the danger remains that progress
in a broad research area could be significantly impeded by a
patentholder trying to reserve the area exclusively for itself.'*’

Further, the researchers noted significant concerns with increasing secrecy of
scientists and with the ability of scientists to share or to obtain access to physical
materials needed for research.'’® The process of negotiating material transfer
agreements had become significantly longer, resulting in delays of research and in
exceptional cases in abandonment of research.'”” Conversely, some university
scientists noted that commercial licensing of reagents may result in increasing access
given the difficulty of alternative methods of filling demand.'”® The researchers
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concluded that “to the degree that the patenting of biomedical discoveries may
impose additional costs and delays in material transfers, it is partly because the
Bayh-Dole Act'”’ and related acts have provided university administrations, and
especially their technology transfer offices, a vested commercial interest in the
disposition of intellectual property.”'*

Finally, the researchers noted several institutional responses that had helped to
increase access to research tools. These included the creation of public and
quasi-public databases of basic research information (such as GenBank and the SNPs
Consortium), and efforts of the National Institutes of Health (NIH) to negotiate
greater access to research tools or to require funding recipients not to patent their
research. ”'  Further, researchers avoided research tool patents by performing
research outside the United States.'*?

2. The Walsh, Cho, Cohen Study (2005)

Following the earlier Wash, Cohen, Arora study, some of the same researchers sought
to determine what effect the Madey decision may have had on practices and on their
prior conclusions.”® They surveyed 414 biomedical researchers in universities,
government, and non-profit institutions to assess their patent and patented technology
acquisition practices.”* By the time of the study, the researchers found little
evidence that the Madey decision had significantly changed academic practices in
regard to checking for patents — finding only five percent (5%) of respondents
regularly checked for patents on knowledge inputs and only two percent (2%) had
begun checking since Madey.'”> Only a small percentage — eight percent (8%) of
respondents — believed their research used information or knowledge covered by a
third-party’s patent, and there was little effect of such knowledge on scientific
research practices — no one reported abandoning research, about one percent (1%)
changed their research approach, and about one percent (1%) were delayed more than
one month. Thus, the researchers concluded that “for the time being, access to
patents on knowledge inputs rarely imposes a significant burden on academic
biomedical research,” noting the difference between the “‘law on the books’ and
““law in action.””'*

Nevertheless, the researchers noted (compared to five years earlier) an increase in
institutional notifications to respect intellectual property rights — from fifteen percent
(15%) to twenty two percent (22%) — and a slight increase in warning letters from
patent holders — from three percent (3%) to five percent (5%)."”’ The researchers
also noted more significant concerns regarding material transfers, identifying more
substantial impediments to academic research from lack of physical access.
Specifically, they noted that nineteen percent (19%) of respondents had their most

129 See The Patent and Trademark Act Amendments of 1980, Pub. L. No. 96-517 94 Stat. 3019
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recent request for a material denied, and that such non-compliance was growing.'®
However, they were unable to conclude “whether patent policy contributes to
restricted access to materials, although commercial activities fostered by patent policy
do seem to restrict sharing, as do the burden of producing the materials and scientific
competition.”"*

138 See id. at 2002-2003.
139 [d. at 2003.
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3. The AAAS Study (2006-2007)

In a pilot phase of the AAAS study, the survey was administered in 2005 to 4,017
AAAS members, of which 1,111 responded (twenty-eight percent (28%)).'"*  Of the
forty-six percent (46%) of respondents who reported obtaining intellectual property
for their scientific discoveries or technologies since 2001, fifty-five percent (55%)
reported obtaining at least one patent, and of these forty-one percent (41%) described
their most important patented invention as a research tool.'*'

In contrast, twenty-four percent (24%) of respondents had acquired patented
technology for use in their research since 2001, with rates of use and sources of
acquisition varying by technology and by industrial or academic setting. '**
Similarly, the methods of acquiring patented technologies (including material transfer
agreements (MTAs), exclusive and non-exclusive licenses, confidentiality and
sponsored research agreements, and informal transfers) and the time required to do so
varied significantly among respondents, with significant percentages taking more
than six months (approximately thirty percent (30%) of respondents took more than
six months in regard to acquisition by exclusive licenses).'*’

Unlike in the Walsh, Cho, Cohen study, which used a different methodology, the
AAAS study found that forty percent (40%) of respondents to the question found that
their research had been affected by difficulties in obtaining patented technology since
2001."**  Of those respondents, fifty-eight percent (58%) reported delays in research,
fifty percent (50%) reported changing their research, and twenty eight percent (28%)
reported abandoning their research, particularly because of the need to engage in
overly complex licensing negotiations (fifty eight percent (58%)), high individual
royalties (forty nine percent (49%)), the patents were not licensable (forty percent
(40%), and licensing breakdowns (thirty six percent (36%)).'*’

The second phase of the AAAS study produced comparable results. The survey was
administered in 2006 to scientists in the United States, the United Kingdom, Germany,
and Japan.'*® In the United States, the survey was administered to 8,000 AAAS
members, of which 2,157 responded (twenty seven percent (27%))."*" Fifty two
percent (52%) of those respondents answering the question had created (or
contributed significantly) to a technology considered eligible for intellectual property
protection, with the largest percentage for industry, academic, and government and
others acquiring at least one patent.'*® Of those acquiring patents, academics
principally patented research tools (forty five percent (45%)), in contrast to industry
(twenty eight percent (28%)).
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Thirty two percent (32%) of those respondents answering the question had acquired a
technology protected by intellectual property for use in their research since 2002.
Of these, fifty four percent (54%) classified their last acquired technology as a
research tool.'*  Various methods were used to acquire their last technology, but a
low percentage or acquired research tools involved exclusive licenses (seven percent
(7%) for academic and thirteen percent (13%) for industrial researchers)."*

Of those who responded that they had acquired technologies protected by intellectual
property, thirty two percent (32%) reported encountering difficulties since 2002."'
Most research tools were acquired within one month; in contrast, most non-research
tool acquisitions took longer than six months.'”> The most common problem
reported was overly complex licensing negotiations, the most common effect for
academics was delay and for industry was changed research, and relatively few
(nineteen (19) total) reported abandoning projects.'>

4. The Holman Human Gene Patent Litigation Study (2007)

In 2007, one of the authors of this report (Holman) published the results of a
comprehensive survey, which attempted to identify (using various databases) all
lawsuits that have been filed asserting infringement of a human gene patent.'>*
Although human gene patents represent a relatively small subset of patents covering
research tools, they have raised a disproportionate level of concern both in the U.S.
and abroad, which has led to proposals in Congress to codify a broader experimental
use exception for gene sequence patents (as noted earlier), to limit the enforceability
and remedies associated with gene patents, or to ban gene patents outright.'>
Although the Holman study does not directly address social practices or measure the
extent to which research activities have been curtailed or modified due to the
potential for patent liability (e.g., from cease and desist letters that are not followed
by lawsuits), it does provide some objective insight into patent holder and research
tool user behaviors for this important class of research tool patents. Other
commentators have posited a correlation between assertion of a patent in court and
patent value,”® and the Holman study relies on this correlation as a useful indicator
of the effects of patents on research and innovation."’

Holman identified a total of thirty one (31) distinct lawsuits involving human gene
patents, in only seven (7) of which there was an allegation of infringement involving
the use of a patented human gene in research (i.e., use as patented research tools). In
sixteen (16) of the lawsuits, the alleged infringer was a biotechnology company using
a patented human gene in the manufacture of a recombinant therapeutic protein. In
six (6) of the lawsuits, the alleged infringer was a provider of genetic diagnostic
testing services. The remaining two (2) lawsuits involved patented DNA probes
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useful in forensic identification and paternity testing.'”®

None of the seven (7) lawsuits involving patented research tools resulted in a final
judicial decision. In one (1) lawsuit, a lower court found in favor of the patent
holder, but the parties settled while the case was on appeal, with the defendant
reportedly paying $718,000 for ““licensing fees and other expenses.””"””  Five (5) of
the lawsuits settled before a final ruling by the district court.'®® One (1) lawsuit,
which alleged that a non-exclusive licensee had exceeded the scope of its license, was
stayed pending the results of an arbitration of the underlying contract dispute.'®'

In five (5) of the lawsuits involving patented research tools, the patent holder was
actively using the patented technology in a commercial context at the time of the
lawsuit.'®>  Two (2) of the lawsuits appear to have involved non-practicing patent
holders, but both of the patent holders demonstrated a willingness to license the
technology on a non-exclusive basis.'®> In all of the seven (7) research tool lawsuits,
the infringer was alleged either to be selling the gene (or the protein encoded by the
gene) as a research tool or to be employing the gene in a commercial drug discovery
effort specifically targeting the protein encoded by the gene.'®* In some cases, the
drug discovery was part of a company’s own internal research efforts, although in one
(1) case it was conducted on a contract basis.'®

The Holman study identified no instance in which a lawsuit was filed to address basic,
noncommercial research using gene patents. This is consistent with unpublished
findings of one of the authors; Holman searched for but was unable to identify any
instance after the Madey decision where a university researcher was sued for
infringement for conducting basic research of a purely non-commercial nature. It is
also consistent with the often made observation that a de facto research use exception
exists for noncommercial research.'®® Reasons for the lack of such lawsuits may
include: the desire to rely on such research to broaden markets for research tools; and
the limited damages that may be obtained for such uses relative to the costs of
litigation (particularly given the uncertain legal status of reach-through royalties for
any products developed from the research uses).'®’

One of the lawsuits identified in the Holman study exemplifies the reluctance of
patent holders to use their patents to block non-commercial research. The defendant
was engaged in substantial commercial drug development efforts targeting the protein
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product of the patented gene, and the patent holder was pursuing a research program
targeting the same protein. The parties settled at an early stage, prior to any
substantive rulings by the court, with the defendant agreeing to discontinue
commercial drug discovery efforts involving the patented gene. However, the
settlement agreement explicitly provided that the defendant and others were free to
continue 1112§ng the patented gene in conjunction with basic, non-commercial research
activities.

The Holman study also found no evidence from the lawsuits of an anticommons, or
patent thicket, problem in regard to gene patents and research. If a researcher were
to be sued for using a gene that is only one of multiple genes being studied, this might
indicate a patent thicket problem. However, all of the lawsuits identified in the
study allege the use of a specifically patented human gene as a central element of a
substantial commercial product or research program.'® Conversely, the Holman
study provided evidence of gene patents being designed around (although not in the
research tool context), and of a research tool patent being circumvented by
off-shoring research activities (to Taiwan) and importing the resulting data back into
the United States.'”

Finally, the Holman study suggests that gene patent holders have generally chosen not
to file lawsuits to assert their patents against researchers using the patented
technologies, choosing instead to tolerate infringement (even though the other studies
noted above suggest that significant amounts of infringement and legal liability exist).
To illustrate this point, consider the 2004 study by Kyle Jensen and Fiona Murray that
identified a total of 4270 human gene patents claiming 4382 human genes (roughly
20% of human genes known at the time).'’' It is reasonable to assume that a
significant number of these patented genes are the subject of research in the U.S.'"
However, Holman found that these 4270 patents had resulted in only six (6) lawsuits
involving eighteen (18) patents with claims reciting thirteen (13) distinct human
genes.'””  Most of these lawsuits settled early, and the only lawsuit reaching a
substantive decision held that the patent had not been infringed.'”* Furthermore, only
one (1) of the lawsuits involved the use of a patented gene as a research tool.'”” In
that case, a genomics company filed an infringement lawsuit in retaliation after being
sued by a research tool company for patent infringement. The parties quickly settled
under terms granting the research tool company a non-exclusive license under the
gene pa‘[en‘[s.176

In summary, it appears that the growing numbers of patents on research tools and the
expanded liability for research uses of patented inventions resulting from the Madey
decision have not yet let to serious problems for the conduct of scientific research in
the U.S. In large part, this is because there remains a widespread practice of
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conducting what (in light of the Madey decision) can now only be considered
infringing research, and because patent holders have continued to restrain themselves
from aggressively asserting patents. Nevertheless, the studies demonstrate an
increasing trend towards restriction of access and some delays in or changes to
research, and the potential exists for patent holders to expand their efforts to enforce
their patents (particularly if reach-through damages become available on discoveries
made using their patented research tools). Thus, significant concerns remain,
particularly regarding the stability of the working solutions that have been employed
in the past.
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V. Recent Changes to Patenting and Licensing Policies and Practices

The following section discusses recent changes to licensing policies, particularly with
regard to patented research tools, adopted by various governmental, academic, and
industrial institutions. These new policies may further affect developing scientific
researcher and patent holder practices, potentially disturbing the working solutions
currently in place but potentially providing additional stability to the informal norms
of patent infringement and forbearance of patent assertions in non-commercial
contexts.

A substantial proportion of research tools patents, particularly those relating to
genetics and biomedical research, arise out of government-funded and university
research. Thus, one approach to addressing concerns that research tool patents
might impede research and innovation is to encourage these institutions to adopt
patenting and licensing practices that promote broad and non-discriminatory access to
patented research tools. Government funding agencies, including the NIH, which is
the primary source of biomedical research funding in the U.S., have implemented
internal policies and external funding practices and have published guidelines.
These practices and guidelines are aimed at discouraging the patenting of certain
inventions and at encouraging licensing practices that promote the dissemination of
and access to biomedical research tools. Universities also have adopted patenting
and licensing practices aimed at addressing concerns regarding the potential adverse
effects of research tool patents.

For example, laboratories funded by the NIH and the U.S. Department of Energy
(DOE) have agreed to adhere to the so-called Bermuda Rules,'”” which encourage
early and open access to genetic sequence information and discourage the patenting
of genes by DNA sequencing laboratories.'”® The National Human Genome
Research Institute (NHGRI), part of the NIH, has required that major genome
sequencing centers receiving grant funding agree to abide by the Bermuda Rules,'”
and NHGRI strongly encourages all of its grantees to follow these principles. The
rapid public release of newly generated sequence information dictated by the
Bermuda Rules serves to generate prior art that can block later patenting activities
relating to the disclosed sequence information. It has been suggested that prevention
of DNA patenting was one factor behind the push to encourage rapid entry of genetic
sequence information into public domain.'®® Although the Bermuda Rules are
generally not binding on U.S. grant recipients, in practice a failure to abide by the
rule would likely jeopardize the grantee’s ability to secure future grant funding.'®'

In 1999, the NIH issued a set of principles and guidelines (the Research Tool
Guidelines) that encourage grant recipients to adopt practices promoting broad access
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to NIH-funded research tools, in a manner that facilitates further biomedical
research.'®>  Although the Research Tool Guidelines are only directly applicable to
recipients of NIH grant support, NIH expressed its hope that they would be adopted
by the wider research community “so that all biomedical research and development
can be synergistic and accelerated.”'™ These guidelines are not regulations, and
therefore technically are not legally enforceable. At the time they were published,
the NIH expressed its view that legally enforceable regulations were not necessary,
but warned that at some point in the future it might promulgate legally enforceable
regulations if widespread problems continued with respect to access to NIH funded
research tools.'™ NIH further noted that, on a case-by-case basis, the expectations
set forth in the Research Tool Guidelines might be imposed as specific requirements
of NIH funding awards where the grant recipient has failed to demonstrate sufficient
progress in implementing the Research Tool Guidelines. Subsequently, compliance
with the guidelines became an explicit consideration in the award of NIH grants and
contracts.'™ The Research Tool Guidelines are reportedly regarded by at least some
university technology transfer officers as de facto federal policy.'*®

The Research Tool Guidelines specifically note that inappropriate patenting and
licensing practices are likely to thwart rather than promote utilization,
commercialization and public availability of research tool inventions.'®” According
to the guidelines, restrictive licensing practices are generally only appropriate in cases
where further research, development and private investment are needed to realize the
inventions’ usefulness as a research tool.'"®™® 1In all other cases, dissemination by
publication, deposit in an appropriate databank or repository, or widespread
nonexclusive licensing are encouraged.'™ 1In those instances where an exclusive
license is necessary to promote investment in commercial application of a research
tool, the guidelines state that a license should ordinarily be limited to the commercial
field of use, with the grant recipient retaining rights regarding use and distribution as
a research tool.'”’

The Research Tool Guidelines also provide model language to be used in licensing
agreements entered into by grant recipients, designed to promote broad dissemination
of research tools. For example, the guidelines recommend that recipients reserve in
their licenses the right of nonprofit institutions to use licensed technologies
internally. "’

In 2005, NIH published a final notice of “Best Practices for the Licensing of Genomic
Inventions” (Genomic Best Practices).'”> The Genomic Best Practices are generally

182 DEPARTMENT OF HEALTH AND HUMAN SERVICES, PRINCIPLES AND GUIDELINES FOR RECIPIENTS OF
NIH RESEARCH GRANTS AND CONTRACTS ON OBTAINING AND DISSEMINATING BIOMEDICAL RESEARCH
REsoURCES: FINAL NOTICE, 64 Fed. Reg. 72090 (1999), available at
http://ott.od.nih.gov/policy/rt_guide_final.html [hereinafter “Research Tool Guidelines™].

183 /d. at 72090.

184 Id

185 | ori Pressman et al., The Licensing of DNA Patents by US Academic Institutions: An Empirical
Survey, 24 NATURE BIOTECHNOLOGY 31, 32 (2006).

186 Id

187 See Research Tool Guideline, supra note 182, at 72093.

188 Id

189 Id

190 /d. at 72095.

191 Id

192 U.S. NATIONAL INSTITUTES OF HEALTH, BEST PRACTICES FOR THE LICENSING OF GENOMIC
INVENTIONS: FINAL NOTICE, 70 FED. REG. 18413 (Apr. 11, 2005), available at
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consistent with the Research Tool Guidelines, although more explicit in clarifying
that they represent recommendations of best practices, not legally binding
regulations.'”  For example, the Genomic Best Practices specify that:

[w]henever possible, nonexclusive licensing should be pursued as a
best practice. . . . In those cases where exclusive licensing is
necessary to encourage research and development by private partners,
best practices dictate the exclusive licenses should be appropriately
tailored to ensure expeditious development of as many aspects of the
technology as possible. Specific indications, fields of use, and
territories should be limited to be commensurate with the abilities and
commitment of licensees to bring the technology to market
expeditiously.'”*

The Genomic Best Practices also recommend that license agreements be written with
development milestones and benchmarks to ensure that the technology is fully
developed by the licensee. “Best practices provide for modification or termination
of licenses where progress toward commercialization is inadequate.”'”

In a recent survey of the 30 U.S. academic institutions that have received the largest
number of DNA patents, the researchers found that their licensing practices were
largely in agreement with NIH’s Research Tool Guidelines and Genomic Best
Practices.'”® For example, universities prefer to enter into non-exclusive licensing
arrangements with respect to most research tool DNA patents.'”’ Some survey
respondents also reported having difficulty determining whether or not an invention
constituted a research tool.'®

A coalition of some the most prestigious U.S. universities have recently published a
document identifying and encouraging adoption of technology licensing guidelines
designed to promote broad dissemination of and access to research tool inventions.
The document, entitled “In the Public Interest: Nine Points to Consider in Licensing
University Technology” (Nine Points Paper)'’ arose out of a 2006 meeting at which
representatives of the universities gathered to discuss societal, policy, legislative and
other issues in university technology transfer. The licensing principles and practices
identified are designed to balance the business needs of universities with their broader
mandate to serve society and the public interest. The Nine Points Paper states that
many of the principles were already being implemented by universities, and
encouragzgg all universities and non-profit research entities to strive to adopt similar
policies.

http://ott.od.nih.gov/policy/genomic_invention.html (last visited Mar. 12, 2008).
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In particular, the Nine Points Paper encourages universities that license patented
technologies to reserve rights, in all fields of use, for themselves and for other
nonprofit and government organizations to practice inventions for research and
educational purposes (including research sponsored by commercial entities), even in
cases where the invention is licensed exclusively to a commercial entity.””' It
acknowledges that in some cases the grant of an exclusive license is appropriate,
perhaps even necessary, when a significant investment of time and resources in the
technology are needed in order to achieve its broad implementation. However, it
urges universities to strive to grant only those rights necessary to encourage
development of the technology.*’*

As an overarching principle, the Nine Points Paper stresses that exclusive licenses
should always be structured in a manner that encourages technology development and
use.””  For example, in cases where substantial investment is required to develop a
research tool into a commercial product, it might be appropriate for the university to
grant an exclusive license for the sale, but not the use, of such products. In doing so,
the university ensures its freedom to grant other nonexclusive licenses to use the
patented technology.”®* The Nine Points Paper notes that, absent the need for
significant investment, broad nonexclusive licensing of tools such as genomic and
proteomics inventions can help maximize the benefits derived from those
technologies, in part by removing obstacles to further innovation.?® It also
emphasizes that universities are expected to make research tools as broadly available
as possible.””®  Finally, the Nine Points Paper recommends that licensing agreements
include performance milestones to promote diligent development and broad
dissemination of the licensed technology.*”’

The Wisconsin Alumni Research Foundation (WARF) is the technology licensing
affiliate of the University of Wisconsin, and although university-based may act like a
commercial entity in licensing its patented technologies. On January 23, 2007,
WARF announced changes to its licensing policies that improve the terms of access
for academic and nonprofit researchers.”” WARF has been widely criticized for
what many have characterized as overly restrictive licensing policies with respect to
its broadly claimed human embryonic stem cell patents.*” Pursuant to the new
policies, researchers at academic and non-profit institutions will not need a license to
use WARF patented stem cells, even in private company-sponsored research. >
However, this policy does not extend to any right to “develop and/or use [the human
embryonic stem cells] for any therapeutic or commercial purpose, including the right
to [] perform services (including diagnostic services) for consideration, or for the
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production or manufacture of products for sale or distribution to third parties.””"!

Therapeutic or commercial users of the cells are required to seek an additional license
from WAREF, the terms of which do not appear in WARF’s announcement.'?
According to a statement by WARF Managing Director Carl E. Gulbrandsen,
“WAREF’s stem cell policies have evolved over the years, always in favor of
increasing access and making it easier for scientists to move the technology forward.
These latest changes reflect an ongoing dialogue with researchers and university
administrators across the country.”*"?

Studies of industrial licensing practices in regard to patented research tools are not
generally available, but are needed to provide a more complete assessment of the
current licensing environment in regard to patents held by commercial entities and
used as research tools. In part, such studies may be impeded by commercial desires
to keep secret the terms of commercial licenses and the results of licensing
negotiations.

The effects of these new patenting and licensing policies have yet to be evaluated.
In particular, it remains to be seen how these policies will interact with the changes to
the experimental use and regulatory exceptions and the social practices that have
developed in regard thereto. Nevertheless, these policies are likely to ameliorate to
some extent restrictions on access to patented technologies used in scientific research
that may develop. In turn, implementation of these policies and their effectiveness
in assuring access may be affected by broader changes to legal standards within the
patent system.

211 WiCell Research Institutes’ Memorandum of Understanding — ESI Materials,
http:/mww.wicell.org/index.php?option=com_content&task=blogcategory&id=124&Itemi
d=190#faq2 (last visited Feb. 26, 2008).
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VI. Recent and Proposed Changes to the Patent System That May Affect
Patents For and Use of Research Tools.

Since the turn of the century, concerns have been expressed by government agencies,
non-profit institutions, bar associations, and academic commentators regarding the
current state of the U.S. patent system, resulting in varying suggestions for judicial
and legislative reform.'* These concerns have addressed, among other things: the
administrative processes and legal standards for granting patents (resulting in patents
that arguably should not have been issued and that are subsequently protected by a
statutory presumption of validity interpreted to impose a heightened evidentiary
burden of proof°"”); and expansion of patent rights and remedies (resulting in routine
grants of injunctions that provide excessive negotiating leverage and excessive
damage awards compared to the inventive contribution of the patented invention to
the infringing product).”'® These concerns thus have led to proposals for judicial or
legislative reforms of existing patent law doctrines.

Recent decisions of the Supreme Court, and (to a lesser extent) of the Federal Circuit
and the U.S. Patent and Trademark Office (PTO), have responded to these concerns
and have significantly changed the patent law landscape in the U.S.*'" These
decisions may affect the patentability of inventions contemplated for use as research
tools and have the potential to significantly reduce concerns regarding access to
patented technologies for use in research.  Congress also is considering
comprehensive legislation to reform the patent statute, and many provisions of the
current draft legislation would have similar effects.”’® However, these legal changes
also have the potential to induce unanticipated and adverse changes to patent holders’
and scientific researchers’ behaviors regarding the assertion of and attention to patent
rights.

This section describes specific judicial changes and proposals for legislative reform
that the authors believe are most relevant to research tool patents and liability for
research uses of patented technologies. Some of these changes have raised the bar

214 See, e.g., FTC Report, supra note 55; PATENT SYSTEM REPORT, supra note 59; AIPLA Response,
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Bhaven N. Sampat, What to Do About Bad Patents, 28 REGULATION 10 (2005-06).

215 See 35 U.S.C. § 282; American Hoist & Derrick Co. v. Sowa & Sons, 725 F.2d 1350, 1359-60 (Fed.
Cir. 1984).
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L.L.C.,, 126 S. Ct. 1837 (2006); Lab. Corp. of Am. Holdings, Inc. v. Metabolite Labs., Inc.,126 S.Ct.
2921, 2922 (2006) (Breyer, J., dissenting from dismissal as improvidently granted); /n re Fisher,
421 F.3d 1365, 1369-78 (Fed. Cir. 2005); UNITED STATES PATENT AND TRADEMARK OFFICE, INTERIM
GUIDELINES FOR EXAMINATION OF PATENT APPLICATIONS FOR PATENT SUBJECT MATTER ELIGIBILITY,
1300 Off. Gaz. Pat. & Trademark Office, 142 (2005), available at
http://www.uspto.gov/iweb/offices/pac/dapp/opla/preognotice/guidelines101_20051026.pdf (last
visited Mar. 12, 2008) [hereinafter “Interim Guidelines”]; Ex Parte Lundgren, 76 U.S.P.Q.2d
1385, 1388 (B.P.A.l1. 2004); Ex Parte Bilski, 2006 WL 4080055 (B.P.A.l. 2006), appeal pending No.
2007-1130 (Fed. Cir.).
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to granting patents on research tools, and others have limited or may limit the
remedies that are available in regard to infringing research uses. These changes may
help to reduce concerns over the potential for research tool patents to create barriers
to access.”’® However, these changes are quite recent, and it will take some time to
determine their full impact, as courts and the PTO apply the decisions to patents
claiming genes and other research tools. Additional future changes to patent law
doctrines also may affect patent holders’ and scientific researchers’ practices in
unanticipated ways. It also bears noting that there have been and will likely
continue to be changes to patent claim scope and application requirements (e.g.,
written description and enablement requirements and literal and doctrine of
equivalents infringement doctrines) that may affect the scope of such patents and
whether any particular research uses infringe issued patents.**’

1. The Utility Requirement of Section 101

In order to be patentable under Section 101, an invention must be “new and useful,”
with the latter term interpreted to require some identified, practical use.””' This
doctrine, referred to as the utility requirement, serves to limit the patenting of certain
research tools, particularly those involving genetic sequences and other biomolecules.
In order to satisfy the utility requirement, a patent application must show that an
invention provides some immediate practical benefit to the public that does not
require further research to identify or confirm.””> The requirement is not satisfied by
a showing of utility only discovered after the application was filed.”*

In response to concerns that patents were being issued that claimed genetic sequences
of unknown function or of unknown practical significance — e.g., the controversial
patent applications for expressed sequence tags (ESTs), which essentially are
fragments of expressed genes, filed by the NIH in the early 1990s — the PTO in 2001
issued revised Utility Examination Guidelines (Utility Guidelines).”* The Utility
Guidelines required patent applicants to articulate for their inventions a “specific and
substantial utility that is credible.”**’

In 2005, in In re Fisher,”® the Federal Circuit essentially affirmed the Utility
Guidelines. The court held that claims directed to ESTs were unpatentable given
that the functions of the underlying genes were unknown, that the only asserted uses
for the ESTs at that stage were as research intermediates to isolate and experiment on
the relevant genes, and that the asserted uses were only possibilities that any EST

219 See, e.g., Stifling or Stimulating — The Role of Gene Patents in Research and Genetic Testing
Before the Subcomm. on Courts, the Internet and Intellectual Property, 110th Cong. (2007)
(Statement of Lawrence M. Sung) 5-7, available at
http://judiciary.house.gov/media/pdfs/Sung071030.pdf (last visited Feb. 7, 2008) [hereinafter
“Sung Statement”].

220 See, e.g., Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722 (2002) (doctrine
of equivalents standards); Enzo Biochem, Inc. v. Gen-Probe Inc., 323 F.3d 956 (Fed. Cir. 2002)
(written description standards); /n re Curtis, 354 F.3d 1347, 1355 (Fed. Cir. 2004) (enablement
standards).

221 35 U.S.C. § 101 (2008). See Brenner v. Manson, 383 U.S. 519 (1966).
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could achieve but which for these ESTs had not yet been used in the real world.**’
Further, following the Utility Guidelines, the court held that the status of an invention
as a research tool is not dispositive; rather, the question is whether the invention has
“a specifically identified substantial utility ... [rather than an] asserted utility [that]
requires further research to identify or reasonably confirm.”**®

The utility standard articulated by the PTO and approved in Fisher should preclude
patents for many of the most criticized patents claiming genes, as well as for other
biomedical discoveries lacking an established use beyond that as a pure research tool.
In particular, this utility standard should bar patents on gene fragments or genetic
sequences of unknown function or significance.

2. The Patentable Subject Matter Requirement of Section 101

The patentable subject matter doctrine, which limits the types of inventions that are
patentable, also may be used in the future to restrict patenting of certain genetic and
research tool inventions. The statutory language of Section 101 defines the scope of
inventions that are patentable in the U.S. as any new and useful “process, machine,
manufacture, or composition of matter.””*  While the Supreme Court has
interpreted this language broadly to potentially encompass any product or process that
is “made by man,”*° it has also stressed on numerous occasions that it does not
extend to “laws of nature, physical phenomena, and abstract ideas.””' ~ Since 1981,
when the Supreme Court last addressed patentable subject matter in an issued opinion,
the Federal Circuit dramatically altered the boundary lines to permit patenting of a
wide range of new technologies and practices.”>> In turn, this change in law required
the PTO to grant patents for such inventions, including many new genetic and
biomedical invention used in research.>*> However, the Federal Circuit as a whole
will soon revisit its standards for patentable subject matter, in the In re Bilski case
that addresses a method for managing commodity sales risks,* and it is foreseeable
that the Supreme Court will soon revisit the standards for patentable subject matter.

In 2006, the Supreme Court in Laboratory Corporation of America Holdings, Inc. v.
Metabolite Laboratories, Inc. originally accepted and later dismissed without an
opinion a case that raised significant questions regarding patentable subject matter.>
The patent claim broadly recited a method for detecting a vitamin deficiency,
involving the two steps of: (1) assaying a patient’s body fluid for an amino acid; and
(2) mentally correlating the knowledge of an elevated level of the amino acid to the
existence of the vitamin deficiency.”®  Although the Court as a whole decided not to
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decide the case (likely because of a failure to plead Section 101 and because the issue
had not been adequately addressed below), three Justices would have decided the case
and would have found the patent invalid under the exclusion for laws of nature,
natural phenomena, and abstract ideas.”>’ These Justices voiced strong reservations
with respect to patents broadly claiming biological correlations, and an eagerness to
rein in, or even reverse, a trend in the lower courts towards an overly expansive
definition of patentable subject matter. Further, they suggested constitutional
concerns with such patents, implying that Congress lacks the power to authorize
them.”® Ifthe Court is presented with another case raising patentable subject matter
issues and in better condition for appellate review, the Court might decide it in a
manner consistent with the views of the dissenting Justices.

If the Federal Circuit or the Supreme Court do restrict patentable subject matter, their
holdings may significantly affect the patentability of some genetic and research tool
discoveries. Some genetic technology companies clearly recognized the potential
for such a result in the Laboratory Corporation case, filing amicus briefs and arguing
that a decision could substantially affect genetic inventions, especially those
involving “correlations.” For example, as amicus Perlegen (a personalized medicine
company patenting discoveries regarding genetic disease correlations) argued:

Virtually every patent claim concerning a diagnostic method is based,
explicitly or implicitly, by correlation between a disease or medical
condition. Thus, the repercussions for biotechnology, particularly
diagnostics, if [the Court were to invalidate the claim at issue for
encompassing unpatentable subject matter] would be staggering.
Hundreds, if not thousands, of patents would at once be called into
question.”’

Similarly, amicus Affymetrix analogized the claim at issue to controversial patents on
a breast cancer gene and to patents claiming SNPs, and urged the Court to invalidate
the claim in a manner that would bar the patenting of what it characterized as “natural
genetic phenomena.”**

Less than two months after the Supreme Court dismissed the Laboratory Corporation
case, a district court in an unreported order held in Claussen Immunotherapies, Inc. v.
Biogen IDEC, that various method claims were invalid for encompassing
unpatentable natural phenomena.”*' Specifically, the claims recited methods for
determining vaccination protocols, based on comparing the incidence of immune
disorders between two or more groups of subjects immunized under different
schedules. The court characterized the claims as indirect attempts to patent the idea
of a correlation between the vaccination schedules and chronic immune-mediated

237 See Lab. Corp. of Am. Holdings, Inc. v. Metabolite Labs., Inc.,126 S.Ct. 2921, 2922 (2006)
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disorders. The case was appealed (No. 2006-1634) and argued before the Federal
Circuit on August 8, 2007.>**  An affirmance may suggest invalidity of many such
correlation claims, and may therefore reduce some of the concerns that have been
voiced with regard to biomedical research tool patents.

3. The Nonobviousness Requirement

Section 103 of the U.S. patent statute imposes a patentability requirement of
nonobvious invention (or inventive step), which also might restrict the patenting of
many research tool inventions. Specifically, Section 103 denies patentability “if the
differences between the subject matter sought to be patented and the prior art are such
that the subject matter as a whole would have been obvious at the time the invention
was made to a person having ordinary skill in the art to which said subject matter
pertains.”**  For many years, the Federal Circuit and its predecessor court employed
a restrictive approach to proving obvious, requiring “a teaching, suggestion, or
motivation to combine known elements” of the claimed invention that were found in
the prior art.***

However, the Supreme Court in KSR International Co. v. Teleflex, Inc. held that a
more flexible approach should be applied to determining obviousness. The Court
criticized the Federal Circuit’s approach to determining whether there was “an
apparent reason to combine” prior art elements of the claimed invention as “rigid,”**
and noted four specific errors of the Federal Circuit’s approach in the case (which
addressed a combination of an electronic sensor with an adjustable automotive foot
pedal assembly). These were: (1) looking only to the problem that the patentee was
trying to solve; (2) assuming the persons having ordinary skill in the art will look
only to prior art designed to solve the same problem; (3) concluding that an invention
cannot be proved obvious “merely by showing that the combination of elements was
‘obvious to try,”” at least when there is a design or market need and limited
alternative; and (4) seeking to prevent hindsight bias by adopting “[r]igid preventative
rules that deny factfinders recourse to common sense.””*°

Based on the KSR International decision, the PTO has adopted examination
guidelines®*’ that provide many potentially expansive rationales for the PTO (and by
extension courts) to find a claimed invention obvious. These include:

(A) Combining prior art elements according to known methods to
yield predictable results; (B) Simple substitution of one known
element for another to obtain predictable results; (C) Use of known
technique to improve similar devices (methods, or products) in the
same way; (D) Applying a known technique to a known device
(method, or product) ready for improvement to yield predictable

242 Oral Argument, Classen Immunotherapies v. Biogen IDEC, available at
www.cafc.uscourts.gov/oralarguments/.

243 35 USC § 103(a) (2008).
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results; (E) ‘Obvious to try’—choosing from a finite number of
identified, predictable solutions, with a reasonable expectation of
success; (F) Known work in one field of endeavor may prompt
variations of it for use in either the same field or a different one based
on design incentives or other market forces if the variations would
have been predictable to one of ordinary skill in the art; [and] (G)
Some teaching, suggestion, or motivation in the prior art that would
have led one of ordinary skill to modify the prior art reference or to
combine prior art reference teachings to arrive at the claimed
invention.**®

These rationales may have a significant effect on the patenting of research tool
inventions, particularly given that a market motivation for creating such tools may
exist and that there may be limited alternatives, and given that the need for such tools
may make the solution obvious to try.

With specific relevance to gene patents and other biotechnology inventions that can
be used as research tools, the Federal Circuit’s 1995 decision in In re Deuel**® (relied
on by the Federal Circuit in its KSR International decision””) had been widely
interpreted as creating an extremely high bar for the PTO and challengers to prove
that claimed inventions are obvious.”' The Federal Circuit in Deuel had relied on
earlier precedent rejecting the ““obvious to try”” approach to proving obviousness> >
to reverse a PTO determination of obviousness of claimed isolated and purified DNA
and complementary DNA sequences relating to human and bovine growth factors.>>
The Federal Circuit had found that the prior art references teaching a method of gene
cloning and a partial amino acid sequence of a protein were not sufficient to prove
obviousness, as “the PTO has not cited a reference teaching cDNA molecules, but
instead has improperly rejected the claims based on the alleged obviousness of a
method of making the molecules.””* A dissenting opinion in In re Fisher
(discussed above in regard to Section 101) later argued that claims to isolated and
purified genetic sequences (e.g.., the ESTs at issue in Fisher) may not be sufficiently
inventive to warrant patentability, but the Deuel precedent has precluded the PTO
from rejecting such claims as obvious under Section 103.>>

299

The effects over time of the KSR International have yet to be felt or adequately
assessed. However, since the KSR decision, the PTO issued a decision in Ex Parte
Kubin®® that further calls into question the viability of the Deuel precedent. In
Kubin, the PTO cited KSR and the obvious-to-try rationale in affirming a patent
examiner’s rejection of a claim reciting a genus of novel genetic sequences in light of
prior art that was analogous to (but more current than) the prior art at issue in
Deuel.”>” The decision is on appeal to the Federal Circuit, No. 2008-1184, which
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should hear oral argument sometime in 2008. Depending on how the Federal Circuit
decides the case, a post-KSR/Kubin obviousness test might preclude the patentability
of many genetic inventions that were once considered patentable. In any event,
what is obvious to a person skilled in the relevant art changes over time, as does the
scope of the prior art, and the Deuel precedent may now be obsolete as applied to
modern genetic discoveries.

In summary, the standards for utility, patentable subject matter, and nonobviousness
have been changing in ways that may make it more difficult obtain patents for genetic
and other inventions that are likely to be used in scientific research. It is possible
that such changes may lead to alternative sources of funding to provide incentives for
investment, invention, and disclosure of such new technologies. Similarly, as
discussed immediately below, changes to patent remedies may also affect the desire
to patent and alternatives for funding research tools. If so, there may be
corresponding changes to behaviors of the remaining patent holders regarding
licensing and assertion of their patents against scientific researchers who use their
technologies.
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4. Injunctive Relief Under Section 283

The recent Supreme Court decision in eBay, Inc. v. MercExchange, L.L.C.,”® and
cases following eBay that deny injunctive relief to patent holders,”” may help to
alleviate concerns that patents on research tools will be used to restrict scientific
research. Conversely, to the extent that denial of injunctive relief diminishes the
commercial exclusivity of patent holders and reduces their revenue or their ability to
bargain for higher licensing fees, eBay and its progeny may reduce incentives for the
creation and patenting of research tools. Further, the denial of injunctive relief (and
the imposition of prospective compensatory damages in the form of ongoing royalty
payments>*’) may have a similar effect to the granting of a compulsory license (which
is discussed below), on commercial terms determined by a judge through litigation.
Because they directly affect commercial returns to patent holders, these changes to
the available remedies for patent infringement also have the potential to change
existing practices and working solutions.

Under Section 283 of the Patent Act, district courts “may grant injunctions in
accordance with the principles of equity.”*®' Prior to eBay, Federal Circuit
precedent essentially mandated that, after finding patents to be valid and infringed,
trial courts permanently enjoin future infringements, at least absent some compelling
public policy rationale for denying an injunction, such as a public health emergency.
*62 " The Supreme Court in eBay rejected this strong presumption in favor of granting
injunctions in patent cases, holding that nothing in the patent act suggested that patent
law should depart from traditional principles of equity law, and thus a patent holder
can only obtain a permanent injunction as a remedy for infringement if he or she can
demonstrate: (1) that the patent holder suffered an irreparable injury due to the
infringement; (2) that remedies available at law, such as monetary damages, are
inadequate to compensate for that irreparable injury; (3) that, considering the balance
of hardships between the patent holder and the infringer, a remedy in equity is
warranted; and (4) that the public interest would not be disserved by a permanent
injunction.”® However, the Court also issued two concurring opinions of seven of
the Justices, which reflect very different views about when injunctions are likely to be
found appropriate after finding infringement of a valid patent.”*

Thus, after the eBay decision, a trial court has substantially more discretion to deny
an injunction — a decision which can only be reversed under the highly deferential
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Injunctions, http://www.thefireofgenius.org/injunctions (providing a comprehensive list through
Dec. 31, 2007 of decisions regarding preliminary and permanent injunctive relief in patent,
copyright,and trademark law that apply the eBay approach) (last visited Feb. 22, 2008).

260 See, e.g.,Paice LLC v. Toyota Motor Corp., 504 F.3d 1293, 1313-16 (Fed. Cir. 2007) (holding that
ongoing royalty payments rather than injunctions may be appropriate, but vacating and
remanding the ongoing royalty payment at issue).

261 35 U.S.C. § 283 (2008).

262 See, e.g., MercExchange, L.L.C. v. eBay, Inc., 401 F.3d 1323, 1338 (Fed. Cir. 2005) (citing
Federal Circuit precedents that established a “general rule ... that a permanent injunction will
issue once infringement and validity have been adjudged”); Accumed L.L.C. v. Stryker Corp., 483
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“abuse of discretion” standard.”® Denial of injunctions is more likely to occur in
cases where the patented technology makes up a relatively small portion of the
infringing product or process, where the patent holder is not practicing the invention,
money damages and ongoing royalty payments are sufficient to compensate the
patent holder, or an injunction might unduly injure the infringer and/or adversely
affect public interests.*® For example, the Federal Circuit in Innogenetics N.V. v.
Abbott Laboratories®” held that a trial court abused its discretion in granting an
injunction against an infringer of a gene patent, given that the patent holder had
requested and obtained a jury verdict that included or contemplated an ongoing
royalty for continued use, and thus the patent holder could not be considered
irreparably harmed by continued infringement.”®® The court remanded for further
assessment of the terms of the ongoing royalty for continued access to the patented
technology, which claimed methods of genotyping hepatitis C virus (which depending
on the end use could be considered a research tool patent).”*

In contrast, an injunction is more likely to issue if the patent holder is producing and
selling the patented invention and if the infringer competes in the market for such
sales. In such cases, courts may consider price erosion, loss of goodwill, potential
reductions in workforce, and other factors.”’”’  Such considerations are less likely to
apply to research uses of patented inventions than to sales of inventions intended for
use as research tools.

The Federal Circuit has yet to develop a clear understanding of the “public interest”
consideration in granting or denying injunctive relief after the eBay case. For
example, in the context of affirming a trial court’s grant of a preliminary injunction,
one panel of Federal Circuit judges recently held that the public interest factor is
neutral in regard to the competing public interests in the benefits of lower prices (for
printer and facsimile machine toner cartridges) from free competition and in
enforcing patent rights.””!  Conversely, a different panel of Federal Circuit judges
held that there was no abuse of discretion in a trial court holding that the public
interest in acquiring lower cost pharmaceuticals (and potential deaths that would
result if consumers did not purchase them) was outweighed by the public’s interest in
encouraging pharmaceutical research and development by enforcing patent rights.>>

It is possible that a court would refuse to grant an injunction where a patented
invention was used by an infringer as a research tool, particularly if the patent holder
was engaged in a pattern of licensing its invention or if the research at issue was
particularly important. As the 2004 NAS report suggested, injunctive relief “would
rarely be an appropriate remedy in a research infringement case, because from these
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research uses there would rarely be ongoing commercial losses to the patent
holder.”””  Further, as the Supreme Court noted in eBay, the trial court had focused
on the patent holder’s willingness to license the technology and its failure to itself
practice the invention.””* However, the Court nevertheless cautioned that no broad,
categorical rule could be adopted, and the for certain patent holders such as
universities a willingness to license might not weigh against issuing the injunction.””

In summary, the four-part equitable test is highly sensitive to the facts of each case
and to the discretionary judgments of particular judges. This renders the potential
for obtaining injunctive relief in regard to research tool uses of patented inventions
highly uncertain. Nevertheless, it is clear that the potential to obtain an injunction
has been reduced, and consequently that the threat that scientific researchers will be
prohibited from continuing to conduct experiments (or forced to negotiate licenses
prior to or after litigation at higher rates, given the threat or grant of an injunction) is
correspondingly reduced. Additional studies are needed to assess the extent to
which these changes will affect incentives to develop and patent research tools, as
well as the ability of scientific researchers to acquire and their willingness to use
patented technologies as research tools.

5. Potential Legislation Affecting Damages Remedies Under Section 284

The U.S. Congress is considering as part of comprehensive legislation to reform the
U.S. Patent Act a provision that would alter the existing rules governing calculation
of royalty damages for infringement of patent rights.”’® The proposed change to the
law would respond to perceived excesses in jury damage awards that are based on
calculating royalty rates with regard to the entire value of the infringing product, even
though the patent holder’s invention may represent only a fraction of the patented and
unpatented technologies included in the infringing product.””” For example, the
proposed changes in the U.S. Senate would: (1) limit reliance on the “entire market
value” rule for calculating the royalty base to cases where the patent holder’s
invention was the predominant basis for the market demand for the infringing
product; (2) permits royalties to be based on similar, non-exclusive licenses if enough
such licenses indicate that the royalty terms are reasonable; (3) if neither (1) nor (2)
apply, limiting the royalty base to the portion of the economic value of the infringing
invention attributable to the patented invention’s contribution over the prior art
(which for inventions consisting of novel combinations of prior art elements may
consist of the additional function or enhanced value of the combination).?”®

Although it is difficult to predict whether such revisions will be enacted into law, they
would clearly tend to limit recoverable royalty damages in regard to technologies
incorporated into commercial products and to patents that are non-exclusively
licensed. Thus, such changes could affect the damages recoverable for competing
sales of research tool inventions (or products incorporating those inventions) for
scientific research uses. Similarly, such changes could affect royalties recoverable
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218 See id. at 13-14.

45



for scientific uses of research tool inventions, as well as potential royalties for new
products resulting from the research and incorporating the research tool (which
therefore infringe the rights of making and of sale, as well as of use). Further, such
changes could affect reach-through royalties that might be recoverable for scientific
research uses of patented inventions to develop valuable information, products, or
processes that do not infringe the patented invention. As with injunctive relief,
reducing the potential scope of damage awards could affect incentives for investment
in and invention and patenting of research tools, as well as willingness to use patented
technologies in scientific research.
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VIl. Alternatives to Experimental Use and Requlatory Approval Exceptions to
Infringement

The previous sections of this report have discussed the historic development of the
experimental use exception and regulatory approval exception, the effects of these
legal developments on the practices of seeking patents on research tools and of using
patented technologies for scientific research and commercial development, and
responses taken by the government, academic institutions, and industry to assure that
patents do not restrict access to the technologies or their use for scientific research
and commercial development. This section addresses existing and proposed legal
and practical alternatives to these exceptions, which can help to assure access and
continued use of patented technologies in scientific research and commercial
development. These alternatives include: (1) compulsory licensing and functional
equivalents thereto; (2) government licenses and march-in rights regarding federally
funded inventions; (3) reach-through licensing agreements; (4) patent pools; (5)
antitrust remedies; and (6) off-shoring of research activities. Additional legal
development and studies are needed to determine the extent to which such
alternatives can be and will be used to assure access to patented inventions for use in
scientific research.

1. Compulsory licensing

Compulsory licensing provisions were considered for possible incorporation into the
1952 revision of the U.S. patent laws — the most recent comprehensive revision to and
codification of U.S. Patent Act. However, these provisions were removed from draft
legislation before the final bill was introduced.””” Since then, “[cJompulsory
licensing of patents often has been proposed, but it has never been enacted on a broad
scale.”®™®  As late as 2005, a bill was introduced in Congress that would have
provided for compulsory licensing of certain patented inventions relating to health
care emergencies, but the bill never became law.”*'  The patent reform bills currently
being considered by Congress include no compulsory licensing provisions.™  As
noted in a 2004 report of the NAS on the patent system, there is a prevalent hostility
in industry and among patent holders generally to any form of compulsory
licensing.**

Nevertheless, U.S. law does provide some limited forms of compulsory licensing of
patented technologies. For example, the Clean Air Act provides for the compulsory
licensing of patents on pollution control devices to those parties who cannot use
substitutes to meet pollution control requirements imposed under the statute.*** The
existing compulsory licensing provisions, however, have little if any relevance to the
use of patented research tools, particularly those used in the context of biomedical
research.

Of greater relevance, use by the U.S. government of any and all patented inventions is
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fully authorized by statute (and is consistent with the World Trade Organization’s
Agreement on Trade-Related Aspects of Intellectual Property Rights (the TRIPS
Agreement), subject to the payment of adequate remuneration but taking into
consideration any anti-competitive practices).”®> Under 28 U.S.C. § 1498(a), a
patent holder’s sole legal remedy for an infringing manufacture, use or sale of a
patented invention by the U.S. government -- or by any person or entity working
under the “authorization and consent” of the U.S. government (i.e., a government
contractor) -- is a legal claim for “reasonable compensation.” This legal claim
requires the patent holder to file a lawsuit against the U.S. Government in the U.S.
Court of Claims to prove infringement (and where challenged to defend the validity
of the patent). However, unlike a normal patent infringement lawsuit, the patent
holder cannot obtain injunctive relief to prohibit continuing infringement by the
government. (The patent holder may seek to prohibit a third-party’s use by filing a
lawsuit in a federal district court seeking an injunction, and the third party must prove
authorization under Section 1498 as an affirmative defense.”®®) Like ongoing
royalty damages, Section 1498 operates similarly to a compulsory license,
particularly as the U.S. government might invoke its authorization on behalf of
third-parties®’

All of the research conducted by, and much of it for, the U.S. government falls under
the protection of Section 1498(a). (As discussed below, use by the government and
its contractors also may be authorized by a statutory license arising from the use of
federal funds in the development of the invention, and the existence of such a license
and its scope in regard to infringing activity may only be resolved in a suit seeking
compensation under Section 1498.®  Conversely, use by state governments is
immunized from compensatory liability by the 11"™ Amendment to the U.S.
Constitution, but injunctive relief may still be available.”®). The provision is often
explicitly invoked on behalf of grantees or contractors to assure access to patented
technologies.”®®  The authors are unaware of any instance where Section 1498(a) has
been explicitly invoked to induce voluntary licensing of a patented research tool
(although voluntary licensing of such tools may routinely occur given recognition that
use without permission of the patent holder may be authorized by Section 1498(a)).
However, the government has on occasion explicitly threatened to invoke Section
1498(a) in order to compel a patent holder to license its patent, in rare cases where the
patent is perceived to cover the only viable means to address a potential massive
public health emergency. Notable recent examples involved Roche’s Tamiflu and
Bayer’s Ciprofloxacin, thought to be critical in responding to fears of an avian flu
pandemic or anthrax bioterrorism attack, respectively. **'  In both cases, the
government was reportedly able to use the threat to gain significant concessions from
patent h(z);czlers without actually authorizing third-party production under Section
1498(a).
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Given that legislative enactment of a broad experimental use exception might not
occur, the 2004 NAS report on the patent system recommended that the federal
government consider assuming liability under the “authorization and consent”
provision of 1498(a) for the infringement of research tool patents by investigators
whose work it supports under contracts, grants, and cooperative agreements.*”
However, the report noted that authorization under Section 1498(a) has not often been
extended to federal grantees in this context, and has never been formally extended to
the NIH (although reportedly the DOE has exercised this option).””*  One member of
the NAS committee issuing the 2004 report recommended that the government
consider providing authorization under Section 1498(a) for scientific research uses of
patented inventions only in cases where access to research tool technologies is not
resolved in the marketplace by licensing on reasonable terms, and predicted that in all
likelihood the threat of its use would lead to a negotiated solution.”  The report
itself recommended that federal agencies include explicit authorization and consent
“as a reasonable step that addresses the need to maintain research tool access.”””°

Similarly, as noted above, an ongoing royalty damage award (which may be
considered a compulsory license®”’) can be achieved in instances where a court
declines to enter an injunction against a party found liable for infringing a research
tool patent. As noted above, eBay has significantly expanded the courts’ discretion to
deny injunctions, and courts may in the future do so for research uses of patented
inventions. In Genomic Best Practices the NRC recommended that “[c]ourts should
continue to decline to enjoin patent infringement in those extraordinary situations in
which the restricted availability of genomic or proteomic inventions threatens the
public health or sound medical practice.”*”®

Given that compulsory licensing, and its functional equivalents of governmental
authorization under Section 1498(a) and refusals to enjoin continued infringement,
can assure research uses of patented inventions, a number of academic commentators
have proposed that the U.S. institute some form of compulsory licensing (or codify an
experimental use exception either providing for compensation to patent holders or
specifically targeting certain types of research uses) so as to promote access to
patented research tools in certain situations. For example, Rebecca Eisenberg has
proposed a compulsory licensing regime that would deny “patent holders an
injunctive remedy to prevent subsequent researchers from using their inventions to
make further advances in the same field,” but would allow the patent holder a
reasonable royalty. >
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In contrast, Katherine Strandburg has proposed that the tool inventor be granted an
initial period of a few years of complete exclusivity, after which the technology
would be subject to compulsory licensing.’® This proposal is designed to provide
adequate compensation for the inventor while ensuring that the research tool is not
withheld from other researchers for the entire length of the patent term.>’'
Strandburg has predicted that the compulsory license provision would rarely be
invoked, but would incentivize the patent holder to negotiate a voluntary license
during the initial period of complete exclusivity.*’*

Janice Mueller has proposed “a ‘liability rule’ model that permits the non-consensual
‘development use’ of research tools not readily available for licensing or purchase,
while providing an ex post royalty payment to the patent owner that would be
correlated to the commercial value of the new product developed from the
non-consensual use. This ‘reach-through’ royalty approach provides the best
approximation of the true worth of the research tool to its user. It ensures a royalty
award of sufficient amount to maintain incentives for the development and patenting
of new research tools, yet alleviates the access restrictions and up-front costs
currently associated with acquisition and use of many proprietary research tools.” ***

Rochelle Dreyfus has proposed a plan pursuant to which a university or other
nonprofit research institution that wanted to use patented material and cannot obtain a
license from the patentee on reasonable terms could use the technology without
permission if it were willing to sign a waiver of potential patent rights. *** The
waiver would require the institution to promptly publish the results of work
conducted with the patented technology and to refrain from patenting discoveries
made in the course of that work.”® Richard Nelson has proposed a modification of
the Dreyfus waiver plan, which would allow the researchers to patent their work but
would require them to agree to license on a nonexclusive basis for reasonable
royalties.>”®

Jordan Karp has proposed a “modified experimental use exception whereby an
inventor is paid a ‘reasonable royalty’ by those who experiment on her patented
innovation. This type of scheme treats experimental use as a type of limited
compulsory licensing, . . ..Under this paradigm, the royalty payment required from
the experimenter could be tied to the commercial success of any innovation resulting
from the experimental activity on the patented invention. An experimenter would
only have to compensate the patentee when the experimental activity actually resulted
in a benefit to the experimenter (thus, allowing “pure” scientific research to continue
unhindered).” **7  This proposal would effectively impose reach-through royalty
licensing for research tool uses, which is a controversial approach (as discussed
below).
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David Parker has suggested that a statutory research exemption could undermine the
value of patents covering basic research tools by rendering them essentially incapable
of infringement. **®  Thus, Parker has proposed that “[i]f an exception for
‘commercial’ research and development is warranted,” the approach should be “based
upon the concept of allowing the commercial use of a patented invention in research
and development and only making this commercial research activity subject to
infringement once a decision has been made to commercialize the fruits of that
endeavor. Of course, if the activity results in a product or process within the scope of
the patented technology, the end product or process itself would be actionable without
regard to the underlying technology used in its development. In short, only the
research activities would receive the ‘limited- time’ protection, not the end result of
that research.”"

At a recent Congressional hearing relating to the patenting of human genes, Lawrence
Sung proposed that the U.S. establish a research use exception limited to basic,
noncommercial research. >’  Under his proposal, academic researchers and
institutions would be exempt from infringement liability for noncommercial research
activities, with the caveat that the researchers and institutions must provide actual
notice to the patent holder of the open and notorious use of the patented technology
for baséiﬁ research uses, and agree to dedicate the results of the research to the
public.

2. Government Rights to Inventions Patented Under the Bayh-Dole Act

As summarized in a 1998 report by the NIH Working Group on Research
Tools:

The Bayh-Dole Act [“Bayh-Dole”] provides the statutory basis and
framework for federal technology transfer activities, including the
patenting and licensing of federally funded inventions by recipient
organizations. The Act permits recipients of federal grants and
contracts to elect title to patentable "subject inventions" that arise with
the use of federal funds. If recipients elect title, the Act requires them
to file patent applications, seek commercialization opportunities, and
report back to the funding agency on efforts to obtain utilization of
their inventions. The Act also retains for the funding agency certain
residual rights in subject invention.*'?

Bayh-Dole has led to dramatic changes in the economic structure of research and
norms of open science, as well as to increased patenting of basic research discoveries
by federally funded academic research institutions.>"?
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Under Bayh-Dole, for all inventions made in the course of federally funded research
the federal government retains "a non-exclusive, nontransferable, irrevocable, paid-up
license to practice or have practiced for or on behalf of the United States any subject
invention throughout the world."*'* However, the NIH Working Group noted that
while “[t]his license gives the NIH, and any other agency of the Federal government,
the right to use any patented research tool arising in the course of federally-sponsored
research without liability for patent infringement/[, it] is not clear whether NIH's
retained license [] allows NIH to authorize use of subject inventions by other
recipients of NIH grants. Some agencies take the position that the activities of
grantees are covered by the exemption, but NIH has considered it an open
question.”"?

Bayh-Dole also provides that a federal agency engaged in research funding, such as
NIH, can “march-in” and grant licenses to patented inventions arising out of funded
research under certain specified circumstances, including when the agency determines
that such action is necessary because the grantee has “not taken, or is not expected to
take within a reasonable time, effective steps to achieve practical application of the
subject invention in such field of use,” or when such “action is necessary to alleviate
health or safety needs which are not reasonably satisfied by the” grantee.’'®

The NIH Working Group suggested that NIH might exercise the march-in right “on a
case by case basis to improve access to particular research tools.” However, the
Working Group noted that “[iJn order to exercise march-in rights, the funding agency
must comply with a lengthy administrative process,” and that “[e]ach particular case
can be expected to be lengthy and uncertain.” The NIH Working Group also noted
that, because of this administrative burden the mechanism “does not lend itself to
routine use.”

The NIH has never asserted its march-in rights in the nearly twenty eight (28) years
since the Act was enacted. It has denied at least three (3) formal requests to exercise
the right (none of which was brought with respect to a patented research tool),
concluding that the patented technologies were being made reasonably available
under the patent.’’’ In denying the requests, NIH noted that it was concerned that
exercising its march-in rights would act as a disincentive for investment in the
development of commercial products based on inventions patented under Bayh-Dole.
It has also stated that the march-in right is not intended to be used to compel patent
holders to make patented technology available at lower prices, and that “manufacture,
practice, and operation ....[by the patent holder providing for] availability and use by
the public” is sufficient to meet the standard..’'®

Absent a sharp departure from past practice or a legislative change, it seems unlikely
that the NIH or other federal agencies will exercise their march-in rights with respect
to a research tool patent absent some showing that the restrictive practices of the
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patent holders are precluding all access to the technology or substantially impairing
the “health or safety needs” of the U.S. public. This would likely be a difficult
showing to make. However, a witness at a recent Congressional hearing on gene
patents strongly urged Congress to consider legislation that would encourage more
active use of the march-in provision to promote accessibility to genetic diagnostic
testing services, and if Congress acts on this proposal it could perhaps open the door
to the use of march-in rights more broadly with respect to patented research tools.

3. Reach Through Licensing Agreements

Under a reach-through licensing agreements (RTLA), the licensor receives a share of
the profits generated by the ultimate commercial product, if and only if the research
tool is used in the development of such a product.’’® However, RTLAs are
controversial because they raise potential antitrust and patent misuse issues, given
that the patent holder may require as a condition of use of the patented invention that
the licensee provide compensation (at least in part) for uses or sales of unpatented
aspects of the products developed with the patented invention.”*® The legal
resolution may depend in part on the market power of the patent holder and the
specific form of the licensing offer in conditioning access to the patented
technology.””'  According to the 2003 FTC report on the patent system, some
representatives of the biotechnology industry reported that RTLAs have been
successfully employed to provide commercial researcher with access to patented
research tools.””*  These representatives expressed the view that RTLAs can promote
access to a wide range of research tools at low up-front cost, and facilitate
risk-sharing between licensor and licensee. However, other panelists interviewed
for the FTC report argued that RTLAs promote anticommons problems, and might
violate antitrust and patent misuse laws.>>>

4. Patent Pools

Patent pools involve "patents [from multiple patentees being] licensed in a package,
either by one of the patent holders or by a new entity established for this purpose,
usually to anyone willing to pay the associated royalties."*** The Biotechnology
Industry Organization (BIO), a leading trade association representing biotechnology
companies, has stated that voluntary patent pools are "one of the most important
potential solutions to concerns regarding overlapping patents."**>  Similarly, the
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PTO has released a report entitled "Patent Pools: A Solution to the Problem of Access
and Biotechnology Patents?,” which discusses the use of patent pools as a means of
fostering access to patented research tools.”” The 2003 FTC report on the patent
system notes that the "centralized management that the patent pools entails may help
in avoiding the royalty stacking/complements problem that economists have
suggested may develop when multiple patents are needed for follow-on activities, and
each patentee independently determines its own royalty rates.>*’

Nevertheless, some have questioned whether high transaction costs might
substantially limit the ability to form and use of patent pools in the context of genetic
inventions.”*® It has been noted that these technologies are fundamentally different
from the electronics sector, in which patent pools are used more frequently because of
the importance of standards and interoperability. ***  Further, the greater
unpredictability of biotechnological inventions that may result in wider differences in
valuation of patented technologies, and the potentially greater reliance of
biotechnology companies on maximizing licensing revenues may reduce incentives
for pag.(i)cular patent holders to join or to agree to standard licensing terms of patent
pools.

Nevertheless, various proposals have been put forward for creating specific research
tool patent pools. For example, Affymetrix, a leading DNA microarray company,
has been an outspoken advocate for the creation of gene patent pools.™' A group of
European scholars has published a series of articles discussing the potential use of
patent pools to facilitate access to genetic technologies for use in diagnostic testing.”*?
Merrill Goozner of the Center for Science in the Public Interest has proposed a patent
pool for the California Institute of Regenerative Medicine and other funders of stem
cell research.”®  Similar approaches could prove useful for biomedical research
tools. However, to date patent pooling has not played a significant role in the
biotechnology sector. The best known example of a biotechnology patent pool is
probably the collection of patent rights cobbled together to provide freedom of
operation to produce “Golden Rice” (a genetically engineered rice that produces
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B-carotene, the precursor to vitamin A, which give the rice grains a yellow hue).”*

Golden Rice is not considered a commercially relevant crop, and licenses under the
pool were granted free of charge, essentially for humanitarian reasons.”>  There has
also been an attempt to create a pool of patents relating to SARS research, but so far
there appears to have been no report that this attempt has been consummated.***

5. Antitrust approaches

Some commentators, including Rochelle Dreyfus, have argued that competition law
should be invoked in certain circumstances to compel patent holders to make patented
research tools available, particularly where the patent holder is effectively blocking
downstream research on a biologic target of significant clinical importance, €.g., the
BRCA breast cancer genes.”>’ There is a long history in the United States of
judicially imposed compulsory licenses to remedy antitrust violations or concerns,
where patent holders exercise or seek to acquire monopoly market power or engage in
other prohibited practices, as well as compulsory licenses imposed or agreed to in
regard to administrative reviews (in the context of merger and acquisition reviews by
the Federal Trade Commission, the U.S. agency that formulates and enforces much of
the U.S. antitrust law and policy).>*

The FTC (along with the U.S. Department of Justice (DOJ)) recently indicated their
views that although unilateral refusals to license were permissible, conditional
refusals will be reviewed under a “rule of reason” analysis.”” Nevertheless, the
FTC and DOJ have shown some willingness in merger context to require licensing of
patented research tool technology in cases where the merger has the potential to
decrease the number of firms researching in a particular area.”*”  For example, when
the large biotechnology companies Amgen and Immunex merged, the FTC required
them to agree to license out some of their patented research tools relating to the
development of drugs targeting interleukin-1.>*'

However, U.S. courts have shown little if any inclination to apply the antitrust laws to
compel access to research tools. For example, in Digene Corporation v. Third Wave
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Technologies Inc.,>** a district court recently rejected allegations that a patent

infringement plaintiff violated the Sherman Act’* by monopolizing the market for
human papilloma virus (HPV) testing.’**

Federal Circuit and Supreme Court precedents effectively preclude using antitrust and
misuse law to address unilateral refusals to license, as well as conditional refusals to
license so long as the conditions are within the scope of patent rights. This is true
even when the patent holder is not actively exploiting the technology, or is even
suppressing it. For example, in Rite-Hite Corp. v. Kelley Co.,>** an en banc panel of
the Federal Circuit held that "[t]here is no requirement in this country that a patentee
make, use or sell its patented invention.”**® The Rite-Hite Court did suggest,
however, the court might in some circumstances refuse to enjoin patent infringement
in cases of non-use, in effect creating a compulsory license: “if a patentee's failure to
practice in the invention frustrates an important public need for the invention, a court
need not in joining infringement."**’  Subsequent to eBay, courts have more
discretion to act upon this suggestion.

As the Federal Circuit held in Monsanto Co. v. McFarling,**® its earlier decision in
Mallinkrodt, Inc. v. Medipart, Inc.** established that in “the cases in which the
[conditional licensing] restriction is reasonably within the patent grant, the patent
misuse defense can never succeed,” because such conditions cannot extend the patent
right beyond the patent’s scope.””® Similarly, as the court noted in Virginia Panel
Corp. v. Mac Panel Co.,”' attempted monopolization claims under Section 2 of the
Sherman Act require proof of an intent to monopolize, market power, and
antitrust-relevant damages related to the conduct, and conduct that does not constitute
patent misuse cannot constitute an antitrust violation.”>> However, the continuing
validity of Mallinkrodt and its progeny was recently called into question during an
oral argument in Quanta Computer Inc. v. LG Electronics, Inc.,”® in which the
Supreme Court will decide the scope of the patent exhaustion doctrine (and possibly
whether conditional licensing can override such exhaustion or constitutes patent
misuse).”  Finally, the Supreme Court recently held in Verizon Communications Inc.
v. Law Offices of Curtis V. Trinko, LLP*® that the right to refuse to deal is not
unqualified, but that it has “been very cautious in recognizing [abuse of dominant
position, essential facilities, or other] exceptions, because of the uncertain virtue of
forced sharing and the difficulty of identifying and remedying anticompetitive
conduct by a single firm.”*>® This is in contrast with the European Union, where
doctrines such as essential facilities and abuse of dominant position tend to hold
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35
greater sway. 7

Absent a substantial shift in U.S. policy, it seems unlikely that antitrust law will play
a significant role in compelling research tool patent holders to expand access to the
patented technology. To the contrary, some have expressed the concern that antitrust
laws could restrict the availability of certain private ordering approaches to deal with
the effect of research tool patents, such as patent pools or licensing arrangements.””®

6. Off-shoring Research

One commentator has argued that “current U.S. jurisprudence is forcing U.S. drug
companies to outsource their early stage drug research” to other countries.”” Indeed,
U.S. patent law would allow many research tool patents to be avoided by off-shoring
certain uses of research tools to other countries where the tool is not patented, where
patent enforcement is more difficult, or where use of the research tool would be more
likely to fall under an experimental or research use exception. In general, U.S.
patent law only reaches activities performed within the U.S., and the Supreme Court
recently expressed its view that U.S. patent law should generally be interpreted in a
manner that minimizes the impact of U.S. law on extra-territorial activities. >*°
However, U.S. patent law does include certain exceptions to this general principle,
some of which could be relevant with respect to the susceptibility of U.S. patents to
avoidance by off-shoring of research activities.

For example, Section 271(g) of the Patent Act®®' provides that, under certain
circumstances, a party can be held liable for infringement based on the importation
into the U.S., or use or sale in the U.S., of a product produced outside the country by
a process covered by a U.S. patent. Thus, in some cases the extraterritorial use of
patented research tool process could result in liability for infringement under Section
271(g) if a physical product of the process is imported into the U.S. An example
might be a cell line created outside the U.S. by a process patented in the U.S.
However, a 2003 decision by the Federal Circuit makes clear that Section 271(g) only
applies to physical products, and does not apply to information generated by a
patented process.’®® Thus, a U.S. company should be free to off-shore certain
research activities to avoid a U.S. patent, and then bring the resulting data and
insights back into the U.S. for subsequent drug development activities.

Conversely, a U.S. firm might be liable for patent infringement under Section
271(f)°* for exporting a component of a patented research tool that is subsequently
incorporated into the patented research tool extraterritorially. For example, export
of a non-infringing DNA vector which is subsequently used to create a cell line that
would infringe a U.S. patent might, under certain circumstances as limited by the
language of the statute, be the basis for a finding of infringement under Section 271(f).
However, a recent Supreme Court decision, Microsoft v. AT&T, indicates that the
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export of information, or software, which is later incorporated extraterritorially into a
research tool covered by a U.S. patent will not infringe under Section 271(f), which
requires at least the export of tangible embodiments of the information that are
capable of being used in a claimed process or product.’®*  In Microsoft, the Supreme
Court held that Section 271(f) was not applicable where computer software was first
sent from the United States to a foreign computer manufacturer on a master disk, or
by electronic transmission, and then copied by the foreign recipient for installation on
computers made and sold abroad, since the copies, as “components” installed on the
foreign made computers, were not supplied from the United States.>®

In summary, to the extent that the failure to provide a broad experimental use or
regulatory approval exception provides incentives for off-shoring of research using
patented technologies, current law does not meaningfully restrict the ability to
develop and import into the U.S. new products or processes that do not themselves
infringe the claims of the patent. There is no current consensus on whether broader
exceptions are desirable to prevent such off-shoring of research.

364 See Microsoft, supra note 360.
365 /g, at 1755-59.
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VIIl. Conclusions

The law regarding the experimental use and regulatory approval exceptions to patent
infringement has changed over time. In recent years, the scope of the experimental
use exception has been narrowly construed by the Federal Circuit, in ways that
largely preclude is application to patented research tools used in academic or
commercial scientific research. In contrast, the Supreme Court and the Federal
Circuit have construed the regulatory approval exception broadly, and district courts
have determined that the exception applies to at least some research tools and may
soon determine that it applies to sales for research tool uses.

These legal developments have led to varied practical responses by academic and
commercial scientists. Although the effects of the developments on access to
patented technologies and on scientific research and development are uncertain,
large-scale adverse effects have to date been avoided by adoption of working
solutions to restrictions on access. These solutions include perceived widespread
infringing activity and consequent forbearance from assertion of patents by patent
holders. Nevertheless, the discontinuity between the law on the books and the law
in practice continues to pose concerns that more serious problems of access may
develop.

Further, the stability of the existing working solutions is uncertain, particularly in
light of significant changes that are occurring to various patent law doctrines and to
governmental, academic, and industrial licensing practices. The sensitivity of
existing practices to these changes also is uncertain. Consequently, it is difficult to
predict whether these changes, and possible consequential or extrinsic changes to
patenting behaviors, funding for innovation, and patent holders’ licensing behaviors,
will alleviate or further exacerbate access problems regarding research uses of
patented inventions. What is certain is that the issues of the scope of experimental
use and regulatory approval exceptions, their application to research tools, practical
responses and the social consequences of the rules and practices, and alternative legal
and practical means for assuring access to patented inventions for research uses will
remain a focus of concern and will continue to warrant careful scrutiny and empirical
and theoretical analysis.
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United Kingdom
Jeremy Phillips
1.1 Monsanto Co v Stauffer Chemical Co and another

1.2 [1985] Reports of Patent Cases 515. 31 July 1984 (Patents Court), 11 June 1985
(Court of Appeal).

1-3-1  Summary

In an action for patent infringement relating to a herbicide, Monsanto obtained interim
injunctive relief against Stauffer, restraining Stauffer from further using or selling its allegedly
infringing TOUCHDOWN product. After the injunction had been issued by the trial judge and
affirmed by the Court of Appeal, Stauffer sought to vary the terms of the injunction by the
addition of the proviso that

“Nothing in this Order shall prevent the Defendants ... from doing any of the said acts for the
purposes of

(i) carrying on field trials by themselves or by others of their TOUCHDOWN herbicide

(i) performing experiments by themselves or by others for the purposes of this Action or
Counterclaim”.

Before these proceedings began, Stauffer had carried out some field trials in the United
Kingdom, obtaining limited safety clearance for use post-harvest and in non-crop areas;
Stauffer however wished to obtain further safety clearances for use of TOUCHDOWN before
harvest time. There were three different proposed trials:

(i) trials carried out by Stauffer’s own personnel at its own farm;
(i) trials carried out by Stauffer’s own personnel on other farms;
(iii) trials carried out by third parties that might become customers.

Stauffer maintained that all these trials were permitted experiments within the Patents Act
1977, 5.60(5)(b). Monsanto opposed the application to vary the injunction on the basis that
the alleged experiments were not true experiments but had a clear commercial purpose, to
obtain clearance for eventual sales and to convince prospective customers that
TOUCHDOWN was safe. The trial judge, Mr Justice Falconer, dismissed the application. In his
view,

the proposed trials were directed at the acceptance of a commercial embodiment of
Stauffer’s product;

the phrase “experimental purposes relating to the subject matter of the invention” in
s.60(5)(b) limited the defence to experiments that were directed to the patented invention as
such, not to its commercialisation;
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even if this were not so, Stauffer could not supply their allegedly infringing product to third
parties for the purpose of carrying out such trials. Any permitted experiments had to be
private and not involve third parties;

permitted experimentation had to be small-scale, having regard to the nature of the
subject-matter of the invention, and done for the purpose of finding something out about
the invention.

1-3-2  Reason for appeal

Stauffer maintained that the construction placed upon s.60(5)(b) was unduly narrow and
that their proposed trials fell within its purview.

1-3-3  Judgment

The Court of Appeal dismissed the appeal, making one small modification to the Order so as
to provide that it should not extend to acts done for experimental purposes relating to the
subject matter of the invention in laboratories or glass-houses in the United Kingdom or in
Stauffer’s farm.

1-3-4  Analysis of judgment

The Court of Appeal declined to consider the authorities relating to judicial decisions that
were given in the United Kingdom before the enactment of the Patents Act 1977, 5.60(5)(b).
Since the Patents Act 1977 was enacted so as to implement the provisions of the European
Patent Convention, no guidance could be gained by the consideration of case law relating to
the law as it stood before the implementation of that Convention.

The Court of Appeal did not consider that the fact that the alleged experimentation had a
commercial objective prevented it from being for an “experimental purpose”. The word
“experiment” was an ordinary English word, not a legal term of art, and its ordinary meaning
did not exclude a commercial objective.

1-3-5  Effect and evaluation of judgment

Experiments can be performed even when patented products, so long as the parameters of
the Court of Appeal’s guidance in this decision are respected.

Experiments which designed to elicit new knowledge — that is, which can be considered to
advance scientific knowledge — will in principle always be exempted. However, those
experiments which are performed purely for commercial purposes and which have no
knowledge-based content, will in principle always infringe.

1-3-6  Relation to (i) exemption of research or experimental use and (ii) award granting of
unused patent

This decision appears to be neutral with regard to the granting of rights to use an unused
patent.
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1-4 Comment and other description

The sentiment has been expressed in some quarters that the result of this decision is unclear
and that further clarification or reform is needed, whether through amendment of the
European Patent Convention or through a Directive within the European Union. The fact that
neither of these events has come to pass would suggest either that no lack of clarity is
perceived in legislative circles or that, while such a lack of clarity is perceived, there is no
consensus as to the manner of its resolution.

1-5 reference ID number 1
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United Kingdom/Jeremy Phillips

11 Smith Kline & French Laboratories Limited v Evans Medical Limited
1.2 [1989] Fleet Street Reports 513, 10 November 1988 (Patents Court).
1-3-1  Summary

In a patent infringement action relating to the drug cimetidine, (SK&F) relied on three
patents ( the Generic patent, the Master patent and the Polymorph patent). The Master
patent was a patent of addition to the Generic patent and both of these were endorsed
licenses of right before the date of this application. Evans was an applicant for a licence of
right under these two patents.

SK&F applied for summary judgment in respect of infringement of the Master and Generic
patents. In response, Evans applied to strike out the action. Before these proceedings, SK&F
had applied to amend the Polymorph patent, which was due to expire in some four years
time. This application was opposed by Evans which, in the course of opposition, had
conducted in-house experiments to support evidence given by statutory declaration in those
proceedings. Those experiments involved the high-speed tabletting of a substantial quantity
of cimetidine tablets in the same dosage forms as those then sold by SK&F; the cimetidine
with which these tablets had been made had not been purchased from SK&F.

Evans gave evidence of these experiments in the amendment proceedings. Thereafter and
before the evidence in the amendment proceedings had closed, SK&F instituted the present
infringement proceedings and, in their particulars of infringements, pleaded the experiments
which Evans had performed in the Patent Office amendment proceedings, the import of the
material for them and the fact that Evans was an applicant for licences of rights under the
Master and Generic patents, asking that the relevant inference be drawn from this evidence.

Evans admitted the acts identified in the pleading but submitted inter alia that the Patents
Act 1977, 5.60(5)(b) provided a defence of experimental use.

1-3-2  Reason for appeal
There was no appeal in this case, which relates to the initial proceedings.
1-3-3  Judgment

The Patents Court dismissed both SK&F's application for summary judgment and Evans’
application for SK&F's action to be struck out.

1-3-4  Analysis of judgment

The Court first stated categorically that there was no question of a general implied consent
on the part of a patentee to permit the public to conduct experiments for the purpose of
examining a patent and, if appropriate, challenging its validity.

The Court then examined the scope of the Patents Act 1977, 5.60(5)(b) itself. It concluded
that what is regarded as experimental use must depend on the facts of each case but could
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include experiments that were designed with a commercial end in view:

If an act is to be permitted by s. 60(5)(b) it must be done for purposes relating to the subject
matter of the invention and within the claims of the patent alleged to be infringed.

Section 60(5)(b)covered acts done for experimental purposes, including experiments with a
commercial end in view—but the purpose had to relate to the claimed subject-matter of the
patent in suit in the sense of having a real and direct connection with that subject-matter.

Since Evans’ experiments repeated an example of the Master patent with a view to
challenging the Polymorph patent, s.60(5)(b) did not provide a defence to infringement of
the Generic patent.

1-3-5  Effect and evaluation of judgment

The judgment in this case applied the same principles as Monsanto v Stauffer (above), but
emphasised that they did not enable s.60(5)(b) to permit experiments that were conducted
for the purpose of challenging a granted patent.

1-3-6  Relation to (i) exemption of research or experimental use and (ii) award granting of
unused patent

This decision demonstrates that experimentation for the purpose of deciding whether to
apply for a licence to use an unused patent would not be permitted.

1-4 Comment and other description

Since the infringing acts in this instance related to tests that were conducted for the
purposes of challenging the validity of a patent, it would appear reasonable that tests that
did not obviously affect the market position of patented products or the supply of patented
services were of no relevance to the market and should therefore be permitted. This line of
argument was firmly blocked in this case.

1-5 reference ID number 2
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United Kingdom/Jeremy Phillips

11 McDonald and another v Graham

1.2 [1994] Reports of Patent Cases 407, 16 December 1993 (Court of Appeal).
1-3-1  Summary

McDonald was the proprietor of patent relating to a sheet of printed material intended for
publicity purposes and which, when folded, was the shape and size of a credit card. Graham,
who was engaged as a marketing consultant by McDonald, procured a stock of such products.
In subsequent patent infringement proceedings before the Patents County Court, in which
the acts complained of included the supply of cards to third parties, Graham was held liable.

1-3-2  Reason for appeal

Graham appealed on the ground that, among other things, that he was not committing an
infringement in that products in his possession which he supplied to third parties were
supplied for “experimental purposes” under the Patents Act 1977, s.60(5)(b).

1-3-3  Judgment

Dismissing the appeal, the Court of Appeal considered that, on the evidence, Graham had
clearly kept the cards in stock for the purpose of his own business, in order to make such use
of them as was beneficial to do so. Such keeping and making use of the products for
non-private and overtly commercial purposes could not be regarded as use for experimental
purposes relating to the subject matter of the patent.

1-3-4  Analysis of judgment

The reasoning of the Court of Appeal was based as much on an appraisal of the evidence as
an analysis of the law, concluding that such keeping and making use of the products for
non-private and overtly commercial purposes could not be regarded as use for experimental
purposes relating to the subject matter of the patent.

1-3-5  Effect and evaluation of judgment

This decision is of little significance. The “experimental purposes” defence appears to have
been raised for the first time at the appellate level; it was quite unsupported by the evidence
and did not require any analysis of development of the doctrine relating to the s.60(5)(b)
defence.

1-3-6  Relation to (i) exemption of research or experimental use and (ii) award granting of
unused patent

This decision appears to be of no relevance with regard to the granting of rights to use an
unused patent.

1-4 Comment and other description
This decision merits no further comment.

1-5 reference ID number 3
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11 Thomas Ralph Auchinloss and Antec International Ltd v Agricultural & Veterinary
Supplies Ltd., Vincent Rooney, South Western Chicks Ltd and South Western Chicks (Warren)
Ltd

1.2 [1999] Reports of Patent Cases 397, 29 October 1998. [1998] EWCA (Civ.) 1642
1-3-1  Summary

The claimant’s patent 0260293 set out the ingredients of the composition, including in claim
1"(a) 0.01 to 5 parts by weight of water soluble inorganic halide". As the defendants’
biocidal composition "Virucidal Extra” (*VE”) did not contain an inorganic halide, the
defendants believed there could not be infringement. However, some of the ingredients that
were used at various times to produce VE contained a contaminant (sodium chloride) which,
the claimants submitted, resulted in the VE infringing.

At trial, the judge held that VE made with a specific ingredient (“CDB 63”) did not infringe
because the claimants had not established that the oxidising agent, which was present in the
claimed amount, "in agueous solution, reacts with the halide to generate hypohalite ions" as
required by integer (b) of claim 1. The defendants objected that infringement through the
use of VE containing CDB should not have been considered by the judge because this was not
a ground of infringement that the claimants had pleaded.

The defendant also used a surfactant (“Ufaryl 80”) which contained sodium chloride. In use
by the defendant, the crystalline form of sodium chloride had disappeared but, according to
the judge, ions of sodium and chlorine were present. In his opinion the dissociated ions of
these elements were not, when added together, an amount by weight "of water-soluble
inorganic halide", and sodium chloride was not the same thing as a dissociated collection of
sodium and chloride ions. He also held that, reading the patent as a whole, the skilled man
would understand that what was being described and claimed was the use of the dry
crystalline form. He therefore held that it had not been established that use of Ufaryl 80
caused infringement of claim 1.

1-3-2  Reason for appeal

The claimants, in their appeal, submitted that in reaching this conclusion the judge had put a
gloss on integer (b) and introduced the requirement that the hypohalite ions had to provide
a substantial biocidal action, this being a feature that was not claimed. The defendants
disputed this but also submitted that, even if VE with CDB 63 fell within claim 1, there was no
infringement because the only use that had been established was experimental use within
5.60(5)(b) of the Patents Act 1977. The trial judge rejected the submission that the
manufacture of a sample sent to the Ministry of Agriculture, Fisheries and Food ('MAFF") fell
within s.60(5)(b) of the 1977 Act.

1-3-3  Judgment
The Court of Appeal held as follows:

1. Integer (b) of the claim required that there be a certain amount by weight of an oxidising
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agent which, in agueous solution, reacted with the halide of integer (a) to generate
hypohalite ions. Providing that the required oxidising agent was present, in an amount within
the specified range, and it was established that it would react with the halide of integer (a) to
generate hypohalite ions, the requirements of integer (b) would be satisfied. This reaction
must be real in the sense that the skilled addressee of the patent would consider that what
took place was a reaction generating hypohalite ions.

2. There was nothing in the claim requiring that the generated hypohalite ions should be
materially or substantially responsible for the biocidal action of the composition. To
introduce such a requirement, as the judge did, was impermissible and introduced, by way of
construction, a requirement that the claim must be fairly based on the patent specification.
This was a requirement under the (now-repealed) Patents Act 1949 but not under the
(currently in force) Patents Act 1977.

3. Once it was accepted that sodium chloride within the range specified in integer (a) was
presentin CDB 63, the only question remaining was whether the oxidising agent reacted in
agueous solution with the sodium chloride in order to generate hypohalite ions. If it did,
there was infringement.

4. The evidence taken as a whole established that the reaction claimed in integer (b) took
place when VE was dissolved in water and the claimants had therefore established that VE
containing CDB 63 infringed claim 1 in the sense that it fell within the ambit of claim 1.

5. The court would not interfere with the judge’s rejection of the defendants’ submission
that the claimants should not be allowed to contend that the use of CDB63 infringed because
it was not pleaded.

6. The trial judge was correct to hold that the manufacture of a sample sent to MAFF was not
a non-infringing use within s.60(5)(b) of the Patents Act, as the aim of that use was to obtain
official approval, not to discover something unknown or to test something as a hypothesis
(applying Monsanto Co v Stauffer Chemical Co, above). If however,the sample sent to MAFF
had been produced during genuine experiments and been used for such experiments, such
experiments would have been done in relation to the subject matter of the invention since
VE was a biocidal composition which, among other things, acted through hypochlorite
generation.

7. In relation to Ufaryl 80, a person could properly refer to a solution of sodium chloride as
containing sodium chloride. However, the skilled reader of the patent would conclude that
the inorganic halide of integer (a) was intended to be a solid, not a dissociated collection of
ions. If asked whether the patentee intended to exclude such a collection, he would consider
whether the use would make a material difference to the way that the invention was said to
work. On the evidence in this case, he would not know. Integer (a) of claim 1 should not be
interpreted to include the dissociated collection of ions in Ufaryl 80. The trial judge was right
and use of Ufaryl 80 did not bring VE within the ambit of the claim.

1-3-4  Analysis of judgment

This is a good example of a dispute concerning a fairly low-technology invention, between
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two relatively non-sophisticated parties, being resolved by a flight into the technical details
of the patented technology and the alleged infringements. The outcome is unexceptionable,
in that—so far as it affects the issues of infringement and experimental use—the decision is
founded on well-established principles of patent interpretation and upon the precedent of
the earlier decision of the same court in Monsanto v Stauffer (the House of Lords, which is
the ultimate chamber of appeal in the United Kingdom, is not bound to follow its earlier
decisions but it has ruled that this privilege is not open to the Court of Appeal).

1-3-5  Effect and evaluation of judgment
The claimants’ appeal was allowed in part and the defendants’ cross-appeal was rejected.

1-3-6  Relation to (i) exemption of research or experimental use and (ii) award granting of
unused patent

The interpretation of the scope of the Patents Act 1977, 5.60(5)(b) was neither broad nor
narrow, in the sense that it neither sought to bring within the experimental use defence any
activity that was not contemplated by the terminology of that provision, nor did it seek to
exclude from that provision any activity that might have been described as naturally falling
within it. In the light of the earlier authority in Monsanto v Stauffer and the principle that an
exception to a patent right will be construed narrowly in the event that there is any
ambiguity in its meaning, it was improbable that the defence could have succeeded on the
facts. The real ground of the defence was that the manufacture and supply of a sample to
MAFF was not a commercially significant activity that resulted in any identifiable and
guantifiable damage to the patent owners—but the absence of commercial consequence for
the patent owner is not a defence under the Patents Act 1977.

In conclusion, this decision has no bearing on the nature of research and experimental use by
a non-patentee, since such activity was not at issue in this dispute.

1-4 Comment and other description

The trial judge in this case was a senior barrister who was serving as a Deputy Judge of the
Patents Court—a not infrequent occurrence in patent disputes where the level of
technological sophistication is relatively low. This factor probably had no impact on the
outcome of the dispute.

Of more significance is the fact that the case involved a finely-balanced dispute that both
went to trial and was the subject of a subsequent appeal. Following the introduction of more
mediation-friendly Civil Court Procedure Rules in the early years of this century, given the
uncertainty of the outcome of a trial and the fact that the market for the patented product
was not so small as to preclude two or more parties from manufacturing competing products
profitably, there would have been a substantial likelihood that the parties would have settled
on terms that required the payment by the defendant to the claimant of the reasonable
royalty.

1-5 reference ID number 4
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2 No known cases are currently pending

3-1 Domestic trend

There is no identifiable trend as such, since the word “trend” suggests that something is
actually happening. Since the same businesses that are prevented from conducting research
and experiments outside the scope of the Patents Act 1977, s.60(5)(b) are the very same
businesses that can invoke patent infringement law against others who do the same, and
since the likelihood of research and experimentation reaching the eyes of the patent owner
is relatively low on account of confidentiality, there is little consensus as to whether anything
need be done at all and, if so, what should be done.

3-2 Trend in political circles

The Gowers Review of Intellectual Property (December 2006), at p. 47, indicates a political
commitment on behalf of the present Labour Government to legislate in favour of a clearer
and broader research exception than that currently provided under the Patents Act 1977,
5.60(5)(b). States the Review:

“4.11 The experimental use exception should be clarified to enable researchers to examine,
learn from and improve upon inventions. The Swiss research exception, which was recently
changed, provides a good example of a clearer exception.

4.12 The Review believes that clarifying the research exception along Swiss lines will foster

research without damaging the interests of rights holders”

Box 4.1: Swiss research exception

The effects of a patent do not extend:
(a) to acts undertaken in the private sphere for non-commercial purposes

(b) to acts undertaken for experimental and research purposes in order to obtain
knowledge about the object of the invention, including its possible utilities; in
particular all scientific research concerning the object of the invention is permitted

(c) to acts necessary to obtain a marketing authorisation for a medicament according
to the provisions of the law of 15 December 2000 on therapeutic products.

(d) to the use of the invention for the purpese of teaching in teaching establishments

{e) to the use of biological material for the purposes of selection or the discovery and
development of a plant variety

(f) to biological material obtained in the field of agriculture which was due te chance
or which was technically unaveidable

72



3-3 Trend in legal circles

There is no clearly identifiable trend in legal circles, on account of the absence of
opportunities for members of the judiciary to express their opinions as to the efficacy of the
present legal arrangements.

3-4 Trend in academic circles

The predominant opinion in academic circles is that the exception in favour of research and
experimentation should be permitted to the greatest possible extent that is consonant with
the protection of the reasonable expectations of the intellectual property owner. This
sentiment is most strongly expressed in the field of copyright law, since that is the field that
impinges most powerfully upon the ability of academics to make copies, to cite other works
and to publish their own research findings—this being an activity that lies at the heart of
modern academic life.
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1. Scope of the Study

The present study has been prepared for the Institute for Future Technology. It
analyzes the legal situation under German patent law with respect to permissible
access to patented research tools, in particular the scope of the exemptions to the
patent rights and the potential application of compulsory licensing provisions.

Legal provisions which specifically facilitate the use of patented research tools —
either as a specific exception to the patent rights or by means of a specific compulsory
licensing provision®*® — are absent in German patent law. The introduction of such
provisions is currently neither debated in the legislature, nor called for by users or
scholars in Germany. Consequently, the present study will analyze whether and in
how far the use of research tools in experiments is permissible under the general
patent law provisions. After defining research tools (Part II), the study will focus on
the experimental use privilege of Sec. 11 No. 2 German Patents Act (GPA), the newly
introduced regulatory review exemption of Sec. 11 No. 2b GPA, the plant breeders’
exemption of Sec. 11 No. 2a GPA (Part III), and the compulsory licensing provisions
of Sec. 24 GPA (Part IV).

366 Such as, e.g. the newly introduced Sec. 40 b Swiss Federal Law on Patents for inventions, which
provides for a right to a non-exclusive license for the use of patented biotechnological research
tools. See Law of June 22, 2007 amending the Federal Law on Patents for inventions, available at
http://www.admin.ch/ch/d/ff/2007/4593.pdf (last accessed February 24, 2008).
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2. Definining Research Tools

While there is no generally accepted definition of research tools,”®’ the Federal Trade
Commission (FTC) proposed the following narrow definition:
[A] technology that is used by pharmaceutical and biotechnology companies
to find, refine, or otherwise design and identify a potential product of
properties of a potential drug product. As such, it serves as a springboard for
follow-on innovation.

Essentially, the FTC definition distinguishes research tools from products with
commercial application by the market they serve.’® Research tools are sold
generally to private and public scientists,”’’ whereas the market for commercial
applications consists of the general public.’”’  However, this distinction does not take
into consideration that research tools may also serve both markets and would seem to
exclude research tools that have an additional commercial application beyond their
use in a laboratory setting.’’> Therefore, the broader, more inclusive definition
proposed by the National Institutes of Health will be adopted for this study:
We use the term ‘research tool’ in its broadest sense to embrace the full range
of resources that scientists use in the laboratory, while recognizing that from
other perspectives the same resources may be viewed as ‘end products.” For
our purposes, the term may thus include cell lines, monoclonal antibodies,
reagents, animal models, growth factors, combinatorial chemistry libraries,
drugs and drug targets, clones and cloning tools (such as PCR), methods,
laboratory equipment and machines, databases and computer software.’”

Research tools that have no use but in research (i.e. research tools according to the

367 The very attempt to define a category of research tools has been criticized because it is
sometimes impossible to distinguish between ‘things that are used only in the laboratory and
things that might potentially be sold to non-research consumers. Natalie M. Derzko, /n Search of
a Compromised Solution to the Problem Arising from Patenting Biomedical Research Tools, 20
Santa Clara Computer & High Techn. L.J. 347, 352 (2004). As an example, Derzko names a DNA
sequence that, at first, is thought to be useful only for research purposes but ultimately turns out
to a diagnostic marker or to encode a therapeutic protein. /d.

368 Federal Trade Commission, 7o Promote Innovation: The Proper Balance of Competition and
Patent Law and Policy Ch.3 p.18 (2003), http://www.ftc.gov/os/2003/innovationrpt.pdf [hereinafter
FTC Report]

369 Id

370 David Malakoff & Robert F. Service, Genomania Meets the Bottom Line, 291 Science 1193
(2001).

371 FTC Report, supra note 3, chapter 3 p. 18.

372 Derzko, supranote 2, at 352. See alsoMichael S. Mireles, An Examination of Patents,
Licensing, Research Tools, and the Tragedy of the Anticommons in Biotechnology Innovation, 38 U.
Mich. J.L. Reform 141, 149 (2004).

373 National Institutes of Health, Report of the National Institutes of Health (NIH) Working Group
on Research Tools (1998), http://mww.nih.gov/news/researchtools/index.htm (last accessed March 3,
2008) [hereinafter NIH, Research Tools]. The Guidelines issued by NIH for recipients of NIH
research grants use the terms ‘unique research resource” and ‘biomedical research resource”
instead of research tools. The terms ‘research tools’ and ‘materials’ are used . . . interchangeably
with ‘unique research resources.’ National Institutes of Health, Principles and Guidelines for
Recipients of NIH Research Grants and Contracts on Obtaining and Disseminating Biomedical
Research Resources: Final Notice, 64 Fed. Reg. 72,090, 72.092 note 1 (Dec. 23, 1999). The
notable difference from the definition of the NIH Research Tool Working Group, however, is that
this definition does not include drugs or drug targets.
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FTC definition) will be referred to as ‘pure research tools’ and research tools with a
further commercial application will be referred to as ‘dual purpose research tools’
wherever such distinction is necessary. Examples of patented research tools include
recombinant DNA techniques, polymerase chain reaction (PCR), animal models, such
as the Harvard Oncomouse or the CreLox-Mouse, or Expressed Sequence Tags
(ESTs).* "

Regardless of how the term ‘research tool’ is defined, it should be noted that the term
is not neutral, but already reflects the perspective of a consumer and not of the
manufacturer.””>  The classification from a user’s perspective is less controversial for
biological discoveries, such as (partial) gene sequences, promoters, ligands and
receptors controlling pathological symptoms and methods for their identification or
manufacture.

3. Research Tools Under Patent Law Exemptions

The Experimental Use Privilege of Sec. 11 No. 2 GPA

Germany codified an experimental use exemption in Sec. 11 No. 2 GPA:
The effects of a patent shall not extend to.... acts done for experimental
purposes relating to the subject matter of the patented invention.®’®
The wording of the provision is identical to Art. 31(b) of the Community Patent
Convention (CPC) 1975 exempting from infringement ‘acts done for experimental
purposes relating to the subject-matter of the patented invention’.””” Even though
the CPC has never entered into force and thus has no binding legal effect, most, if not

all member states have codified a similar provision in their national patent laws.’’®

374 For a description of these and other research tools see Tanuja V. Garde, Supporting Innovation
in Targeted Treatments: Licenses of Right to NIH-Funded Research Tools, 11 Mich. Telecomm. &
Tech. L. Rev. 249, 273 et seq. (2005).

375 Derzko, supra note 2; at 350. The different perspectives are already acknowledged in the
summary of the NIH Report: ‘One institution's research tool may be another institution's end
product.” See NIH, Research Tools, supra note 8. The report further showed that private firms
were concerned with the broad definition of ‘research tools” due the difficulty of distinguishing
between pure research tools and research tools which were considered to be a final product that is
potentially sold to the general public. /d.

376 Sec. 11 No. 2 German Patent Act. The provision has been introduced as then Sec. 6b GPA by Art.
8 No. 4 of the Gemeinschaftspatentgesetz [Law on the Community Patent] of July 26, 1979, BGBI.
1, 1269. It entered into force on January 1, 1981.

377 The Convention for the European Patent for the common market, signed at Luxembourg on 15
December 1975, is commonly referred to as the Community Patent Convention (CPC 1975). An
identical provision is contained in Art. 27 (b) CPC 1989. The provision has been codified without
any reference to existing national provisions and has to be interpreted autonomously, cf. Peter
Chrocziel, Die Benutzung patentierter Erfindungen zu Versuchs- und Forschungszwecken [The
Use of Patented Inventions for Experimental and Research Purposes] 163, 166 (1986) [hereinafter
Chrocziel, Use of Inventions]; Thomas Hieber, Die Zuldssigkeit von Versuchen an patentierten
Erfindungen nach § 11 Nr. 2 PatG 1981 [The Admissibility of Experiments on Patented Inventions
under § 11 No. 2 German Patent Act 1981], GRUR 1996, 439, 443.

378 William Cornish, Experimental Use of Patented Inventions in European Community States, 29
11C 735, 736 (1998), (with reference to similar or identical national provisions in note 2 and
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The legislative history of Sec. 11 No. 2 GPA states that the provision was introduced
in identical wording to meet the objective of harmonizing European and national
patent law,”” and consequently, no independent comment but solely a reference to
the Memorandum on the Community Patent Convention was included in the

legislative explanation.”™

Requirements

Sec. 11 No. 2 GPA exempts acts from infringement which are a) experimental and b)
relate to the object of the patented invention. The courts have defined experiments
as ‘any (planned) procedure for obtaining information, irrespective of the purpose
which the information gained is eventually intended to serve’.*®' This intrinsically
broad concept is limited by the second prong requiring that the experiments have to
be related to the patented subject matter. It does not permit uses of a patented
invention in experiments which are directed to third objects, i.e. where the patented

2

invention is not the object, but the means of the experiments.®*> The German

Federal Court of Justice held in its first Clinical Trials decision that Sec. 11 No. 2
GPA

in principle exempts all experimental acts as long as they serve to gain
information and thus to carry out scientific research into the subject-matter of the
invention, including its use.’®

The disclosure requirement under patent law warrants that third parties can test the

invention during the patent term and further develop the technology based on the

384

information obtained through the permissible trials. Clinical trials required for the

diverging Dutch and Portuguese provisions in note 3).

379 Explanatory Preamble to the German draft act, BR-Drs. 216/78, p. 20 A | 3; BL.f.PMZ 1979, 276.

380 Denkschrift zum Gemeinschaftspatentiibereinkommen [Memorandum on the Community
Patent Convention], Bl.f.PMZ 1979, 325, 333.

381 Cf., e.g., Bundesgerichtshof [BGH] [Federal Court of Justice], July 11, 1995 — Clinical Trials |,
[1997] R.P.C. 623, 638, 28 I1C 103 (1997) [hereinafter Clinical Trials 1].

382 Memorandum on the CPC, BI. f. PMZ 1979, 333; Rudolf Kraler, Patentrecht [Patent Law] 813
(2004), Peter Chrocziel, Benutzung zu Versuchszwecken als Einwand gegentiber einem Anspruch
wegen Patentverletzung (Q 105) [Use for Experimental Purposes as Defense Against a Claim of
Infringement (Q105)], GRUR Int. 1992, 148 et seq., 195 et seq. [hereinafter Chrocziel,
Experimental Use].

383 Clinical Trials I, [1997] R.P.C. 623, 639. Cf. also, BGH, Decision of April 17, 1998 — Clinical
Trials 11,[1998] R.P.C. 423, 438 [hereinafter Clinical Trials 11]; Keukenschrijver, in Rudolf Busse,
Patentgesetz [Patent Act] (2003), Sec. 11 marginal note 17; Kiihnen, /in Rainer Schulte,
Patentgesetz mit Europdischem Patenttibereinkommen [Patent Act and European Patent
Convention], Sec. 11 marginal note 12. See also Wolfgang v. Meibom & Johann Pitz, Experimental
Use and Compulsory License Under German Patent Law, 94 Patent World 27 (1997).

384 See Clinical Trials I, at 639; BGH, June 2, 1984 — Erythronolid, GRUR 1985, 734. See alsov.
Meibom & Pitz, supra note 18, at 28.
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approval of a new indication by the Federal Health Agency were thus held to
constitute experimentation on the patented subject matter and thus exempted from

35 In the later decision Clinical Trials Il, the court extended the

infringement.
experimental use exemption to clinical trials on the patented compound even if they
were not conducted for approval of a new indication as long as the experiments were
directed to eliminating ‘an existing insecurity’.>® This is also the case where
clinical trials are not conducted to find a new indication, but in order to determine the
best form of administration of a pharmaceutical composition (containing the patented
active agent) within a known indication.”®’

Though none of the two decisions explicitly addressed the issue, tests which solely
aim at proving that the substance under testing is bio-equivalent to a known drug are
generally considered to fall outside the scope of the exemption as they are not
directed at finding new information, but merely serve to confirm that one substance
has the same properties as the patented substance, and therefore can no longer to be

qualified as experiments in the meaning of Sec. 11 No. 2 GPA.**®

Limitations to the Experimental Use Privilege

Commercial Purposes

The Clinical Trial jurisprudence clarified that a (further) commercial purpose of the
experiments does not have any influence on their permissibility. In stating that

it cannot matter whether the experiments are used only to check the statements
made in the patent or else to obtain further research results and whether they are
employed for wider purposes, such as commercial interests,”™

385 Clinical Trials I, [1997] R.P.C. 623, 638. Cf. Cornish, supra note 13, at 753 (expecting the other
European countries to follow the approach of the German Federal Court of Justice in the Clinical
Trials decisions.)

386 Clinical Trials 11, [1998] R.P.C. 423, 433

387 [d. at 435-36. See also Keukenschrijver, inBusse, supra note 18, Sec. 11 marginal note 18.

388 Cornish, supra note 13, at 753; Joseph Straus, On the Admissibility of "Biological Equivalence
Tests"” During the Patent Term for Obtaining a Regulatory Approval for Patented Drugs by Third
Parties, AIPPI Journal 1998, 211, 230 et seq. Reformulating the requirements set forth in the
Clinical Trials decisions, academics defined ‘experiment” as necessarily presupposing the
existence of uncertainty. See Rolf Pietzcker, Patentrechtliche Fragen bei Klinischen Versuchen -
eine Erwiderung [Questions of Patent Law relating to Clinical Trials - A Response], GRUR Int.
1995, 319, 320; Hieber, supra note 12, at 441; Wolfgang v. Meibom & Johann Pitz, Klinische
Versuche - eine transatlantische Betrachtung vor dem Hintergrund der Entscheidung des BGH
"Klinische Versuche I1"[Clinical Trials - A Transatlantic Review in Regard to the Federal Court of
Justice’s decision "Clinical Trials 11"] Mitt. 1998, 244, 248 [hereinafter v. Meibom & Pitz, Clinical
Trials]; Hidero Niioka, Klinische Versuche im Patentrecht[Clinical Trials in Patent Law] 276-278
(2003). See also Andreas van der Merwe, Experimental Use and Submission of Data for
Regulatory Approval, 31 11C 380, 380 (2000).

389 Clinical Trials I, at 639. See also Clinical Trials 11, at 431 (the mere fact that the results
obtained by the experiments are not solely used for research purposes but ‘above all” serve
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the court clarified that research performed by universities or non-profit institutions is
subject to the same standards and does not enjoy a broader privilege than research
conducted by commercial enterprises or research that is focused on commercial
applications.™’

Nevertheless, the exemption does not extend to experiments with a patented invention
which are not directed at obtaining technical information, but solely to gather
information necessary for a commercial or entrepreneurial decision, i.e. where the
experiments are no longer directed to ‘the further elucidation of the conditions, effects,
applicability, and producibility of the object of the invention, but [to] a clarification of
commercial facts such as the needs of the market, acceptance of prices, and
possibilities of distribution.”*”!

Furthermore, the experimental use defense is inapplicable where the experiments

reach a dimension that can no longer be justified on research grounds, or when they

are aimed at disrupting or hindering the inventor’s distribution of the product.**
Constitutional Guarantee of Property - Art. 14 (1) Basic Law

In Clinical Trials I, the BGH rejected the patentee’s argument that the constitutional
guarantee of property of Art. 14 Basic Law’”® pre-empted an interpretation of Sec. 11
No. 2 GPA that would encompass experiments with ultimate commercial purposes.®”*
The court reasoned that the exemption had been introduced to balance the patentee’s
interest in maximal protection and the public interest in further technical development.
Patentees should not be able to ‘impede or preclude experiments in the research sector
which are necessary for further technical development and have a close connection

with the patented invention’.*””

commercial purposes as well does not render an experiment infringing). Cf. v. Meibom & Pitz,
Experimental use, supranote 18, at 30.

390 Cf. also Scharen, in Georg Benkard, Patentgesetz, Gebrauchsmustergesetz [Patent Law, Utility
Law] (2006), Sec. 11 marginal note 7; Kraler, supra note 17, at 813-815; Kiihnen, /n Schulte,
supra note 18, Sec. 11 marginal note 12; v. Meibom & Pitz, Clinical Trials, supra note 23, at 249;
Henrik Holzapfel, Das Versuchsprivileg im Patentrecht und der Schutz biotechnologischer
Forschungswerkzeuge [Patent Law's Experimental Use Privilege and the Protection of
Biotechnological Research Tools] 205-07 (2004) [hereinafter Holzapfel, Experimental us€];
Chrocziel, Use of Inventions, supranote 17, passim; Chrocziel, Experimental Use, supra note 12,
at 205.

391 Clinical Trials 11, at 433 et seq.

392 /g, at 436.

393 Art. 14 reads: ‘(1) Property and the right of inheritance shall be guaranteed. Their content and
limits shall be defined by the laws. (2)...”

394 Clinical Trials I, [1997] R.P.C. 643 et seq.

395 /d. at 643.
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That a product patent reserves all possible uses to the proprietor irrespective of
whether the patentee realized the individual possibilities does not require a more
restrictive interpretation because the economic value of the patent will not be
diminished by third parties obtaining patents on specific uses of the invention.
Although the proprietor of the (younger) use patent may exclude the proprietor of the
(older) product patent from using the invention for the specific patented use, she
cannot use it without a license to the product patent either, and the discovery of new
uses rather increases the value of the product patent.*”®

The court’s interpretation of Sec. 11 No. 2 GPA has been upheld by the Federal
Constitutional Court as a permissible interpretation of the limits of the constitutional

guarantee of property.>’

Though patents enjoy constitutional protection as property,
property rights are not guaranteed without limits and, pursuant to Art. 14 (1), 2nd
sentence German Basic Law, the legislator can determine their boundaries.””® The
Federal Constitutional Court held that the experimental use exemption codified in Sec.
11 No. 2 GPA constitutes a permissible limitation of the property rights conveyed by a
patent.399

The court acknowledged that Art. 14 (1) Basic Law guarantees the patentee’s
principle claim to be allocated the economic benefits of his invention as long as
reasons of public interest do not take priority over the interest of the patentee.
Losses directly incurred by the patentee as a consequence of clinical trials have to be
accepted because these losses will be limited if the clinical trials actually are
experiments as defined under the jurisprudence of the Federal Court of Justice.*"
However, disproportional losses could be incurred if the experimental use privilege
were abused by actually exploiting the patented compound, and an extension of the

privilege to such cases would violate the constitutional guarantee of property under

Art. 14 (1), 1% sentence Basic Law.*"!

3% /g, at 644.

397 BVerfG, 1 BvR 1864/95 — Klinische Versuche [Clinical Trials], GRUR 2001, 43.
398 Id

39 /d. at 44.

400 /g at 45.

401 Id

85



Application to Research Tools

General Remarks

Although no higher court decision explicitly addressed the question, whether and how
far the use of a patented research tool may be exempted from infringement under Sec.
11 No. 2 GPA, the rationale underlying the Clinical Trial cases establishes a clear line
of demarcation. Undoubtedly, experiments on research tools are exempted from
infringement, i.e. any experiment directed at obtaining new information on a patented
research tool is exempted from liability.

On the other side, as the German Federal Court of Justice explicitly stated in Clinical
Trials 1, the experimental use exemption does not extend to uses ‘which make the

invention the means for experimental acts.”*’*

As a consequence, the experimental
use exemption Sec. 11 No. 2 GPA has to be interpreted as not extending to the use of
a research tool according to its patented purpose, €.g. when it is used to identify other
useful compounds or to elucidate their properties.***

The Federal Constitutional Court’s reasoning in rejecting the challenge to the Clinical
Trials | decision clearly suggests that extending the exception to the use of research
tools would no longer be reconcilable with the constitutional guarantee of property.
Permitting experiments with biotechnological research tools under the experimental
use exemption of Sec. 11 No. 2 GPA would permit the full exploitation of the patented
invention because the research tools would be used for the very purpose that merited
the grant of the patent. The economic effect of such extension would be quite
different because the information obtained by experimenting with the research tool —
contrary to information obtained from experiments on the patented invention — does

not enhance the value of the research tool patent. The owner of a patented research

tool does not benefit from a successful market approval of the final drug/product as it

402 Clinical Trials I, [1997] R.P.C. 623, 641-42 (emphasis added). Cf. also LG Berlin, GRUR 1985,
375, 376 — Klinischer Test, where the court determined with respect to the exemption of the
predecessor provision Sec. 6 GPA that the use of the drug Nifedipin in experiments for the
development of a different drug is not exempted as it is not used in an experiment on Nifedipin,
but solely impermissible use with Nifedipin.

403 Rudiger Wolfrum et al., Die Gewdhrleistung freier Forschung an und mit Genen und das
Interesse an der wirtschaftlichen Nutzung ihrer Ergebnisse, 65 et seq. (2002) [The Guarantee of
Free Research on and with Genes and the Interest in the Economic Exploitation of its Results];
Niioka, supra note 23, at 341-346; Holzapfel, Experimental Use, supra note 25, at 327 et seq.;
Chrocziel, Experimental Use, supra note 17; Joseph Straus, Zur Zuldssigkeit klinischer
Untersuchungen am Gegenstand abhéngiger Verbesserungserfindungen [The Admissibility of
Clinical Trials on Dependent Improvement Inventions], GRUR Int. 1993, 308, 311; v. Meibom &
Pitz, Clinical Trials, supranote 23, at 247.
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regularly will not be covered by his patent.

The Federal Constitutional Court considered the patentee’s participation in the
economic value of a dependent invention justified because the dependent invention
was made possible only through the (experimental) use of her original invention. It
constitutes a kind of compensation for the patentee’s having to tolerate the
experimental use of his invention and ensures that the ‘economic value of the product
patent remains allocated to its owner as principally required under Art. 14 (1) Basic

Law’ 404

Following the rationale of the Clinical Trials decisions and the limitations
imposed by Art. 14 (1) Basic Law, the use of research tools does not constitute a

permissible act under Sec. 11 No. 2 GPA.*?®
Simultaneous Gathering of Information on Tool and Compound

Especially in biotechnology, the use of research tools in experiments may yield not
only information on the compound under testing, but also on the research tool itself.
For example, screening with a receptor or a pharmaceutical compound will also yield
information on the binding characteristics of the receptor respectively on the
biologically active regions of the patented compound. Consequently, it has been
argued that the distinction between ‘research on’ and ‘research with’ becomes blurred
and does no longer allow a distinction in such cases because the experiments at least
also will yield information that relate to the subject matter of the invention — the
research tool.*”®  While this argument can certainly be made, it is solely result-based
and neglects an inquiry into the purpose of the respective experiments. Where the
experiments are directed at obtaining information about another molecule, the
research tool is nonetheless used according to its technical teaching whose

commercial exploitation has been allocated to the patentee by virtue of the patent

404 BVerfG, GRUR 2001, 43, 45 — Clinical Trials.

405 Henrik Holzapfel, Die patentrechtliche Zuladssigkeit der Benutzung von Forschungswerkzeugen
[The Admissibility of the Use of Biotechnological Research tools under Patent Law], GRUR Int.
20086, 10, 16 [hereinafter Holzapfel, Research Tools]; Holzapfel, Experimental Use, supra note 25,
at 330. A different conclusion may be reached for dual purpose research tools, where the final
pharmaceutical product would fall into the scope of the research tool patent because the patentee
could still stop the use of the pharmaceutical product, meaning that the patent would not yet be
stripped of any value. /d. Cf. also Trevor Cook, A European Perspective as to the Extent to
Which Experimental Use and Certain Other Defences to Patent Infringement, Apply to Differing
Types of Research 135-136 (2006) who concludes that the distinction laid down by the Clinical
Trials jurisprudence provides the most appropriate framework for the application of the
experimental use defence also with regard to research tools.

406 Alan W. White, Problems of Patents for Research Tools, 4 Bioscience L. Rev. 138 (1998/1999);
Bernhard Fischer, Germany: Reach-through claims and experimental use, Managing Intellectual
Property, Supplement - IP Strategy Yearbook 2001, at 10. But see Holzapfel, Experimental Use,
supra note 25, at 328-29.
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grant.  Exempting these uses under the experimental use exemption would
completely eviscerate the economic value of patents for pure research tools, and
appears to constitute a clear violation of Art. 14 (1) GPA.*’

It has been argued that the situation has to be appraised more differentiated with

regard to dual-purpose research tools.**®

As the exploitation for purposes outside the
scope of Sec. 11 No. 2 GPA remains reserved to the patentee, the economic
encroachment on the patentee’s rights may be considerably smaller, especially when
the patented molecule has a therapeutic application. It is argued that the exemption
should extend to such situations as the negative impact for the patentee would
regularly be negligible in view of the much more lucrative market for therapeutic
purposes and justifiable in view of outweighing public interests.*” Only where the
pharmaceutically active molecule is used for screening as part of industrially
manufactured test kits, €.g. to screen cells to verify the existence of certain receptors,

as one could no longer faithfully argue that information on the molecule is being

collected, and thus, such uses should not fall under the experimental use exception.*'’
Comment

Even under the premise that the use of the invention will also yield information on the
patented research tool, using the economic impact on the patentee as the decisive
criteria neglects the necessary inquiry into the purpose of the experiments, I.e.
whether the experiments are directed at obtaining information on the patented
research tool or whether they are directed at obtaining information on the
compound(s) under testing with any information on the research tools being only
ancillary benefits. Under the rationale of the Clinical Trials decision, it would seem
that such an encroachment on the patentee would no longer be justifiable under the
experimental use defence.*!

Furthermore, an approach that would ultimately determine the permissibility of

407 Cf. also Holzapfel, Research Tools, supra note 40, at 14 (with regard to the use of a receptor for
screening).

408 Holzapfel, Research Tools, supra note 40, at 15.

409 /d. at 15. (Scenario 2) Holzapfel recognized that such extension would not be conforming to the
European patent law doctrine of absolute product protection, but are nevertheless to be accepted
as that doctrine should be relativized with respect to the experimental use exemption, /d. at 12-13.
Under that doctrine, the scope of a patent for a product extends to all use of the product, whether
they have been disclosed in the patent or not. See BGH, March 14, 2003 — /midazoline, GRUR
1972, 541; EPO, Enlarged Board of Appeal, December 11, 1989 G2/88 — Friction Reducing
Additive/MOBILE OIL I1l. See also Keukenschrijver, inBusse, supra note 18, Sec. 9 marginal
note 51.

410 Holzapfel, Research Tools, supra note 40, at 15.
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experiments depending on the relative negative impact on the patentee would
disregard that this impact can significantly change. For example, when a new (first)
therapeutic application is found for the patented research tool, the value of the patent will
significantly increase and the profits lost by exempting the use of the research tool
would relatively decrease. On the contrary, should the patent for a therapeutic
molecule be restricted to cover only its use as a research tool, the relative lost profits
would significantly increase and the economic value of the patent be practically
eviscerated. In both cases, the absolute losses of the patentee for not being able to
market his invention as research tool would be the same. A case-by-case
determination based on how far exempting the use of the research tool would
diminish the economic value of the patent seems impractical and would yield
inconsistent results, respectively would have to be consistently re-evaluated, which
would introduced a further element of uncertainty. Furthermore, as a practical
matter, such differentiation would be easy to circumvent by filing for an
additional/separate patent which is solely directed to the use as research tool.

The general rule should remain that the use of a research tool for research purposes —
I.e. as a means of the experiments in accordance with its technical teaching — should
not be exempted even when dual-purpose research tools are used. = Where
information is simultaneously obtained both on the research tool and on the
compound under experimentation, the distinction between permissible and
impermissible uses must be made based on a subjective inquiry into the purpose of
the experiments. The question has to be asked (and answered) whether the
experiments are (primarily) directed at gathering information on the research tool or
on another compound. The Federal Court of Justice has recognized that according to
its wording, Sec. 11 No. 2 GPA ‘is concerned not with particular types of act but
exclusively with the purpose of the acts in question’.*’> That the purpose of the
experiments — thus a subjective element — can be decisive is explicitly acknowledged
in Clinical Trials I1:

The same would be considered to be case if experiments are carried out with the
purpose of persistently disturbing or hindering the inventor's distribution of his
product. In such cases the research does not serve the purpose of technological
progress, rather it serves as a means for the accomplishment of competitive
purposes.*”

41 Cf. Clinical Trials 11, at 436.
412 Clinical Trial I, at 638 (emphasis added).
413 Clinical Trials 11, at 436.
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The Decision of the District Court Dusseldorf

Although German appellate courts have yet to decide a case on experimental use
involving the use of a research tool, the principles set forth in the Clinical Trials
decisions are clear and have been applied accordingly by a trial court in 2003 when it
was faced with such situation.”'* In the German part of the infringement
proceedings between Bayer and Housey with respect to the use of their patented
screening process, the District Court Diisseldorf rejected Bayer’s argument that their

use of the invention was exempted under Sec. 11 No. 2 GPA.
Facts

Housey owned the European Patent EP 403506, relating to a method for screening of
protein-inhibitors and -activators. Simplified, the screening process involved several
steps: In a first step, a modified cell line is created which expresses the protein of
interest and which exhibits a phenotypic response to the protein. The modified cell
line has a lower level of expression and a lesser degree of phenotypic response
compared to the original cell line. Agents are applied to both cell lines; based on a
comparison of their phenotypic responses it can be determined whether the agent is an
inhibitor or activator of the protein of interest.*'”

The district court determined that Bayer used the patented process to identify whether
a compound inhibits or activates a protein of interest. Its studies were targeted at
generating a new cell line for the characterization of different types of sGC activators
in a well defined cellular environment; the created cellular system was described as ‘a
new screening system for the search of new types of activators of sGC’.*'°

The court rejected Bayer’s argument that use of the process to determine whether
certain compounds can be used for activating or inhibiting soluble Guanylatcyclase
(sGC) did not constitute screening as claimed in the plaintiff’s patent. Likewise, it
rejected the argument that the experiments were solely directed at establishing cell
lines without using the invention. The court determined that the experiments had the

(additional) purpose to analyze the characteristics of certain activators of sGC which

414 | andgericht Dusseldorf [LG] [District Court Disseldorf], 4a O 362/02, Decision of October 28,
2003 (unpublished), available at http://cip.bravo771.serverdyou.de/www/ddorf_entsch/?q=node/395
(last accessed January 3, 2008).

415 | G Dusseldorf, 4a O 362/02, at I. For details on the invention and on the parallel proceedings
in the U.S., see Bayer AG v. Housey Pharmaceuticals, Inc., 340 F.3d 1367 (Fed. Cir. 2003).
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were known only from cell-free systems.*'’

After a detailed claim analysis, the court
found that the procedure used by the defendant and described in the defendant’s

publication realized all elements of the claimed invention.
Rejection of the Experimental Use Defence

After establishing that Bayer made use of the patented process, the court rather
summarily rejected the defendant’s argument that such use was privileged under Sec.
11 No. 2 GPA.*'® As Bayer had used the patented method as means of their
screening process, thus in accordance with the patented purpose, it determined that
the experimental use privilege did not apply.*'®  Citing the Federal Court of Justice’s
decision Clinical Trials | it stated that permissible uses under Sec. 11 No. 2 German
Patent Act must be directed at obtaining information on the patented invention.
Experiments that make the patented invention the means of the experiments cannot
benefit from the privilege as the use of the invention occurs in accordance with the
purpose of the patented invention and no longer for experimental purposes.**’
Accordingly, the court rejected the experimental use privilege as Bayer used the
process according to its patented purpose as a means to identify inhibitors and

activators of a protein of interest, namely sGC.

The Regulatory Review Exemption of Sec. 11 No. 2b GPA

As described in the preceding part, the distinction between experiments ‘on’ and
‘with’ the patented invention is settled law in the context of the experimental use
exemption. No case law exists with respect to the regulatory review exemption
which was introduced to implement the European Directive 2004/27/EC.*'

The German experimental use exemption and corresponding provisions in most
European countries have generally been interpreted as not allowing experiments to
prove bioequivalence. Such experiments were deemed as not being directed at

obtaining new information on the patented compound but merely at confirming that

416 |G Dusseldorf, 4a O 362/02, at I1.

417 Id

418 Id

419 Id

420 Id

421 Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004,
amending Directive 2001/83/EC on the Community code relating to medicinal products for human
use, O.J. L 136, 30.4.2004, p. 34. The directive had to be implemented into national laws by
October 30, 2005.
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the generic product had the claimed properties.**?

This restrictive interpretation stifled competition between original and generic drug
manufacturers and forced manufacturers to conduct the required testing for drug
approval abroad. The generic sector lobbied for the introduction of a regulatory
review exception after the Supplementary Protection Certificate had been established

in 1993, and was supported by the European Parliament. **

The European
Commission softened its position only after the WTO complaint against Canada had
been resolved,”* and, in order to secure a sufficient supply of inexpensive drugs and
to allow generic drug producers to conduct the required experiments within Europe, it
proposed an amendment of the Directive 2001/83/EC on the Community code relating
to medicinal products for human use which was eventually adopted with some
amendments as European Directive 2004/27/EC.**  Besides harmonizing and
streamlining the drug approval process for generic drugs in Europe, the directive
introduced a new Bolar-type provision in amended Art. 10 (6), stipulating that studies
and trials necessary for generic drug approval and ‘consequential practical

9426

requirements are not to be regarded as ‘contrary to patent rights or supplemental

protection certificates for medicinal products’.**’
The German legislator implemented the exemption in Sec. 11 No. 2b German Patent
Act which now exempts from the effect of the patent

[s]tudies and trials and the consequential practical requirements necessary to
obtain a permission to market in the European Union or to obtain an
authorization in the Member States or in third countries according to the

422 Cf. supra, note 388.

423 European Parliament Resolution A4-0104/96(1) of April 16, 1996 on ‘Industrial Property for the
Pharmaceutical Sector”, OJ EC C 141, 13.5.1996, p.63. See also Cook, supra note 40, at 49 et seq.

424 \NT/DS/114, Canada — Patent Protection of Pharmaceutical Products.

425 Council Directive 2004/27/EC, O.J. (L 136) 34 (EC).

426 The ‘consequential practical requirements” were included to clarify that the submission of
documents and samples to the drug approval authorities were comprised by the experimental use
defence, Common Position (EC) No. 61/2003, (2003/C 297 E/02) (OJEC 297 E, 9.12.2003 p.41)
paragraph 11:

Amendment 134 relating to the so called Bolar clause on patent protection has been
accepted in principle except the part referring to products for exports. In relation to
submission of applications and granting of an authorisation, the Council believes that these
activities, being of an administrative nature, will not infringe patent protection. The Council
and the Commission have underlined this in a joint statement (1). Thus, it is neither
necessary nor appropriate to include those activities in a provision on exemptions from
patent protection. As concerns the submission of samples, this will be covered by the
addition agreed by the Council: ‘and the consequential practical requirements’.

427 Art. 10 Vl reads: ‘Conducting the necessary studies and trials with a view to the application of
subsections 1, 2, 3 and 4 and the consequential practical requirements shall not be regarded as
contrary to patent rights or to supplementary protection certificates for medicinal products.”
Subsections 1, 2, 3 and 4 specify the data which has to be submitted for drug approval process in
case of generic drugs.
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effective pharmaceutical regulations.***

The broad wording of the provision does not expressly limit the exception to studies
and trials on the patented subject matter, which could be (mis-)understood as
exempting from infringement the use of any patented invention including the use of
research tools, if they are used for experiments necessary for the drug approval

process.”””  However, the better arguments favor a more restrictive interpretation.

Legislative history

The legislative history of Sec. 11 No. 2b GPA and of its European root give no
indication that the provision should extend to the use of research tools. Whenever
the legislator discussed the necessity to exempt generic drug manufacturers during
clinical trials, reference was only made to the patent or supplementary protection

certificate on the original product.**°

Furthermore, the provision has to be
interpreted in the systematic context of the experimental use exemption of Sec. 11 No.
2 GPA and thus — due to the absence of any diverging intent of the legislator — has to
be read consistent with the Clinical Trials jurisprudence limiting the exception to

431

experiments on the patented subject matter. At last, an extension to research tools

would violate Art. 14 (1) Basic Law for the reasons given supra with respect to Sec.
11 No. 2 GPA.*?

The Plant Breeders’ Exemption of Sec. 11 No. 2a GPA

With the implementing the Biotech Directive into German law, the legislator

428 The provision has been introduced as part of the 14. Law amending the German
Pharmaceuticals Act and entered into force on September 6, 2005. The legislative proposals
referred to the provision as a ‘Roche-Bolar-Rule.” See BT-Drs. 15/5656 at 1-3, 75-77; BT-Drs.
15/5316, at 1-3, 31-34.

429 See Holzapfel, Research Tools, supra note 40, at 16.

430 Cf. with respect to the European’s provision the Commission Proposal for a Regulation of the
European Parliament and of the Council laying down Community procedures for the
authorization and supervision of medicinal products for human and veterinary use and
establishing a European Agency for the Evaluation of Medicinal Products, COM (2001) 404 final,
at 72, 130, 197 (Nov. 26, 2001) (provision allows the testing required ‘prior to the expiry of the
originator product's period of patent protection). With respect to the German provision, compare
the Legislative Proposals BT-Drs. 15/5316, at 31, 48 and BT-Drs. 15/5656, at 18 as well as the
Final Report of the Committee for Health and Social Security, BT-Drs. 15/5728, at 84.
Furthermore, the amendment is not found in legislation directed at amending the German patent
law, but in a revision of the medicinal laws, which suggests that the legislators were concerned
with the patents covering medicinal products and not with any other patent affected during the
clinical trials. See Esther Pfaff, “Bolar” Exemptions - A Threat to the Research Tool Industry in
the U.S. and the EU?, 38 11C 258, 270-71 (2007).

431 See Holzapfel, Research Tools, supra note 40, at 16; Pfaff, supra note 65, at 271-72. Cf. also
Cook, supranote 40, at 52 et seq.
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introduced Sec. 11 No. 2a GPA to alleviate concerns of plant breeders.”® The plant
breeders feared that the patenting of biological materials would de facto negate the
breeders’ exemption under the Plant Variety Protection Act.”* Consequently, the
International Seed Foundation demanded:

Therefore ISF considers that a commercially available variety protected only by
Breeders’ Rights and containing patented elements should remain freely available
for further breeding. If a new plant variety, not an essentially derived variety
resulting from that further breeding, is outside the scope of the patent’s claims, it
may be freely exploitable by its developer. On the contrary, if the newly
developed variety is an essentially derived variety or if it is inside the scope of
the patent’s claims, a consent from the owner of the initial variety or of the patent
must be obtained.”**

The newly introduced Sec. 11 No. 2a GPA exempts from the effect of a patent
‘the use of biological material for the purpose of breeding, discovering and
developing a new plant variety’.

The provision has been introduced into the German Patent Act to regulate the conflict
of patent protection and plant variety protection with regard to the development of
new plant varieties. Though introduced by the Law Implementing the Directive on
the Legal Protection of Biotechnological Inventions,”® a comparable provision is
absent from the directive. The German legislator intended to prevent any
unreasonable barriers to the development of new plant varieties which make use of
patent protected biological material.*’

The wording seems to suggest that the provision allows any use of patented biological

material for the purpose of developing a new plant variety.”® Consequently, the

scope of the exemption has been criticized as going beyond the necessary as it applies

432 Cf. supra, 0.

433 Art. 1 No. 7 of the Law Implementing the Directive on the Legal Protection of Biotechnological
Inventions, 2005 BGBI. I, 146 [Gesetz zur Umsetzung der Richtlinie tGber den rechtlichen Schutz
biotechnologischer Erfindungen vom 21.1.2005].

434 Cf. Sec. 10(a)(1)(3) German Plant Variety Protection Act [Sortentschutzgesetz] of December 19,
1997 and Art. 15(c) Regulation (EC) No. 2100/94 on Community Plant Variety Rights (CPVR) of 17
July 1994.

435 International Seed Federation, 2003, Position; quoted from Michael A. Kock et al., The Legal
Protection of Plant-Biotechnological Inventions and Plant Varieties in Light of the EC Biopatent
Directive, 37 11C 135, 151 footnote 113 (2006).

436 Art. 1 No. 7 of the Law Implementing the Directive on the Legal Protection of Biotechnological
Inventions, 2005 BGBI. I, 146 [Gesetz zur Umsetzung der Richtlinie tGber den rechtlichen Schutz
biotechnologischer Erfindungen vom 21.1.2005].

437 Cf. Draft of a Law Implementing the Directive on the Legal Protection of Biotechnological
Inventions of October 15, 2003, BT-Drs. 15/1709, p. 9 note 1.

438 Michael Haedicke, Die Harmonisierung von Patent- und Sortenschutz im Gesetz zur
Umsetzung der Biotechniologie-Richtlinie [The Harmonisation of Patent and Plant Variety
Protection in the Law Implementing the Biotechnology Directive], Mitt. 2005, 241, 244.
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‘not only to the genetic background of a patent-protected plant but also to the subject
of the patent per se’, and as amounting to a de facto compulsory licence at no cost.*’

However, the systematic context of Sec. 11 No. 2a GPA as having been introduced
next to Sec. 11 No. 2 GPA where the exemption is limited to experiments on the
patented subject matter warrants a limited interpretation.**” Though the provision
allows the use of patented biological material, it should be interpreted as allowing the
use only where it is being used as part of the intended new plant variety, and should
not allow its use as research tool which is not intended to become part of the newly

developed plant variety.*"!

To be read consistent with the case law interpreting Sec.
11 No. 2 GPA, the provision should be read as allowing ‘the use of biological material
for the purpose of breeding, discovering and developing a new plant variety where the
biological material is intended to become part of the new plant variety’.***

The suggested (restrictive) interpretation would fully address all concerns of the plant
breeders, while at the same time keeping limited the encroachment on the patent

rights.

Practical Relevance of the Exemptions with Regard to the Use of Research Tools

Gold and Gallochat**?® describe two schools of thought for the interpretation of the
experimental use defense with respect to biological materials. Whereas the second
approach corresponds to the existing state of the law outlined in the previous
paragraphs, the more comprehensive first approach would permit any research using
DNA sequences except for using the DNA sequence to commercially manufacture a

d.***  The Nuffield Council on Bioethics assumes that the existing experimental

g00
use defenses do not extend to the use of research tools when it recommends:

5.45 ... The knowledge embodied in patents claiming DNA sequences should, in our view, be
freely available for all scientists to apply in the pursuit of non-commercial research. We

439 Cf. Proposed amendment of draft Sec. 11 No. 2a GPA, submitted by the German Liberal Party,
cited in the Recommendation and Report of the Judiciary Committee of the German Federal
Parliament of December 1, 2004, BT-Drs. 15/4417 p. 7; Kock et al., supra note 70, at 152.

440 This is explicitly acknowledged by Kock et al., supra note 70, at 152.

441 Cf. Scharen, inBenkard, supra note 25, Sec. 11 marginal note 9, who considers the general
principles developed under the case law on Sec. 11 No. 2 GPA with regard to the element of
finality also applicable with regard to the interpretation of ‘purpose of” in Sec. 11 No. 2a GPA.

442 Another proposal for a different wording altogether which would nevertheless take into account
the interests of the plant breeders had been discussed in the parliamentary hearings on
September 9, 2004: ‘The effect of the patent does not extend to ... the use of biological material
that is released commercially by the patentee or with his consent for the purpose of breeding,
discovering and developing a new plant variety'. See Kock et al., supra note 70, at 153.

443 E. Richard Gold & Alain Gallochat, The European Biotech Directive: Past as Prologue, 7
European L.J. 331 (2001)

444 [d. at 358 without further references.
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recommend that the ‘research exemption’ is given a statutory basis in the US and clarified
in Europe by policymakers as a matter of urgency. We recognise that when such knowledge
from an existing patent is used for commercial purposes, the researcher is obliged to acquire a
licence from the patent owner. However, as we have seen, several thousand patents which assert
rights over DNA sequences have already been filed and may yet be granted (paragraph 5.33). The
need to seek multiple licences for many such sequences may hinder research and development.
We further recommend that companies work together to extend the concept of the “research
exemption’ throughout industry for DNA sequences which appear in patents and which
have a use in research.**’

In Germany, the Deutsche Forschungsgemeinschaft (DFG) had submitted a proposal

for the broadening of the experimental use privilege to exempt (at least) the use of

446

inventions as a tool to conduct research on other objects. However, the proposal

of one of the most eminent German research foundations has not found a wide echo
among users or legal scholars. The lack of case-law and legal scholarship suggests
that access to research tools is not perceived as a real problem in Germany.
Furthermore, the fact that —contrary to the situation in the U.S.**’— the introduction of
a liability rules concept with respect to the use of patented research tools has been

neither proposed nor intensively discussed by German patent scholars, also suggests

that the scope of the exemption is considered to be adequate.***

The German section in the OECD Study on Genetic Inventions noted several reasons
why the situation is not perceived as problematic:

Some research tools are staple goods, like enzymes, which can be purchased
without declaring their intended use. Moreover, it is difficult to detect
infringement of research tools which are used behind laboratory doors. While
endproducts may be suspected of having been developed using a patented
research tool, many biotechnology companies do not yet have such
commercialised products, making it difficult to claim infringement. Public
research bodies claim that their staff members are often unaware of the legal
implications of using patented research tools. However, fear of litigation is
low in the public sector, as research institutions usually generate no revenue
through the use of the research tool and thus the patent owner has little
incentive to sue. In short, many groups act as if an “informal research
exemption” exists for the use of patented research tools.**

445 Nuffield Council on Bioethics, The ethics of patenting DNA: a discussion paper 61 (2002)

446 Deutsche Forschungsgemeinschaft, Senatskommission flir Grundsatzfragen der Genforschung,
Mitteilung 1 — Genforschung - Therapie, Technik, Patentierung 32, 38 (1997). Incidentally, both
the DFG’s proposal as well as the proposal by the Nuffield Council on Bioethics assume that the
use of research tools in experiments would not be permissible under the current state of law.

447 Cf., e.g., Derzko, supra note 2; Rebecca S. Eisenberg, Patents and the Progress of Science:
Exclusive Rights and Experimental Use, 56 U. Chi. L. Rev. 1017, 1078 (1989); Irving N. Feit,
Biotechnology Research and the Experimental Use Exception to Patent Infringement, 71 J. Pat. &
Trademark Off. Soc'y 819, 840 (1989).

448 Holzapfel analyzes the concepts proposed in the U.S. and rejects them both as violating Art. 14
Basic Law and Art. 27 (1) and 30 TRIPS and as impractical, especially in view of the problems of
determining an adequate remuneration. See Holzapfel, Experimental Use, supra note 25, at
332-348.

449 OECD, Genetic Inventions, Intellectual Property Rights and Licensing Practices 47-48 (2002);
Joseph Straus et al., Genetic Inventions and Patent Law 25 et seq. (2004).
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4. Compulsory Licensing

Though a compulsory licensing provision has been introduced into German patent law

450
1

already in 19117, it has been applied only sparingly. In the period of 1961 to 2003,

only 12 applications for a compulsory license have been filed at the competent

German Federal Patent Court.*!

Only one compulsory licence has been granted
after 1945,% but subsequently has been revoked by the German Federal Court of
Justice.*”?

The low number of applications has been ascribed to the high threshold of public
interest required under Sec. 24 (1) No. 2 GPA.** However, most commentators
view the impact of compulsory licensing provision not as much in their actual
application, but in their mere existence, i.e. in their potential application which
strengthens the bargaining position of the license-seeker.*>

The compulsory licensing provisions have been completely revised in 1998 to comply
with the requirements of the TRIPS agreement™’. Since then, the German Patent
Act provides for two different kinds of compulsory licensing: compulsory licensing in
the public interest in Sec. 24 (1) GPA and for compulsory licensing in case of
dependent patents in Sec. 24 (2) GPA. Subsection 3 applies the requirements of
Subs. 2 mutatis mutandis to cases where the exploitation of a plant breeders right

would infringe a patent. Subsections 4 to 7 stipulate additional requirements

corresponding to those of Art. 31 lit. ¢) to lit. h) TRIPS. **’

450 Rogge /n Benkard, supra note 25, Sec. 24 marginal note 1; Dietrich Scheffler, Monopolwirkung
und Informationsfunktion von Patenten aus heutiger Sicht [Monopoly Effect and Informatory
Function of Patents from Today’s Point of View], GRUR Int. 1989, 798.

451 Astrid Buhrow & Jan Nordemann, Grenzen ausschlieSlicher Rechte geistigen Eigentums durch
Kartellrecht (Q187) [Limitations on exclusive IP rights by competition law], GRUR Int. 2005, 407,
409. For statistics of earlier periods, cf. Siegfried Greif, Austibungszwang fiir Patente -
Okonomische Mdglichkeiten und Grenzen unter besonderer Berticksichtigung der
Entwicklungsldnder [Requirement of Use for Patents — Economic Possibilities and Limitations
Under Special Consideration of Developing Countries], GRUR Int. 1981, 731, 733.

452 BPatG, June 7, 1991, 3 Li 1/90 — Compulsory Licence, GRUR Int. 1994, 98 (=BPatGE 32, 184).

453 BGH, December 12, 1995, X ZR 26/92 — Polyferon, 28 11C 242 (1997). See infra, 0

454 Andreas Heinemann, /mmaterialgliterschutz in der Wettbewerbsordnung. eine
grundlagenorientierte Untersuchung zum Kartellrecht des geistigen Eigentums [Protection of
Intangible Goods in the Competition Order: A Fundamental Analysis on the Anti-Trust Law of
Intellectual Property] 183 et seq. (2002); Scheffler, supra note 85, at 99 et seq. The notion of
‘public interest” also recurs in the form of ‘interest of public welfalre’ as a requirement for a grant
of an exploitation order for government use under Sec. 13 GPA.

455 Anna-Maria Schieble, Abhdngige Genpatente und das Institut der Zwangslizenz [Dependent
Gene Patents and the Instrument of Compulsory Licensing] 158 et seq. (2005); Kraler, supra note
17, at 619; Schwendy, /in Busse, supra note 18, Sec. 24, marginal note 16.

456 Art. 2 No.5 of the Second Law Amending the German Patent Act of July 16, 1998, BGBI. I, S.
1827.

457Subsections 3 to 7 read:
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Compulsory licensing in public interest — Sec. 24 (1) GPA

Sec. 24 (1) GPA reads:

A non-exclusive authorization to commercially exploit an invention shall be
granted by the Patent Court in individual cases in accordance with the following
provisions (compulsory license) if
1. the applicant for a license has unsuccessfully endeavored during a
reasonable period of time to obtain from the patentee consent to exploit
the invention under reasonable conditions usual in trade; and
2. public interest commands the grant of a compulsory license.

The provision imposes two requirements for compulsory licensing in the public
interest, namely a) that the licensee unsuccessfully attempted during a reasonable
period of time to secure a contractual license under reasonable conditions, and b) that
the grant of the licence is commanded by the public interest. The restrictive element is

requirement of the “public interest’.

The Requirement of Public Interest

The notion of public interest is an indefinite legal term which has not been
concretized in the German Patent Act, neither with regard to what constitutes a public
interest nor with regard to when a public interest is sufficiently high to warrant the
grant of a compulsory licence. Like any general term, it is subject to change and its
interpretation is decisively influenced by socio-political assessments and the

8

economic situation of the respective times.*® In Polyferon, the BGH stated.

There can be no universally valid definition of public interest. On the contrary, this term, like
any general term, is subject to change. The assessment of the balancing of the interests of the

(3) Subsection 2 applies mutatis mutandis when a plant breeder is unable to attain or exploit a plant
breeder’s certificate without infringing a patent of earlier date

(4) A compulsory license under subsection (1) may be granted for a patented invention in the field of
semi-conductor technology only if such grant is necessary to remove an anti-competitive practice on the
part of the patentee that has been established in judicial or administrative proceedings.

(5) If the patentee does not use the patented invention or does not use it predominantly in Germany,
compulsory licenses under subsection (1) may be granted to ensure an adequate supply of the patented
product to the domestic market. Importing shall be deemed to constitute use of the patent in Germany in
such case.

(6) The grant of a compulsory license in a patent shall be permissible only after the grant of the patent. It
may be granted subject to restrictions and made dependent upon conditions. The scope and duration of
use shall be restricted to the purpose for which they have been permitted. The patentee shall be entitled
to remuneration from the holder of a compulsory license that shall be commensurate with the
circumstances and shall take into consideration the commercial value of the compulsory license. In the
event of a significant change, with respect to the repeated remuneration that will become due in future,
in the circumstances on which the determination of the amount of the remuneration was based, each
party shall be entitled to require a corresponding adjustment. If the circumstances on which the grant of
a compulsory license was based no longer apply and if it is unlikely that they will reoccur, the patentee
may require the withdrawal of the compulsory license.

(7) A compulsory license in a patent may only be transferred together with the enterprise concerned by the
exploitation of the invention. A compulsory license in an invention that is the subject matter of a patent of
earlier date may only be transferred together with the patent of later date.

458 BPatGE 32, 184, 189 — Compulsory Licence.
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patent holder and of the general public is subject to varying points of view [citations omitted].
The decision depends entirely on the circumstances of the individual case [citations omitted].
Public interest cannot be established merely on the basis of the exclusive position enjoyed by
the patent holder, even if the latter enjoys an actual monopoly on the market. As a reward for
the publication of his invention and the efforts, risk and costs involved, the patent holder is
granted by law an exclusive right which he is able to exploit irrespective of the competitive
position. For this reason, public interest can only be affected if there are particular
circumstances that subordinate the unrestricted recognition of the patent holder's exclusive
right and interests to the interest of the general public in the exploitation of the patent by the
party seeking a license. Only then is there justification for a major impairment of the patent
holder's rights against his will in the form of a compulsory license.**’

A decision on the grant of a compulsory licence has to take into consideration all

circumstances of the particular case and carefully weight the legitimate interest of the

% Individual interest such as the

patentee against the interests of the general public.*®
specific interests of the licence applicant cannot be taken into consideration.*' In
particular, the mere strengthening of the competitive position of the licensee is

insufficient; ***

to the contrary, the applicant has to show that the grant of a
compulsory licence to the particular applicant is demanded by the public interest.*"’
However, that the applicant for a compulsory licence additionally pursues his own
financial interests does not negatively impact the decision.***

Prior to 1945, courts have assumed public interest for the grant of a compulsory
licence, inter alia, in order to avert danger to an entire industry sector,’® due to the

need to improve supplies to the domestic market,*®

467

to promote promoted the health

8

of the general public,*’ to improve medical care of the public,*® or to realize proven

advantages for the health protection.*®  Although these reasons have to be
considered with a caveat as a consequence of changed socio-economic

470

circumstances,  the well being of the general public, especially in the field of health

care, has to be taken into due consideration and may in cases of serious illnesses

459 BGH 28 11C 242, 245 (1997) — Polyferon.

460 Schwendy, /in Busse, supra note 18, Sec. 24 marginal note 36.

461 BpatG, December 15, 1995, 3 LiQ 1/95 — Einstweilige Verflgung in einer Zwangslizenzsache,
citing BGH, February 12, 1963, la ZB 3/63 (unpublished).

462 Schwendy, /. Busse, supra note 18, Sec. 24 marginal note 41.

463 Schieble, supranote 90, at 162; BPatG, GRUR 1994, 98 — Compulsory L icence.

464 RGZ 113, 115,125.

465 RGZ 83, 9, 14

466 RGZ 93, 50

467 RG GRUR 1930, 177, 179 — Teigauftrageplatte, RG GRUR 1935, 877 — Hygienischer
Splilapparat, BPatG GRUR 1994, 98, 100 — Compulsory Licence.

468 RG GRUR 1935, 877 — Hygienischer Splilapparat

469 /d.; BPatG GRUR 1994, 98, 101 — Compulsory Licence.

470 BGH 28 11C 242, 245 (1997) — Polyferorn, Schwendy, /n Busse, supra note 18, Sec. 24 marginal
note 47.
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justify the grant of compulsory licence to make specific drugs available to patients.*”'
However, unavailability due to high drug prices seems unlikely to be sufficient. In
the past, both the German Federal Patent Court and the German Federal Court of
Justice have rejected granting compulsory licences in order to reduce the costs for the
public health system.*"?

The BGH has established a high threshold for compulsory licensing even with regard
to reasons of public health. It determined that neither the finding of a new (medical)

3

use for an existing drug,*”> nor the approval of the Federal Health Agency (FHA) of a

drug can justify a finding of public interest in itself.*’*

As compulsory licensing
constitutes a significant encroachment on the constitutionally protected exclusive
rights of a patentee, the principle of reasonableness has to be observed. The grant of
a compulsory licence constitutes the ultima ratio and can not be justified where a less
intrusive solution can be found.*”

Consequently, the court revoked a compulsory licence granted by the German Federal
Patent Court as ‘it ha[d] as yet not been found with certainty that there a significant
improvement in the therapeutic possibilities [...] as compared with traditional
medicaments’.*’®  Though the administration of the drug Polyferon arguably resulted
in improved tolerance and absence of serious side effects compared with
second-choice standard preparations, the court found that it did not have any
importance from the medical point of view in the treatment of chronic polyarthritis
compared to the standard medications and thus denied the existence of public
interest.*’’

At last, the court imposed a high burden of proof. It deemed insufficient the
probability that the drug would constitute the only possible method of treatment for a
group of patients, and also the possibility that the administration of the drug would

produce favourable effects and could become the first-choice medication for this

471 BGH 28 11C 242, 246, 248 (1997) — Polyferon, BGH, Decision of March 27, 1974, partially
published by Volker Vorwerk, Probleme der Zwangslizenzregelung [Problems of Compulsory
Licensing] GRUR 1976, 64, 69; Karolina Herrlinger, Die Patentierung von Krankheitsgenen
[Patenting of Disease Genes] 311 (2005).

472 BPatG, BI.F.PMZ 1974, 319 — Valium, GRUR 1996, 870 — Ranitidinhydrochlorid, BGH GRUR
1952, 393 — Paladon. See alsoVorwerk, supra note 106.

473 BGH 28 11C 242, 246-247 — Polyferon. The BGH's subsequent finding that the grant of a use
patent does not change the assessment, has to be qualified due the amendment of the compulsory
licensing requirements for dependent inventions in Sec. 24 (2) GPA. Cf. infra, 0

474 BGH 28 11C 242, 247 (1997) — Polyferon.

475 Id. at 246.

476 |d. at 248.

477 Id
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group of patients, because the court expert was unable to quantify the degree of
probability due a lack of appropriate investigations and the high degree of placebo

8 In order to determine the

effects of up to 40% of results in rheumatoid arthritis.*’
necessary degree of probability of superior effects, the applicant may be required to
conduct comparative clinical studies between the drug of interest and drugs that are
available for the treatment of the disease.*””

To successfully apply for a compulsory licence for the use of a drug, the applicant has
to prove beyond a mere probability that a) his drug is necessary and beneficial for the
treatment of a group of patients, and b) that there is no other drug on the market that
could achieve similar effective results, even if it had not been approved for the
particular indication. No difference can be made with respect to patents on gene
sequences. In her analysis of compulsory licensing of gene patents, Schieble
determined that the mere finding of a gene function alone cannot warrant a finding of
public interest which would justify the grant of a compulsory licence.*® In view of
the legislator’s decision to grant absolute product protection, it has to be required that
the new application is of particular high value, €.g., that the discovered function
contains the key to the treatment of a severe, previously untreatable illness. The
elucidation of the functional relationship of a gene and an ordinary illness, such as

common cold, or an unimportant body function would not be sufficient.*'

Application to research tools

In view of the high threshold imposed by the requirement of public interest, it seems
not very likely that a compulsory licence will be granted for research tools under Sec.
24 (1) GPA.

A person applying for a compulsory licence to a specific research tool would have to
show that the use of the research tool for a specific project would be commanded by
the public interest. At first, the applicant would have to demonstrate that the
furtherance of a specific research project is in the public interest, e.g. that the intended
use of the research tool would allow the development of a cure against a severe,
currently incurable illness. Secondly, he would have to prove that the use of the

specific research tool would produce results that would not be attainable by the use of

478 Id. at 249.

479 Id

480 Schieble, supranote 90, at 167.
481 /d. at 168.
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available research tools. With respect to compulsory licensing of gene patents, the
empirical study by Straus et al. showed that biotech companies and research
institutions themselves considered the potential benefit of gene sequences too
hypothetical to establish the public interest.”*> Under the high requirements with
regard to meeting the burden of proof imposed by the BGH in Polyferon, a mere
probability of achieving superior results will not be sufficient.

Furthermore, it seems unlikely that research — though protected by Art. 5 (3) German
Basic Law — can in itself constitute a public interest justifying the grant of a
compulsory licence. The public interest in research is recognized in the German
Patent Act through means of the research exemption codified in Sec. 11 No. 2 GPA,
which represents a careful balance between the constitutionally protected interests of
research on the one hand and of property on the other hand, and establishes a
demarcation by not exempting from infringement the use of research tools.”®  This
careful balance would be contradicted when research by itself would be recognized as

justifying the grant of a compulsory license.

Compulsory Licensing in Case of Dependent Inventions

Sec. 24 (2) GPA addresses the situation where a patented invention cannot be
exploited without necessarily infringing an earlier patent which is commonly referred
to as a situation of dependent patents. The special provision aims to adequately
balance the interests of the two patentees in cases where a younger invention cannot

be exploited without the consent of the owner of an older patent.**

Its primary
function is to facilitate the public interest in an effective advancement of

technology.*®
General remarks
Sec. 24 (2) GPA has been amended in 2005 in order to adjust the requirements for

compulsory licensing in case of dependent inventions to those imposed by Art. 31

TRIPS Agreement.”®®  In its current wordin , the provision reads:
g g p

482 Straus et al., supranote 84, at 23.

483 Cf. supra0, p. 9.

484 Klaus Pfanner, Die Zwangslizenzierung von Patenten: Uberblick und neuere Entwicklungen
[Compulsory Licensing of Patents: Overview and New Developments], GRUR Int. 1985, 357, 361.

485 Schieble, supranote 90, at 161.

486 Art. 1 No. 9 of the Act Implementing the Directive on the Legal Protection of Biotechnological
Inventions of January 21, 2005, BGBI. I, p. 146.
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(2) If the applicant for a license is unable to exploit an invention for which he holds
protection under a patent of later date without infringing a patent of earlier date, he shall
be entitled to request the grant of a compulsory license with respect to the owner of the
patent of earlier date, if

1. the requirements of subsection 1 are fulfilled, and

2. his own invention comprises, in comparison with that under the patent of earlier

date, an important technical advance of considerable commercial significance.
The patentee may require the applicant for a license to grant him a counter license under
reasonable conditions for the exploitation of the patented invention of later date.

Under the predecessor provision, the illogical situation persisted that the grant of a
compulsory licences for the use of a patented invention had to meet higher
requirements than for the use of an unpatented invention as the then-Sec. 24 (2) GPA
incorporated by reference all requirements of Sec. 24 (1) GPA. Its practical
relevance especially with regard to dependent DNA-patents was considered
marginal.**’

Consequently, the abolition the additional requirement of public interest has been
interpreted as lowering the previously high requirement for the grant of a compulsory

8

licence.”™ The general requirement of public interest has been legally defined for

cases of dependent inventions as being satisfied where the dependent inventions

comprise an ‘important technical progress of considerable economic importance’

9

compared to the invention of the older patent,”® which is deemed easier to prove

than the previous commanding public interest. *”°
The ‘technical progress’ realized by the invention of the younger patent has to be

important in view of the invention of the older patent and has to be determined taking

491

into consideration the specific circumstances on the relevant market. Individual

interests of the applicant for a compulsory licence had no relevance under the

492

previously incorporated requirement of public interest. Its abolition has been

interpreted as allowing also for the recognition of individual interests of the

487 Joseph Straus, Abhdngigkeit bei Patenten auf genetische Information - ein Sonderfall?
[Dependency of Patents on Genetic Information - A Special Case?], GRUR 1998, 314, 317; Scheffler,
supra note 85, at 98; Wolfrum et al., supra note 38, at 68.

488 Ulrich Dérries, Patentansprtiche auf DNA-Sequenzen. ein Hindernis fiir die Forschung?[Patent
Claims for DNA-Sequences: An Obstacle for Research?], Mitt. 2001, 15, 20. But see Schieble,
supra note 90, at 179 et seq., who considers it unlikely that the notion of the general public
interest will be completely irrelevant for interpretation of the new provision. The requirement of
public interest has so strongly characterized compulsory licensing for so long that may be viewed
as an intrinsic requirement for the grant of a compulsory licence. /d.

489 Rogge, /n Benkard, supra note 25, Sec. 24 marginal note 22.

490 Dérries, supranote 123, at 20.

491 Kihnen, in Schulte, supra note 18, Sec. 24 marginal note 22.

492 See Reasons relating to Art. 2 Nr. 5 of the 2. Law Amending the Patent Act, BI.f.PMZ 1998, 393,
400. Cf also supra, footnotes 461 to 464 and accompanying text.
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prospective licensee for the determination of ‘considerable economic importance’.*”?

Though somewhat altering the bargaining positions of the two patentees, the
amendment did neither change the fundamental situation of opposing interests nor

494
and Sec.

significantly strengthen the position of the owner of the dependent patent,
24 (2) GPA will most likely continue to have only limited practical relevance.*’
Furthermore, the other restrictions remain: the owner of the patent with the younger
priority will have to fail in securing a contractual licence, prove before a court that his
invention constitutes an ‘important technical progress of considerable economic

importance’ over the patent with older priority, and may only after the adjudication in

his favour start using the older invention without incurring liability for infringement.

Application to research tools

Despite the perceived lowering of the requirements for compulsory licensing in case
of dependent patents, it seems likely that the amended Sec. 24 (2) GPA will have only
a very limited application in facilitating easier access to patented research tools. So
far, its application in the biotech sector is mostly discussed in the context the
discussion on absolute product protection, e.g. with regard to the situation where a
new use for a gene sequence, cannot be exploited without the consent of the owner of
the product patent of the gene sequence or of a partial gene sequence.*®

Though the ordinarily required public interest of Sec. 24 (1) No. 2 GPA has been
substituted by requiring an ‘important technical progress of considerable economic
importance’, it should not be overlooked that the application of Sec. 24 (2) GPA is
subject to additional limitations: a) it can be applied only where the exploitation of a
product of process will necessarily infringe the patent, and b) the younger, dependent
product or process has to be patented.

Researchers can benefit from Sec. 24 (2) GPA only after they have made an invention
and have obtained a patent, i.e. is only well after the invention phase has been
completed. Consequently, the provision cannot facilitate access to research tools in

any experiments on non-patented subject matter, €.g. for basic research.

493 Michael Nieder, Zwangslizenzklage - Neues Verteidigungsmittel im Patentverletzungsprozel3?
[The Claim for a Compulsory Licence — A New Method of Defence in Patent Infringement
Proceedings?], Mitt. 2001, 400, 401.

494 Wolfrum et al., supra note 38, at 68.

495 Scheffler, supra note 85, at 98.

496 See, e.g., Schieble, supra note 90, at 179 et seq.; Wolfrum et al., supra note 38, at 66 et seq.;
Scheffler, supra note 85; Straus, supra note 122, at 316 et seq.
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Furthermore, even in case of experiments that take place after a patent has been
granted, e.g. in clinical trials, the provision will continue to have only very limited
impact as the exploitation of the patented invention must be impossible without
infringing the patent for the research tool. This would certainly be the case where
the use of the patented invention would necessarily infringe the patent for the research
tool, i.€. in cases where the invention incorporates the research tool.*”

However, it is questionable whether the use of a research tool merely for
experimenting on the patented invention, €.g. in order to find out new properties or to
determine toxicity or efficacy, could be deemed necessary for the exploitation of the
invention. Though an invention may have to undergo testing before it can be
exploited, €.g. to obtain marketing approval in case of pharmaceuticals, it seems
questionable whether this relationship would be sufficiently direct to qualify as
necessary for the exploitation of the patented invention, especially if there are
alternative research tools which would — even if less efficient or more costly — allow
the performance of the necessary tests.

A court generally has to assume in compulsory licensing proceedings that the

intended use falls into the scope of the patent™®

499

unless the opposite is obvious or
legally bindingly determined by a court. The case-law that a court also has to
make the same assumption if it is disputed that a younger patent is dependent from an
older patent,”” however, stems from a time where no special provision for
compulsory licensing for dependent invention existed and seems outdated. In view
of the present different requirements for compulsory licensing in case of dependent
inventions as compared to compulsory licensing in the public interest, it seems at least
questionable that a court will rely on the assumption when it is obvious or contested

by the owner of the older patent that the younger invention can be used without

infringing the research tool.
Practical Relevance of Compulsory Licensing of Research Tools
An empirical study by Straus et al., conducted on behalf of the Federal Ministry of

Education and Research in 2002 surveyed 25 German genomics-associated

enterprises and research institution with regard to the impact of patent rights on their

497 F.g., where the use of a gene sequence implies the use of a patented partial gene sequence.
498 RG GRUR 1934, 246, 248 — Tonaufnahmeverfahren.

499 RG GRUR 1928, 131, 132 — Fernsprechanlage.

500 RGZ 91, 188, 190 et seq. — Gleisriickmaschine, RGZ 126, 266, 267 — Teigauftrageplatte.
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business and research activities.””’ The study’s goal was to produce reliable
empirical data to prove or disprove the perceived blocking effect of patents in the
field of genomics. The respondents generally did not view compulsory licensing as
an essential issue, and partially even wondered whether there was a gentlemen’s

agreement not to apply for such license.”"

Furthermore, a compulsory licence was
deemed insufficient basis for essential investments due to its non-exclusive nature and
due to the uncertainty that the public interest could cease to exist if the patentee

changes its strategy of exploitation.””

5. Patent Pooling for Research Tools

Patent pools do not play a prominent role in the German biotech sector. The only
empirical study available, conducted by Straus et al., noted that both cross-licensing
and patent pooling were unpopular, and that only 3 of the surveyed enterprises used
these measures.”® They were considered ineffective, and as a result of a feared

imbalance of contribution and profits from the arrangement, licence fees increased.””

501 Straus et al., supranote 84.
502 [qd. at 22.

503 [d. at 23.

504 [d. at 22.

505 Id
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6. Conclusion

Though there is only one trial court decision addressing the question of the
permissibility of using a research tool under the experimental use exemption,”* the
case law on the experimental use defence suggests a clear demarcation. The use of
research tools in experiments is not exempted where the experiments are not directed
to obtaining information on the research tool itself (Sec. 11 No. 2, 2b GPA), or to the
development of a new plant variety where the research tool (e.g. a gene sequence) is
incorporated (Sec. 11 No. 2a).

It seems unlikely that a compulsory licence will be granted for the use of a research
tool under Sec. 24 (1) GPA in view of the high requirement of commanding public
interest, both as regards the material requirement and the burden of proof. Likewise,
it seems likely that the recently amended Sec. 24 (2) GPA, allowing for compulsory
licensing in case of dependent invention, will be applied only very sparingly — if at all
— to facilitate the use of research tools.

The lack of case-law and scholarly literature addressing the problem, as well as the
results of an empirical study conducted in 2002 suggest that access to research tools is
not perceived as a real problem in Germany. This may be partly due to the
perception of an informal research exemption, especially by non-profit researchers, as
well as differential licensing conditions favouring academic research.

506 See supra 0
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IFTECH REPORT
French Survey

PREAMBLE

This report addresses the French situation concerning:
- the research exemption (I)

- the research tool approach (1)
- the compulsory licensing (III)

I - THE RESEARCH EXEMPTION

There is a statutory provision in the French Law, namely in Article L. 613-5 b) CPI [Intellectual
Property Code] which provides that:

“The rights afforded by a patent shall not extend to:

a) ..

b) acts done for experimental purposes relating to the subject matter of the patented
invention.

c) .7

The case law enabled us to better appreciate the scope of such a provision, reminding that the interpretation
of said provision should be of strict application: in other words, the “research exemption” should be limited
in making a clear difference between:

- experimental acts aimed at checking the technical interest of the invention (for instance
possibility of reproducing the specification by the man skilled in the art) or developing said
invention in order improve the general knowledge; such acts fall within the scope of the

exemption, and

- acts aimed at commercial purposes for which such exemption does not apply.
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Some decisions of interest can illustrate what is intended by “aimed at commercial purposes”:
- Court of Appeal of Lyon (March 5, 1992 - BABOLAT / BOSCHIAN) stated that:

“The presentation of a product in a show (exhibition) does not meet the
requirement of checking the technical interest of the invention, or to study its
scope, or to improve it, but said presentation is aimed to look for the commercial
value of said invention by studying the opinion of the public on it”.>"

- Court of Appeal of Paris (July 3, 2002 — PARIENTI / AUTOMOBILES PEUGEOT) stated
that:

“The presentation of a prototype, extensively commented in the national

newspapers, goes beyond the mere experimentation”.’®

- Court of Appeal of Paris (October 7, 2005 — AGROSOL / SODIFAG) stated that:

“A prototype which is placed at the disposal of potential customers cannot be
deemed as a mere experimental prototype, but has clearly a commercial

aim”'SO‘)

The above case law can be summarized as follows: as soon as a product, derived from experimentation, is
presented to potential customers, the presentation of said product is deprived of the benefit of the research
exemption.

This issue of research exemption has a serious impact on inventions addressing public health and the
French case law has varied substantially.

Initially, the clinical trials in order to get a visa were considered as deprived of the benefit of the research
exemption.

- Court of Appeal of Paris (November 27, 1984 — SCIENCE UNION & SERVIER /
CORBIERE) stated that:

“The granting of a visa clearly demonstrates that the manufacture of the product
(active substance) before said granting had a commercial purpose, could not get
the benefit of the research exemption and therefore should be considered as an
infringement”.*'°

More recently French Courts have overruled the previous cited decision:

- Court of Appeal of Paris (January 27, 1999 — WELLCOME / PAREXEL & FLAMEL) stated
that:

“The preliminary trials, whatever the final purpose can be — including a future
commercialization — are still covered by the experimental exemption, the granting
of a visa not being an infringement”.

- Tribunal de Grande Instance — TGI — of Paris (which is a 1* instance Court) in its decision of
February 20, 2001 (WELLCOME / PAREXEL & FLAMEL) stated that:

“Only the acts which are carried out after the granting of the visa can be deemed

507 Published in PIBD 1992, n° 525.111.363
508 pPublished in PIBD 2005, n° 819.111.685
509 Published in PIBD 2005, n° 819.111.685
510 Published in PIBD 1985, n° 366.111.118
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as having a commercial purpose”.’"!

- TGI of Paris (October 12, 2001 — SCIENCE UNION & SERVIER / EXPANPHARM)
confirmed that:

“Clinical trials which are conducted with a view of getting a visa are not an
infringement™"

- TGI of Paris (January 25, 2002 — SCIENCE UNION &  SERVIER / BIOPHELIA)"
confirmed the above decisions.

This issue of clinical trials in view of getting a visa has been finally settled with a change in the French
law" transposing in our national law a European Directive’"’; Article 10 of said French law provides that:

“The rights afforded by a patent shall not extend to:
a)
b)
c) ..
d) trials and tests carried out in view of getting a visa for a medicine, as well as
the acts which are necessary for carrying out them and for getting such a
visa”.

Such Article 10 of said French law has been moved as a paragraph d) in Article L. 613-5 CPL
Taking into consideration the definition of “medicine” which is given by Articles L. 5111-1 and L.

5121-1-14 of our Public Health Code, it can be deemed that some biological products fall within said
definition of “medicine”, benefiting therefore of the research exemption has described above.

II - THE RESEARCH TOOL APPROACH

- The research tools

0 Patentability

It is well accepted in France that a research tool is an ordinary invention which has to fulfil
the patentability criteria in order to be protected by a patent; there are no specific rules
concerning such an invention to be patented.

In order to illustrate what has just been stated, there are no specific provisions in our CPI
concerning the patentability of a research tool.

0 Exploitation

The specificity of a research tool lies more likely in its exploitation, it being understood
that when such a research tool is used during experimental trials, the research exemption
described above shall apply, and therefore, the use of said tool shall not be considered as
an infringement. But the picture is dramatically different when there is a commercial use
of said research tool, said use being then a potential infringement.

511 pPublished in PIBD 2001, n° 729.111.530
512 published in PIBD 2002, n° 739.111.155
513 Published in PIBD 2002, n° 747.111.342
514 | aw n° 2007-248 of February 27, 2007
515 European Directive n° 2004/27/CE
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So as to illustrate that issue, I take the example of a French research institution which used
the PCR (Polymerase Chain Reaction), a patented technology aimed to replicate for
instance a DNA sequence which is present in a very small amount in a sample (too small
to be detected), said replication leading to an amount of such DNA sequence sufficient to
be detected with a diagnostic kit.

French research institution utilized the PCR technology according to two ways:

O in its labs to develop new diagnostic kits for specific human diseases leading to file
several patent applications covering said kits: under such circumstances, French
research institution benefited of the research exemption above described and had no
royalties to pay to the patent owner;

O in its blood analysis Centre where the patients were invoiced for the diagnosis carried
out using said PCR technology: in that case the French research institution had to pay
royalties to said patent owner who accepted to grant a license on reasonable terms
because of the status (and name) of said institution..

As a final remark, I have to add that said French research institution decided to abandon its
patent portfolio of patents covering diagnostic kits carrying out said PCR technology
because the patent owner refused to grant any license (or at extremely high conditions) to
commercial companies.

Another difficulty appeared concerning the patented research tools involved in the
screening of potentially valuable molecules. The owner of the patents when granting a
license on their patents, calculated the royalties to be paid on the net sales of the medicines
including such molecules. That method of calculation was based on their claim (known as
a “reach through claim”) covering the drug screened, thanks to the use of said screening
research tool. But generally such a claim is not accepted because of lack of support by the
specification. Moreover the licensee (pharmaceutical companies) refused such a method of
calculation.

Eventually, a preferred way was to sell such a research tool as a mere chemical reactive,
with the difficulty of determining the selling price.

There is presently no debate among the professionals, nor any envisaged change in our
Law concerning the research tools.

0 The patent pooling

Although the patent pooling is potentially an appropriate way for solving problems (for
instance in the case of a multiplicity of patents owned by different owners which are
necessary for commercializing a product or a methodology), we do not have, so far, in
France such a patent pooling system. Some research organizations or universities tried to
initiate a debate on that issue, but it must be admitted that till now, there is no concrete
result which arises from said debate; I have no knowledge of any official attempt (from
National Authorities) to address such issue.

III - THE COMPULSORY LICENSING

The French system has two compulsory licenses categories; whatever category is envisaged, it is a non
exclusive royalty-bearing license. Such categories correspond to who is in charge of granting such a
compulsory license:
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a) the compulsory licenses which are granted by a Court

i) for non exploitation of the French Patent (Article L. 613-11 to L. 613-14 CPI)

It is provided that, after the expiration of a three-year period (as from the granting of
the patent) or four-year (as from the filing date of the patent application — whichever term
is longer — a compulsory license shall be granted by the Court, provided that the patentee:

» has not initiated any preparations for the exploitation of his patent ;
=  has not commercialized his products in order to satisfy the French market.

There are many decisions’'® from French Courts allowing such licenses and refusing the
legitimate excuse from the patentee opposing such a granting of a compulsory license;
however, since a modification of the French Law’"’, the mere importation from a country
which is a member of WTO will be deemed as an exploitation of the French patent,
therefore limiting substantially the scope of this article (such a compulsory license is likely
intended to disappear).

ii) for improvements (Article L. 613-15 CPI)

Rather than improvements, it should be appropriate to speak about licenses on
“depending” patents, the invention covered by said depending patents not being always an
improvement (for instance in case of a new application of a product).

Such licenses are granted provided that:

- the applicant for such a compulsory license has requested unsuccessfully the
patentee to grant him a license ; and,

- the “improvement” presents an important technical progress and an economical
substantial interest as compared with the invention covered by the “dominating”
patent.

As already mentioned, such a compulsory license is non exclusive and royalty-bearing (the
rate of royalty is fixed by the Court).

1) for the needs of the Public Health (Articles L. 613-16 and L. 613-17 CPI)

The decision comes from the Minister in charge of Industrial property (generally speaking,
the Ministry in charge of Industry), at the initiative of the Minister in charge of the Public
Health.

Until the recent French law”'®, such a compulsory license was limited to patents covering
medicines and their manufacturing process. Said recent law broadened significantly the
scope of said Article L. 613-16.

In its present writing, a compulsory license for the needs of the Public Health shall apply
to any granted patent covering:

516 Supreme Court (January 11, 2000), Court of Lyon (September 11, 1997), TGI of Lyon (December 19, 1996)
517 Law n° 96-106 of December 18, 1996.
518 | aw n° 2004/800 of August 6, 2004
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* a medicine, a medical device, a medical device for an in vitro diagnosis, or a
related therapeutic product ;

= the process for their production, a product which is necessary for such a
production or a process for manufacturing such a necessary product ;

» amethod of ex vivo diagnosis (this covers genetic tests).

The regime of compulsory license for the needs of the Public Health shall apply only:

0 when such products, processes or methods are made available to the public:
* in an insufficient quality or quantity ;
= ata price abnormally high.
0 or when the patent is exploited under conditions which have been deemed either
contrary to the public health interest or constituting anticompetitive practices
according to a final decision given by a Court or by an Administration.

When the decision to put the patent under the regime of compulsory license for the needs
of the Public Health is made by the Minister, any interested party can get such a non
exclusive license. Both parties must agree on the financial conditions of the license and
submit them to the Minister. In case of disagreement of this latter, the royalty rate is fixed
by the Court.
Eventually, a new compulsory license has been created, resulting from a European Regulationm
resulting from the Doha declaration and decision of November 2001 and August 2003 concerning
the manufacturing of medicines in favour of countries suffering health crisis, such medicines being
manufactured in countries where such medicines are patented, but such manufacturing being
limited to the exportation of said medicines towards said countries. Therefore our CPl was
modified in October 2007 by adding a new Article L. 613-17-1 (dedicated to the above mentioned
possibility of manufacturing medicines in favour of countries suffering health crisis) and a new
Article L. 613-17-2 (confirming that the re-importation of such medicines in France as considered
as an infringement).

ii) for the needs of the National Economy (Article L. 613-18 CPI)

The decision comes from the Minister in charge of Industrial property who orders the
patentee to satisfy the needs of national economy through the exploitation of his patent. In
case the patentee does not obey such order, under determined conditions, the patent is
placed under the regime of the compulsory license system, through a Decree by the
Conseil d’Etat, enabling any interested party to apply for such a license. In case the parties
disagree on the rate of royalty of said license, said rate is fixed by a Court. There is no case
law for the application of this Article.

iii) for the needs of the National Defence (Article L. 613-19 CPI)

The decision comes from the Minister in charge of Industrial property, at the initiative of
the Minister in charge of the Defence; the process is similar to that of a compulsory license
for the needs of the National Economy. However, due to the sensitive aspect of such
inventions, the discussions before the Court are secret. There is no known case law for the
application of this Article.

519 European Regulation n° 816/2006/CE
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ADDITIONAL REPORT
French Survey

1. Research exemption

(1) The article L. 613-5 b) CPI provides that the research exemption is granted in case of
"experimental purposes"; when stakeholders had to interpret such a provision, this approach
of "experimental purposes” was opposed to the approach of "commercial purposes": in this
latter approach, i.e. when the utilization of the product (as patented and/or improved) had a
commercial aim, the research exemption did not apply. The question which was raised at
that time was to know whether the "commercial purpose" should be immediate (an act of
commercialization following immediately such use) or could take place later on (for instance
when getting a visa for a drug, and waiting for the expiration of the patent before
commercializing the generic).

Considering the case law that 1 mentioned in my report, the utilization consisted in
presenting the product as a prototype (cases referenced under footnotes 1, 2, 3), such
prototype being presented to potential customers: in such a case, the Courts have decided
that there was a clear "commercial purpose"” because of such a presentation of the prototype
to such potential customers.

Concerning medicines, the case law, as | mentioned, varied substantially. In a first step, it
was decided that the getting of the visa was deemed as an infringement, because the
"commercial purpose”, although not immediate, was the final aim and therefore,
infringement was retained by the Court (decision under footnote 4). In the late 1990's and
early 2000's, decisions extended the approach of "experimental purposes"” to acts such as
filing a visa application, getting the visa, conducting clinical trials in view of getting a visa,
all such acts not being considered as an infringement.

This issue of the clinical trials was clearly controversial, opposing pharmaceutical companies
(such as WELLCOME or SCIENCE UNION & SERVIER), supporting that such trials were
carried out in view of a commercialization and therefore should not be included in the
exemption, and generic manufacturers (such as PAREXEL & FLAMEL, EXPANPHARM,
BIOPHELIA) supporting the opposite argument.

In between the decisions of our Courts, there was a debate among stakeholders, but nothing
significant at the level of the French authorities.

Finally, the law maker did not need to be an arbitrator, because of a European Directive (n°
2004/27/CE) which provided that the clinical trials carried out in view of getting a visa for a
generic, should not be considered as an infringement, such trials benefiting of the research
exemption. Such a Directive obliged France to adapt its law accordingly, hence the law n°
2007-248 of February 27, 2007 referred to in my report. Curiously, our law does not limit the
exemption to such clinical trials carried out for getting a visa in case of a generic but for any
visa concerning a medicine (without any further precision on the medicine, i.e. either a
generic or not).

2. Research tool approach

As | told you, the debate on such issue is presently still quite hazy and it is difficult to
answer right now your questions.

A patent pool is intended to promote technology by reducing the difficulties in licensing it
and by presenting to a potential licensee a unique patents portfolio either owned by different
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patentees but managed by a “Clearing House” (alternative A) or by said "Clearing House”
who would be the unique owner of the patents, the participants of said pool having
abandoned contractually their rights in favour of said “Clearing House” (alternative B).

Of course, the anti-trust law regulations have to be respected.
3. Compulsory licensing

a) As | told you, there is, so far, no compulsory license granted in France in the interest
of Public Health. However, some interesting event took place quite a long time ago.

In the 1970's, Roussel Uclaf, a French pharmaceutical company, intended to
commercialize an abortive pill; that company was threatened of international
boycotting of all of its products and was ready to withdrawn such pill from the market.
The Minister who was in charge of Public Health at that time, informed Roussel Uclaf
that, should the pill be withdrawn from the market, he had the intent to place its
patent under the regime of a compulsory license, because said Minister was convinced
of the importance of said pill for Public Health.

Finally, Roussel Uclaf decided to maintain its pill on the market: as a consequence,
there was no compulsory license and, happy end, its products were not boycotted.

b) Concerning Myriad Genetics and their patents on BRCA1 and BRCA2, when the
problem appeared there was the previous regulation limiting the compulsory license
to patents covering medicines (the ex vivo diagnostic methods were not covered) and
the grounds were limited to insufficient quality or quantity, or abnormal price
(anticompetitive behaviour was not applicable). The only possibility was then to lodge
an opposition to all their patents when they were granted by the European Patent
Office. Eventually, Myriad Genetics had to substantially reduce the scope of said
patents; I am not aware of any lawsuit initiated by them against any French
laboratory, such as Institut Curie, which is using a method falling in part within the
initial scope of their patents.

4. Relationship between a European Directive and the French government

According to the European rules, when a Directive is adopted by the Council and the
European Parliament, each country must adapt its Law in order to implement the content of
said Directive; it can be a complete adaptation, by reproducing exactly and completely said
content in the Law but the member states have also some flexibility in said adaptation. It
should be reminded that in case of discrepancy between the Directive and the national Law,
the Directive prevails; in case of substantial discrepancies, the European Commission has
also the possibility to initiate a lawsuit against the country having so badly adapted its Law.
As an example, the European Directive n° 98/44 of July 1998 gave a delay till the end of July
2000 in order for the member states to adapt consequently their Laws. In France, it took
some time, because of a very controversial debate concerning ethical issues, such as the
patentability of human genes. Finally France adapted its Law in August (Law n° 2004-808)
and December 2004 (Law n° 2004-1138) using that possibility of flexibility in said adaptation
(see for instance articles L. 611-10, and L. 613-2-1 to L. 613-2-4 CPI). | am not aware of any
complaint from the European Commission concerning a “bad” adaptation by the French
authorities.

5. Which documents do you need: case law? Laws? European Directives? Others? | can order
those of interest for you.
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INTRODUCTION

Concepts

In the present report we apply the following definitions. We use the term "research
tool" in its broadest sense to embrace a wide range of resources that scientists use in
the laboratory, while recognizing that for other institutions the same resources may be
viewed as end products or (diagnostic) services. For our purpose, the term may thus
include genes, cell lines, monoclonal antibodies, reagents, animal models, growth
factors, clones and cloning tools (such as PCR) and other methods (cf. Report of the
National Institutes of Health (NIH), Working Group on Research Tools, Presented to
the  Advisory Committee to the Director, June 4, 1998, see

http://www.nih.gov/news/researchtools/index.htm).

Research and development (R&D) commonly refers to "creative work undertaken on
a systematic basis in order to increase the stock of knowledge, including knowledge
of man, culture and society, and the use of this stock of knowledge to devise new
applications" (Organization for Economic Co-operation and Development). Research
often refers to basic experimental research, involving the identification of possible
chemical compounds or theoretical mechanisms. Development refers to the
exploitation of research into solid products and is concerned with proof of concept,
safety testing, and determining ideal levels and delivery mechanisms. We use the term
“R&D” in its widest sense. For our purpose the term also encompasses the
development of diagnostic tests. The major difference with conventional R&D in
pharmaceutics is that the overall R&D efforts in the diagnostics field are relatively
low and R&D expenditures are rather modest. Another difference is that R&D efforts
do not always lead to a product or drug, but to a service, unless of course, diagnostic

kits are developed.

Approach and methodology
In the present report we aim at providing information on two major issues concerning
research tools in the R&D phase.

1. The legal status of research tools in Belgian patent law. This issue raises

questions such as: Are research tools patentable? Is the use of research tools
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by third parties considered an infringement? Or is the use of research tools
exempted from the rights of a patent holder by the research exception?

2. The licensing policy with regard to research tools in daily Belgian patent
practice. This issue raises questions such as: Are (patented) research tools —
when not exempted from patent law — easily licensed? On what conditions?
To whom? And if the patent holder refuses to license a research tool, is any
recourse possible? By way of a compulsory license? Or otherwise?

In addition, we would like to draw the attention to some recent efforts which have
been initiated to the pooling of (research) tools. It is suggested that collaborative
licensing mechanisms, such as patent pools and clearing houses, could facilitate

access to patented research tools (See section 12).

The present report is based on information gathered through the examination of
Belgian case law, Belgian legislative reforms and related parliamentary documents,
Belgian legal doctrine, as well as newspapers. Additionally, information has been

collected through interviews with stakeholders, which have been carried out in

February 2008.

1. SETTLED LAWSUITS AND LEGAL ANALYSIS

Not applicable

2. PENDING LAWSUITS AND INCIDENTS AND TROUBLES

2.1. Myriad Genetics (Belgian Opposition before the European Patent Office,
Munich)

2.1.1. Name of both parties
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Belgian Society of Human Genetics V. Myriad Genetics

2.1.2. Bibliographic description (date of file, trial case number etc).

In the course of 2001 a series of European patents dealing with diagnostic testing for
early onset breast and ovarian cancer based on the genes BRCA1 and BRCA2 were
granted to Myriad Genetics (at present the patent proprietor is the University of Utah
Research Foundation). Three patents related to BRCA1 (EP0699754, EP0705902 and
EP(0705903) and one patent related to BRCA2 (EP0785216). All four patents
designated a series of European member states, amongst which Belgium. Opposition
was filed against all four patents by institutions (mostly) located in France, Germany,
the Netherlands and Belgium. The Belgian oppositions were lodged by the Belgian
Society of Human Genetics.

- EP0699754 related to a ‘Method for diagnosing a predisposition for breast and
ovarian cancer’ and was granted on 10/01/2001. Opposition was filed on
10/10/2001 by the Belgian Society of Human Genetics (Representative of
Opponent was W. Bird). An appeal has been lodged following opposition on
14/01/2005 (T0080/05). The date of the oral proceedings has been set on
18/11/2008. *

- EP0705902 related to ‘Nucleic acid probes comprising a fragment of the
17g-linked breast and ovarian cancer susceptibility gene’ and was granted on
28/11/2001. Opposition was filed on 28/08/2002 by the Belgian Society of
Human Genetics. A first appeal against the Opposition decision was lodged on
15/11/2005 (T1213/05) but was rejected on 27/09/2007. A second appeal was
lodged on 16/03/2005 (T1213/05). On 24/09/2007 the oral proceedings took
place.*

- EP0705903 related to ‘Mutations in the 17q-linked breast and ovarian cancer
susceptibility gene’ and was granted on 23/05/2001. Opposition was filed on
25/02/2002 by the Vereniging van Stichtingen Klinische Genetica (the
Netherlands, but also encompassing Belgian members) (represented by W.
Bird). An appeal was lodged on 01/08/2005 (T0666/05). The oral proceedings
will take place on 12/11/2008.*

- EP0785216 related to ‘Chromosome 13-linked breast cancer susceptibility
gene BRCA2’ and was granted on 08/01/2003. Opposition was filed on
08/10/2003 by the Belgian Society of Human Genetics. The oral proceedings
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took place on 29/06/2005 and led to the decision that the patent will be
maintained in amended form (B2 New Specification of the European patent

on 07/06/2006).*

* This information is collected from the European Patent Office (EPO) Register Plus

Database (http://www.epoline.org).

The grant of the BRCA patents to Myriad, as well as the various discussions before
the EPO Opposition Division were widely commented in the Belgian press (See

section 5.1.5.).

2.1.3. Trouble description

2.1.3.1. Summary

As to the BRCALI patents, the Opposition proceedings resulted in one patent being
revoked (EP0699754) and two patents being upheld in amended form (EP0705902
and EP0705903), after which appeals have been lodged by the patent proprietor. As to
the BRCA2 patent (EP0785216) oppositions have resulted in the patent being upheld
in amended form after proceedings at the European Patent Office (EPO).

2.1.3.2. Reason of trouble

Patents on diagnostics and patents on human genes are not novel, but patents on
genes for diagnostics are a rather unseen combination. The grant by the EPO of a
series of patents covering the breast cancer gene, its mutations, as well as diagnostic
and therapeutic applications based on the gene’s sequence, evoked strong reactions
and led to the questioning of the nature, legitimacy and scope of gene patents and
diagnostic methods instrumental to public health. Although several of the initially
granted breast cancer patents have been revoked or restricted, the discussion lingers

on, as no final decision is available on the exact scope of the patents at present.

2.1.3.3. Forecast of settlement

At present, no prediction is possible on the outcome of the appeal procedures.

2.1.3.4. Analysis of the case
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In all cases arguments were put forward challenging novelty and inventive step of the
claimed inventions (cf. articles 52 to 57 European Patent Convention, abbr. EPC), as

well as adequacy of enabling disclosure (cf. art. 83 EPC).

2.1.3.5. Effect and evaluation of the trouble (if not finished, please fill the effect of the
trial)

The opposition proceedings did not have any suspensive effect. Appeal against
opposition decision where the patent has been upheld has no suspensive effect either:

the granted patents are considered valid and enforceable.

2.1.3.6. Relation to exemption to research or experimental use, and award granting of
unused patent

Why is the Myriad case relevant in the framework of the present study on research
tools? The importance of the Myriad case relates to the twofold role genes may play.
Genes are “dual purpose” research tools*, in the sense that they do not only have
(commercial) value for diagnostic or therapeutic purposes, but can also be used in
research. As has been argued before**, it is unclear to what extent the use of genes in
the framework of genetic diagnostic testing falls within the research exemption. On
the one hand, one could claim that genetic diagnostic testing cannot fall within the
exemption because once a diagnostic test is established, the act of diagnosis could be
defined as and/or confined to the act of providing the referring medical doctor with an
opinion as to whether or not the patient carries a deleterious mutation. On the other
hand, one could argue that the use of genes related to genetic diagnostic testing falls
within the research exemption, because the use of genes, patient blood or tissue
sampling is often necessary to do research.

One can easily imagine that in case of monopolization of genes useful as research
tools, progress might be stalled, as the search for novel defects in disease related

genes would slow down.

* See STRANDBURG, K., ‘Sharing Research Tools and Materials: Homo
Scientificus and User Innovator Community Norms’, Lecture presented at an
in-house seminar at the Centre for Intellectual Property Rights, K.U.Leuven, Belgium,
7 March 2008.

** See VAN OVERWALLE, G, VAN ZIMMEREN, E., VERBEURE, B., MATTHIJS,

130



G., ‘Models for facilitating access to patents on genetic inventions’, 7 Nature Review
Genetics, February 2006, 143-148

2.1.4. Comment and other description

The Opposition Division of the EPO can only pass a judgment on the validity of
patents, more in particular on novelty, inventive step, industrial applicability and
enabling disclosure. The Opposition Division is not competent to judge on
infringement, and subsequently, on the scope of the research exemption. Nevertheless,
it is interesting to note that the Opposition proceedings before the EPO seem to
suggest that genes are patentable, irrespective of their use in genetic diagnostic testing

or in research.

2.2. Ablynx v. The Medical Research Council and Domantis (Lawsuit before the

Judge of Seizure, Ghent)

2.2.1. Name of both parties
Ablynx v. The Medical Research Council and Domantis

2.2.2. Bibliographic description (date of file, trial case number etc).
Judge of seizure Ghent, public hearing 7 December 2004 (Algemene Rol nr.
04/4210/A). In the case infringement of European patent EP 368.684, entitled

‘Cloning immunoglobulin variable domain sequences’, was discussed.

2.2.3. Trouble description

2.2.3.1. Summary

On 20 October 2004, and on request of the Medical Research Foundation and
Domantis (the defendants), the Judge of Seizure of Ghent granted permission for
preliminary measures, namely a Discovery order, at Ablynx’ premises. Ablynx (the
claimant) started a third-party opposition against the aforementioned judgment in
order to apply for the withdrawal of the judgment and, in subsidiary order, to obtain

the limitation of the descriptive measures.
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On 7 December 2004 the Judge of Seizure of Ghent decided that the scope of the

Discovery order had to be narrowed down substantially.

2.2.3.2. Reason of trouble

The claimant is under suspicion of infringement of European patent EP 368.684. In
order to provide evidence of infringement, the defendants have started a suit for
preliminary measures. The claimant started a third-party opposition against the

judgment allowing these measures.

2.2.3.3. Forecast of settlement
A decision has been taken as to the preliminary measures (Judge of Seizure, Ghent,
7 December 2004). To our knowledge no court decision has later been taken as

regards the substance of the matter.

2.2.3.4. Analysis of the case

On 9 March the EPO granted European patent (EP 368.684 Bl) relating to a
pioneering invention in the field of antibody technology and, in particular, in the field
of generating antibody libraries, also called expression libraries. The patent focuses
on single domain ligands derived from molecules in the immunoglobulin (Ig)
superfamily, receptors comprising at least one such ligand, methods for cloning,
amplifying and expressing DNA sequences encoding such ligands, preferably using
the polymerase chain reaction, methods for the use of said DNA sequences in the
production of Ig-type molecules and said ligands or receptors, and the use of said
ligands or receptors in therapy, diagnosis or catalysis.

The defendants, Medical Research Foundation and Domantis, allege that the single
variable domain antibodies which are developed and used by Ablynx, a spin off
company from the University of Brussels, are produced through processes of cloning
as described in claims 1 to 31 of patent EP 684 Bl and isolated from expression
libraries as described in claim 32 of the patent.

The claimant, Ablynx, strongly disputes the scope of the descriptive measures. In
particular, the claimant rejects the defendants’ argument that, to assess infringements
of the patent, one must also assess the product leads, i.e. the end results, considering
these can be the result of the patented process.

The defendants do not dispute the fact that the scope of protection of the patent
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exclusively relates to the process of cloning and to the expression libraries which are
generated, and not to the final individual variable domain product leads which derive
from these libraries through a certain amount of intermediary steps. They argue,
however, that on the path to the single variable domain product leads, the preliminary
activity of cloning and using the expression libraries is absolutely essential to develop
subsequently product leads and finally to commercialize products. The commercial
value of the patented expression libraries lies, according to them, in the considerable
commercial value of single variable domain product leads. The defendants believe
indeed that when a patent is granted for a process, the rights conferred by the patent
include rights to products which are directly obtained by the patented process
(Article 27 Section 1 (c) Belgian Patent Act; Article 64 Section 2 EPC).
The Judge of Seizure decides that the scope of protection of the patent is limited to
the patented process and the expression libraries, as claimed in the patent claims, but
does not cover end products leads which are not directly obtained by the patented
process, neither are they claimed in the patent claims. The Judge orders that
descriptive measures against the claimant shall be limited to a description of the
alleged infringing activities of the claimant to which the newly granted patent EP
0.368.684 B2 prima facie relates, and namely:

a) All processes for cloning sequences as claimed in the process claims Nrs. 1 to

31 of the patent EP 368.684 B2;

b) Expression libraries comprising a repertoire of nucleic acid sequences for the

expression of a repertoire of proteins, each comprising an immunoglobulin

variable domain;

c) The use of such expression libraries, being understood that such description

may not relate to "product leads" (as this concept is being referred to in the

unilateral application of the defendants in third-party opposition), information

on "products leads" or even the products developed with this information, and

that this information shall not be reported in the expert's report.

2.2.3.5. Effect and evaluation of the trouble (if not finished, please fill the effect of the
trial)

2.2.3.6. Relation to exemption to research or experimental use, and award granting of
unused patent
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Why is the Ablynx case relevant in the framework of the present study on research
tools? The importance of the Ablynx case closely relates to the scope of the notion of
research tool. If one applies the concept of research tool narrowly, only assays to
carry out research can probably be regarded as a research tool. In such a view,
expression libraries cannot not be considered research tools. If one interprets the
concept of research tool somewhat wider, however, anything that can be used in
research might be considered as research tools. As expression libraries are used in the
execution of research, expression libraries might be qualified as research tools.
Interesting in this regard is the correspondence between the defendants and the
claimant which seems to suggest that the claimant used the expression libraries as a
research tool. In a letter of 2 April 2004, the defendants informed the claimant of their
patent and they expressed their concern over possible infringements of that patent by
the claimant. Interesting is that in a letter of 14 May 2004, the claimant responded
that it never sold any expression libraries as commercial products and never used
them to produce commercial products. The claimant admitted that it used the
expression libraries in the past for limited experimental use, but stated that they were
no longer relevant for its business activities.

The Judge of Seizure orders that descriptive measures against the claimant shall be
limited to a description of the alleged infringing activities of the claimant to which
the newly granted patent EP 0.368.684 B2 prima facie relates, and namely: [...] “b)
expression libraries comprising a repertoire of nucleic acid sequences for the
expression of a repertoire of proteins, each comprising an immunoglobulin variable
domain”, without distinction between libraries which have been used for
experimental use or otherwise. The approach of the Judge of Seizure suggests that
expression libraries when used for experimental use, in other words, expression

libraries put to work as research tools, are not exempt from patent infringement.

2.2.4. Comment and other description
The approach of the Judge of Seizure of Ghent suggests that expression libraries
when used for experimental use, in other words, expression libraries put to work as

research tools, are not exempt from patent infringement.

2.2.5. Reference ID number (serial number ex. 2-## , short note to each document

required)
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- Annex 1. Ghent, Judge of Seizure, Public court hearing of 7 December 2004, Case
No: 04/4210/A (Ablynx N.V. against The Medical Research Council and Domantis
Ltd.) (Informal translation)

3. TREND OF LAW AND REGULATION
Not applicable

4. DISCUSSION AND BACKGROUND OF RESEARCH TOOL LAW OR
REGULATION MOVEMENT

In Belgium, a variety of opinions existed on the use of research tools, before the

enactment of a new provision on the research exemption in 2005 (See section 5.2).

4.1. Research tools in pharma

4.1.1. Position of Belgian pharmaceutical companies

In recent years pharmaceutical companies got used to carrying out freedom to operate
studies for research tools, in other words “to clear the research tools that were used
by scientists to check whether the company was free to use the research tools” (Filip
De Corte, head of the patent department of Janssen Pharmaceutica N.V., Belgium,
until July 2004).* When it turned out that research tools were actually proprietary the
research, there seemed to be wide consensus that “the company had to go out and get
a license. [...] and getting a license to use the research tool is one thing and is only
fair”. However, concern was raised on royalties which would have to be paid because
of reach-through provisions on the product that still needed to be invented, and this
only because the company used the research tools in one of the tests to find out
whether a compound is at all a potential candidate for development: “ ... license deals
were made where a license for the tool was rewarded with the same milestone
payments and royalties on sales of the drug, [...] but with just this minute difference:

the compound that would become the final drug on the market still had to be
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invented”.*

* DE CORTE, F., Licensing in the Medical Sector, in Gene Patents and Public Health, VAN
OVERWALLE, G. (ed.), Brussels, Bruylant, 2007, 87.

4.1.2. Research tools and diagnostic testing

4.1.2.1. Position of Belgian hospitals

Prof. dr. Gert Matthijs, head of the Laboratory for Molecular Diagnostics at the
Center for Human Genetics in Leuven (Belgium) and frontrunner in the opposition
proceedings at the European Patent Office against the BRCA patents (see section 2.1.)
launched a strong plea for easy access to patented gene sequences. His appeal was
based on the patenting and licensing practice by the patent owners (Hospital for Sick
Children of Toronto and the University of Michigan) of the cystic fibrosis (CF) gene.
The patent owners applied a two-tiered system, where no royalties where charged
from public hospitals, and where (reasonable), non-exclusive licenses were agreed for
use in private business: “When the [CF] gene was identified in 1989, a patent which
covers the genetic sequence and its use in diagnostics was filed jointly by the
Hospital for Sick Children of Toronto and the University of Michigan. The patentees
have never enforced their patent towards the use of the sequence for clinical
diagnostics and [...] as soon as private companies either embarked on diagnostics for
this gene or started to develop commercial kits for the detection of (the more
common) mutations in this gene, the sequence was shared on the basis of licensing.
[...] the patients and the community have strongly benefited from the open and
non-exclusive licensing policy of the patentees. While the latter collect royalties
because most of these laboratories are now using the commercial kits, others are
bothering to constantly improve the test and promote its use”.*

The advent of the Polymerase Chain Reaction (PCR) has greatly increased the
possibilities for molecular diagnosis. PCR technology has no major rivals yet, and all
the tests presented, including the upcoming chip technologies, directly or indirectly
depend on it.

The viewpoint of Prof. Matthijs was largely followed by the Belgian Society of
Human Genetics during the Opposition Proceedings before the EPO.
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* MATTHIJS, G, ‘DNA Diagnostics in Practice’, in Gene Patents and Public Health, VAN
OVERWALLE, G. (ed.), Brussels, Bruylant, 2007, 27.

4.1.2.2. Position of Belgian biotech-companies

“Certain tools are essential for a certain diagnosis and without those tools the
kit cannot be made. If the validity of the patent cannot be challenged and
circumvention of the patent is not possible, the only alternative is the in-licensing
of the tool. This depends, however, on the availability of the license and on the
cost for the license. Often when different tools are used in the kit, multiple
licenses are needed.” “There is a noticeable change in attitude over the last years
in that certain licenses are not available or are only available at too high prices.
Sometimes patent holders require that samples be sent to the holder’s own lab for
testing at unreasonably high prices. As a result, it happens that a diagnostic kit
cannot be commercialized by these biotech small or medium size companies.”
“Innogenetics also has a policy of broadly out-licensing its important diagnostic
technology on very reasonable terms in order to make these important tests
readily available to the public. It has out-licensed its strong IP on diagnostic tools
to different diagnostic companies.” This viewpoint was taken by Katrien Vlassak

(Patent Counsel with Innogenetics N.V. in 1998).*

* Katrien Vlassak & Kees Schiiller, ‘The Effect of Patents on Diagnostic Research
and Kit Development’, in Gene Patents and Public Health, VAN OVERWALLE, G
(ed.), Brussels, Bruylant, 2007, 99.

5. ALTERING PROCESS AND BACKGROUND OF THE MODIFYING LAW
(EX. BELGIUM)

5.1. Compulsory license for public health
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5.1.1. The history of altering, including political and social process

One major event triggered the modification of the Belgian Patent Act and the
introduction of the compulsory license for public health. It was the grant of a series of
patents dealing with diagnostic testing for early onset breast and ovarian cancer based
on the genes BRCA1 and BRCA2 to Myriad Genetics (at present the patent proprietor
is the University of Utah Research Foundation) and the subsequent restrictive
licensing policy, as well as the exorbitant prices for the test from the patent owner.
Three of the Myriad patents related to BRCAI (EP0699754, EP0705902 and
EP0705903) and one of the Myriad patents related to BRCA2 (EP0785216). The

Belgian genetics community reacted with disbelief, disgust and despair.

A multitude of strategies was considered to deal with Myriad’s restrictive licensing
behavior. First, oppositions were filed against all Myriad patents at the European
Patent Office (EPO). Belgium, together with France, took a leading role: the minister
of Social Affairs (Frank Vandenbroucke), the minister of public health (Magda
Aelvoet) and the minister of Economic Affairs (Charles Picqué) officially supported
the opposition in March 2002, officially lodged by the Belgian Society for Human
Genetics (see section 2.1.2). The proceedings raised considerable societal interest in
Belgium and elsewhere: “The experience in filing oppositions against these [BRCA1
and BRCA2] patents is that they are highly focused affairs that can generate
considerable interest in the press and in the scientific community. Examples of the
interest can be derived from several major international seminars having included
time for discussing the issues of these oppositions. The interest can also be deduced
from the fact that major scientific journals have followed the oppositions and have
reported the results and that the issues have been discussed on international and local
radio and television. Moreover, major legal works have included several pages on the
issues raised by the oppositions against BRCA1 and BRCA2 patents. And, last but
not least, university and other projects have been started to investigate the social
benefit of patenting of diagnostic methods and it effect on society and health care.”*
Second, a debate was opened on the suitability of the existing compulsory license
regime for non-working or dependency for public health reasons.

Third, reluctantly at the start, all Belgian universities finally decided to neglect all
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BRCA patents and continue in-house testing, and face the risk of law suits for

infringement and damages.

* W. BIRD, ‘Using the EPO Opposition Procedure as a Strategy Against Patents on
Diagnostic Methods’, in Gene Patents and Public Health, VAN OVERWALLE, G.
(ed.), Brussels, Bruylant, 2007, 73. (William Bird represented the Belgian Society for
Human Genetics in the Opposition proceedings before the EPO). Also see,
VERBEURE, B., MATTHIJS, G & VAN OVERWALLE, G, ‘Analysing DNA
patents in relation with diagnostic genetic testing’, 14 European Journal of Human
Genetics (EJHG), vol. 1, January 2006, 26-33.

5.1.2. The action and reaction of political circle

On 6 July 1998 the European Parliament adopted the Directive on the legal protection
of biotechnological inventions (Directive 98/44/EC of 6 July 1998 of the European
Parliament and of the Council on the legal protection of biotechnological inventions,
Official Journal L 213, 30/07/1998 p. 0013, see
http://europa.eu.int/eur-lex/en/lif/dat/1998/en_398L.0044.html) (abbr. EU
Biotechnology Directive). With ceaseless effort, the Belgian legislator labored over
the implementation of the Directive in the Belgian Patent Act (Act of 28 March 1984
on Invention Patents, Official Gazette, 9 March 1985) (abbr. BPA). The transposition
of the Directive took so long, mainly because of political delays (interim elections)
and heated debates in parliament and society relating to content and scope of the
implementation.*

A first draft bill was prompted on 29 October 1998 (Under the Minister for Economic
Affairs Elio Di Rupo). As a result of some changes in government, this first draft was
dropped. A second draft bill was disclosed on 8 August 2000 (Under the Minister for
Economic Affairs Charles Picqué). After the many comments from a series of
consultative institutions and organizations, the draft bill was seriously revised. This
revised draft bill was approved by the Council of Ministers and submitted to the
House of Representatives on 21 June 2001 (DOC 50 1886/001). However, the bill
was hardly discussed in parliament.

The lingering on of the transposition of the Directive led to the condemnation of

Belgium on 9 September 2004 by the European Court of Justice in an action for
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failure to fulfill its obligations under Art. 226 EC introduced by the European
Commission (ECJ, 9 September 2004, Case C-454/03, ECR n.y.r.). The Court took
the view that Belgium did not fulfill its obligations under Art. 15 of the Directive,
because it failed to adopt the laws, regulations and administrative provisions,
necessary to comply with the Directive, in time. The Belgian government argued that
the legislative procedure to transpose the Directive was running and that all the
necessary measures would be taken to complete this procedure as soon as possible.
This argument was denied by the ECJ since there were no implementing measures in
force in Belgium at the date set by the European Commission. If Belgium would fail
to take the necessary measures to comply with the Court’s judgment, the Court could
impose a lump sum or penalty payment in a later procedure ex Art. 228 EC.

After the vigorous language of the Court of Justice and some changes in government,
a new draft bill was formulated (under the governance of Minister for Economic
Affairs, Fientje Moerman) which was later taken over by the then Minister for
Economic Affairs (Mark Verwilghen). A political agreement on this draft bill was
reached in the Council of Ministers on 23 April 2004. After the advice of the Council
of State, the draft bill was then submitted to the House of Representatives on 21
September 2004 (DOC 51/1348/001). Subsequently, the bill was subject to expert
hearings in the competent parliamentary commission, the Commission for Trade and
Industry.** After lengthy discussions the bill was finally accepted in the Commission
for Trade and Industry on 1 March 2005. The bill was then submitted and voted in
plenary session of the Chamber on 10 March 2005. The Senate evoked the bill,
discussed it in the competent Commission, and finally accepted it in plenary session
on 14 April 2005. On 28 April 2005 the bill was promulgated and finally published in
the Official Gazette on 13 May 2005, taking effect 10 days later (Act of 28 April 2005
to modify the Act of 28 March 1984 on Invention Patents, with Regard to the
Patentability of Biotechnological Inventions, Official Gazette, 13 May 2005).

During the Commission sessions, the plenary meetings in the Chamber and the Senate,
dozens of amendments were submitted. The majority of those amendments, however,
was either withdrawn or rejected. Only the amendment from the government parties
relating to the compulsory license for public health was admitted. The explanation for
this large scale withdrawal or rejection of amendments is — as the Minister repeatedly
admitted — the political agreement achieved in the Council of Ministers on 23 April

2004. This agreement delineated the strict boarders of the Belgian implementation
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model: literal transposition to comply with the European obligations, and introduction
of some extra measures, to accommodate the concerns of Belgian civil society. No
maneuvering room was thus left to alter basic provisions of the Directive, but some

leeway was created to introduce some extra provisions.

The first bill of 21 June 2002 (DOC 50 1886/001) departed considerably from the
Directive. Witness the reluctant wording with regard to the patenting of human genes,
the wide interpretation of the exclusions from patentability on the basis of ordre
public and morality, the many additional patentability requirements, such as the
informed consent and the geographical origin condition, and the restriction in scope
of biotech patents. The first bill aimed at reconciling voices pro and con the patenting
of biological material, by restricting patentable subject matter in the field of human
genetics, and by introducing additional prerequisites.

The second bill of 21 September 2004 (DOC 51/1348/001) beared close resemblance
to many of the basic principles of the first bill. When embedding these principles into
patent law, however, the second bill opted for a wording and interpretation which
fitted more closely to the Directive. The bill no longer focused on reconciling
antagonist opinions by restricting the subject matter of biotech patents, but much
more by regulating and curtailing, the (far reaching and possible negative) effects of
such patents, through the introduction of two additional measures which exceed the
strict finality of the Directive. The significant widening of the research exemption and
the introduction of a compulsory license for domestic public health are clear

emanations of this approach.

* This is a more detailed version of the legislative history as described in Geertrui
VAN OVERWALLE, ‘The Implementation of the Biotechnology Directive in
Belgium and its Aftereffects. The Introduction of a New Research Exemption and a
Compulsory License for Public Health’, 37 International Review of Intellectual
Property and Competition Law (I1C), 2006, 889-920

** The author of the present report, Geertrui VAN OVERWALLE, was heard as an

expert during the parliamentary hearings.
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5.1.2.bis. The content of the new, modifying law *

The second bill of 21 September 2004 (DOC 51/1348/001) was finally passed in the
House of Representatives on 10 March 2005 and in the Senate on 14 April 2005. It
was then promulgated on 28 April 2005 and published in the Belgian official journal,
the so-called ‘Belgisch Staatsblad’ or ‘Moniteur belge’ on 13 May 2005 (Belgisch
Staatsblad — Moniteur belge, 13 May 2005 (available at

http://www.ejustice.just.fgov.be/cgi/welcome.pl).

The compulsory licensing mechanism for public health reasons, established by Article
13 of the amending Act of 28 April 2005, led to the introduction of a new article
31 bis BPA.**

The scope of application of the compulsory license for public health is mainly
determined by three elements: the ground for which a license may be granted, the
inventions susceptible for licensing and the geographical scope of application.

Public Health Interest. The new compulsory licensing mechanism may be invoked in
cases where the public health interest is affected. In this regard, Article
31 bis § 1 BPA explicitly stipulates that “In the interest of public health, the King, by
decree established after consultation in the Council of Ministers, can grant a license
for the exploitation and application of an invention protected by a patent” (italics
added).

The Ministerial Statement clarifies that the notion of public interest, like the concept
of ‘ordre public and morality’, is susceptible to changes over time. It is therefore not
expedient to give a strict definition. Rather, it is recommendable to put forward some
examples where the public health interest may be at stake. This is notably the case
when products, processes or diagnostic methods are put at the disposal of the public
in insufficient quantity or quality, or at abnormally high prices, or when the patent is
exploited under conditions which are contrary to the public health interest or which
constitute anti-competitive practices. This explanation is by and large a reflection of
the criteria established in the French Patent Act by the French government.** The
proposal to include this more detailed wording in the Belgian Patent Act to increase
the transparency and compulsory nature of the provision was refused.

Relevant Inventions. This aspect of the Belgian Patent Act has again been modeled
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after the French system. The inventions which may be susceptible to a compulsory
license for public health reasons, are explicitly mentioned in Article 31 bis § 1 BPA:
In the interest of public health, the King can grant a license for the exploitation and
application of an invention protected by a patent for:

a) a medicine, a medical appliance, a medical appliance or product for diagnosis,

a derived or combinable therapeutic product;
b) the process or product necessary for the manufacture of one or more
products indicated under a);

c) adiagnostic method applied outside of the human or animal body.
The Ministerial Statement underlines that the medical sector at large is envisioned
and not a particular sector within the medical sector, for reasons of
non-discrimination. In this regard the Belgian system differs from the mechanism
established in Switzerland focusing on diagnostic testing ex Article 40 (c) of the
Swiss Patent Act.
Geographical Scope - Domestic Market. During the debate in the Belgian parliament
several members suggested to widen the geographical scope of application of the
compulsory licensing mechanism for public health reasons to the extent that it would
be applicable to export to developing countries. The Ministerial Statement highlighted
the importance of this suggestion, but referred to the European proposal for a
regulation of the European Parliament and of the Council on compulsory licensing of
patents relating to the manufacture of pharmaceutical products for export to countries
with public health problems of 29 October 2004. This proposal obliges the Member
States to grant a compulsory license for the manufacture and sale of patented
pharmaceutical products for the export to countries without or with insufficient
production facilities in the pharmaceutical sector, in case a number of conditions is
fulfilled. As European regulations have direct effect, it was not considered necessary

to include a specific provision in the Belgian Patent Act.

*This section is largely based on

VAN OVERWALLE, G, ‘The Implementation of the Biotechnology Directive in
Belgium and its Aftereffects. The Introduction of a New Research Exemption and a
Compulsory License for Public Health’, 37 International Review of Intellectual
Property and Competition Law (11C), 2006, 889-920; and VAN OVERWALLE, G. en
VAN ZIMMEREN, E., ‘Reshaping Belgian Patent Law: The Revision of the
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Research Exemption and the Introduction of a Compulsory License for Public Health,
IIP Forum (Japan), 64 February 2006, 42-49 [Publication in Japanese; For an English

translation, see http://www.iip.or.jp/e/index.html)

It is recommended to consult these journal articles for more details.

** Unfortunately, no official English translation of the amending act of April 28 2005
or of the updated Belgian Patent Act of 1984 is available for the moment. In Annex 4

an informal translation has been provided.

*** “Les brevets de ces produits, procédés ou méthodes de diagnostic ne peuvent étre
soumis au régime de la licence d’office dans I'intérét de la santé publique que lorsque
ces produits, ou des produits issus de ces procédés, ou ces méthodes sont mis a la
disposition du public en quantité et qualité insuffisantes ou a des prix anormalement
élevés, ou lorsque le brevet est exploité dans des conditions contraires a I'intérét de la
santé publique ou constitutives de pratiques déclarées anticoncurrentielles a la suite
d'une décision administrative ou juridictionnelle devenue définitive” (italics added),
Article 18 Loi n° 2004-800 du 6 ao(t 2004 relative a la bioéthique, amending Articles
L. 613-15 and L. 613-16 Code de la propriété intellectuelle, Journal Officiel francais,
n° 182, 7 August 2004 (available at
http:// www.legifrance.gouv.fr/ WAspad/UnTexteDeJorf?numjo=S ANX0100053L).

5.1.3. The action and reaction of academia

Some Belgian legal scholars were supportive of the new compulsory license, but have
raised concerns. I myself have stated that “these ‘revolutionary’ measures might put
Belgium on the international map as an actor who is deeply concerned by public
health interests and who tries to reconcile both private (patent holder) and public
(patient) interests”. However, 1 have also suggested that “the effectiveness of the
compulsory licensing mechanism is uncertain and will depend on the willingness of
companies to apply for such a license. One may regret that the Minister of Social
Security and Public Health has not been given a right of initiative as well. Moreover,
one may have doubts as to whether the long periods for decision-making will not turn
the compulsory licensing mechanism into another tool of symbolic law-making.

However, one should realize that the compulsory licensing regime for public health
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reasons may indirectly function as a threat to compel a non-cooperative patent holder

to enter into fair and reasonable licensing negotiations”.*

* VAN OVERWALLE, G, ‘The Implementation of the Biotechnology Directive in
Belgium and its Aftereffects. The Introduction of a New Research Exemption and a
Compulsory License for Public Health’, 37 International Review of Intellectual
Property and Competition Law (I1C), 2006, 889-920. Also see VAN OVERWALLE,
G, ‘Zonder trommels en trompetten. De definitieve omzetting van de
EU-Biotechnologierichtlijn in het Belgisch recht’ Intellectuele Rechten — Droits
Intellectuels (IRDI), 2005, 349 — 378.

In February 2006, Prof. Mary-Claire King, international frontrunner in breast cancer
research and critical voice against patenting and restrictive licensing of the BRCA
genes, was awarded an Honorary Doctorate at the KULeuven. The genetics
community considered this award recognition of both her scientific and political

(critical) viewpoints on BRCA research and patenting.

5.1.4. The action and reaction of business circle

The Belgian business circles, through the Belgian Association for

Bioindustries (http://www.belgobiotech.be) and the Algemene Vereniging van de

Geneesmiddelenindustrie (AVGI) (http://www.pharma.be), formally reacted on
the first proposal (Belgian Chamber DOC 50 1886/001 - 21 June 2002) at the end

of 2002 (see Annex 2). None of their remarks and criticisms relate to the issue of
research tools. However, they express concern with regard to measures which
have a different, and more negative effect on smaller, Belgian companies than on
bigger or foreign companies.* They are equally reluctant with regard to measures
that lead to differing legislation between member states.**: “Indien Belgi€ beslist
de Europese Richtlijn 98/44 niet correct te implementeren, en bijkomende eisen
toe te voegen voor wat betreft de octrooieerbaarheid van biotechnologische
uitvindingen, zal men dus voornamelijk de kleinere Belgische bedrijven - die nog
werken via de Belgische Dienst voor Industriéle Eigendom - in een economisch
benadeelde positie plaatsen ten opzichte van de grotere of buitenlandse bedrijven

die via het Europees Octrooibureau werken.” “Dit leidt onvermijdelijke tot
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discrepanties tussen de wetgevingen van de lidstaten, die de richtlijn precies

beoogt uit te schakelen.”

The Flanders Institute for Biotechnology (VIB) (www.vib.be), pharma.be

((http://www.pharma.be), the Belgian Association for Bioindustries

(http://www.belgobiotech.be), and Flanders Bio (http://www.flandersbio.be) also

publicly reacted on the second proposal (Belgian Chamber, DOC 51 1348/001 —

21 September 2004) and the compulsory license for public health (see Annex 3).
The first objection they put forward relates to the field of application of the
compulsory license in the interest of public health. According to VIB etc. the field of
application of the compulsory license is phrased in a far too general fashion and leads
to an excessive and unnecessary erosion of patent law, which ultimately will
discourage scientific research in Belgian universities, research institutions and
companies. Innovative scientific research and the subsequent inventions should be
protected by patent law. Granting patent protection for inventions is the very basis
and an absolutely essential condition to stimulate technological innovation and
progress. When public health would be threatened by patent law, it may be justified
that the government provides a mechanisms to react quickly. The Myriad case, where
the diagnostic research on BRCA1 en BRCA2 was only allowed at unreasonably high
prices, was a striking example. However, the Myriad patents are declared null and
void by the EPO by now [Remark from the author: not all patents are completely
declared invalid, see section 2.1.1.]. The introduction of a compulsory license in the
interest of public health with a wide scope of application, namely “a) a medication, a
medical appliance, a medical appliance or product for diagnosis, a derived or
combinable therapeutic product; b) the process or product necessary for the
manufacture of one or more products indicated under a); ¢) a diagnostic method
applied outside of the human or animal body”, is out of proportion with the objective
to be achieved. The further erosion of patent law has as effect that every incentive is
taken away to do further investments in the Belgian biomedical research, both at
universities and research institutes, as in companies. This is regrettable for a country
that holds a top position in research and development at present. The introduction of a
compulsory license for public health could mean that companies, such as
Innogenetics, Janssen Pharmaceutica, UCB, Solvay and Glaxo Smith Kline (GSK)

Biologicals will be forced to shift/displace their strongly developed research activities
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to other European countries. This is even more so, as in the neighboring countries,
with exception of France, the compulsory license in the interest of public health does
not exist as a separate legal instrument. Other European countries, such as the
Netherlands, the UK and Germany employ the general compulsory license in this
case, license which has always acted as an exception in European patent law. Such a
general compulsory license already exists in Belgium in the current article 31 of the
Belgian Patent Act.

A second objection they set forth relates to the procedure, which in their view is not
in conformity with the fundamental principles of procedural law, thus running the risk
of being misused (also by the companies amongst themselves) to fight one another.
The suggested compulsory license system allows that the applicant for a license starts
the procedure to obtain a compulsory license on his own initiative by simply
submitting a request at the Belgian Advisory Committee for Bioethics. This means
that anyone, without any threshold [Remark from the author: this critique is not
correct, as the applicant for a compulsory license “must demonstrate that he has,
should the compulsory license be granted to him, the resources or the bona fide
intention to obtain resources that are necessary for actual and continual manufacture
and/or application in Belgium of the patented invention”] can start a procedure,
without having to consult the patent owner beforehand. [Remark from the author: this
point is well taken, as TRIPs obliges to negotiate with the patent holder before
granting a compulsory license]. Furthermore, the foreseen terms are not sufficiently
restricted in time, as a result of which the patent owner may remain in legal
uncertainty during too long a period. Indeed, each procedure relating to a claim for
infringement on a patent is being suspended from the moment the request has been
submitted with the Belgian Advisory Committee for Bioethics until the moment the
Minister takes a decision. In the present situation this may mount to 12 months from
request to grant of the compulsory license. Additionally, no sanctions are foreseen in
case the terms are exceeded. Besides, the basic right of parties to be heard during
proceedings is not respected. The fundamental right of defense is clearly violated.
Last but not least, there is an under representation of expert with hands on practice in
the Belgian Advisory Committee for Bioethics which only has expertise with ethical
issues, not with economical ones. In that regard, it is cumbersome that nor the
biotechnology sector, nor the pharmaceutical industry is represented.

In their public statement, the Flanders Institute for Biotechnology (VIB), pharma.be,
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BelgoBiotech, Belgian Biolndustries Association (BBA) and Flanders Bio, suggest to
amend article 31bis in an aim to narrow down the field of application to diagnostic

products on the basis of a gene._

Here and there, very critical voices were heard in business circles, with the restrictive
license policies from Myriad, even though the criticism was not directly explicit
toward Myriad itself but in a more general manner, witness Vlassak: “The patent
system has developed from a system to foster innovation in a fastly developing
sustainable industry to a system which serves the needs of a quick and extraordinary
profit. This latter can only be achieved if patents are treated as purely economic
goods serving to obtain maximum revenue. The patent system, if used in this way, is
subject to extensive criticism especially in the area of diagnostic tools. It is
documented that there is extensive protest against this blocking use of patents. These
monopolies are perceived as blocking the development and availability of needed
diagnostics leaving the persons in need of diagnostics as victims.”* Katrien Vlassak

(Patent Counsel with Innogenetics N.V. in 1998)

* Katrien Vlassak & Kees Schiller, ‘The Effect of Patents on Diagnostic
Research and Kit Development’, in Gene Patents and Public Health, VAN
OVERWALLE, G. (ed.), Brussels, Bruylant, 2007, 99.

Biotech law firm: “The 2005 Act also added a number of provisions on compulsory
licensing. The new article 31bis of the BPA explicitly allows the Belgian government
to grant compulsory licenses in case of public health concerns. The rule that all legal
proceedings relating to an alleged infringement are stayed during the application
period of the compulsory license remains unchanged. From the grant of the
compulsory license, the relationship between licensor and licensee is deemed to be a
normal contractual license. Concern was raised that the compulsory license for public
health “might affect the ability of the patent owner to stop parallel imports, where
production under a compulsory license is not normally considered to amount to

consent by the patent holder”.*

*Linklaters Brussels, Intellectual Property News, November 2005
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5.1.5. The action and reaction in the press
The leading Belgian newspapers (De Standaard and De Morgen) extensively and
critically reported on the Opposition proceedings against the BRCA patents before the

EPO, witness the series of articles published on the Myriad case between 2000 and
2007 (keyword used in text: Myriad; breast cancer gene).

‘Biotechpatenten onder vuur’, De Standaard, 10/05/2007 - (kidr)

‘Borstkankertest blijft vrij beschikbaar. Het bedrijf Myriad_Genetics moet zijn

monopolie op een borstkankertest laten varen’, De Standaard, 04/10/2007 (Kim De

Rycke)

‘Geen Europees verbod op borstkankertests’, De Standaard, 27/01/2005 (Hilde
Van den Eynde)

‘Patent borstkankergen opgeschort’, De Standaard, 19/05/2004 (Kim De
Rycke )

‘Recht op testen’, De Standaard, 14/05/2004 (Hilde Van den Eynde)

‘Privatisering kan uw gezondheid schaden’, De Standaard, 20/05/2003 (Dirk

Barrez)
‘Achterpoortje voor peperdure borstkankertest’, De Standaard, 24/01/2003
(Hilde Van den Eynde)

‘Uitspraak Amerikaans patent borstkankertest ten vroegste over drie jaar’, De

Standaard, 03/04/2002

‘Ministers tekenen bezwaar aan tegen patent op borstkankergen’, De Standaard,
23/02/2002
“‘Verzet tegen octrooien borstkankergen’, De Standaard, 18/01/2002

‘Bedrijff maakt onderzoek naar erfelijke borstkanker onbetaalbaar’, De
Standaard, 14/11/2001

‘Borstkankertest straks peperduur’, De Standaard, 12/11/2001(Hilde Van den
Eynde)

‘Rendement ten koste van gezondheid?’, De Standaard, 08/08/2000 - Els
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Torreele & Marleen Boelaert.

Amerikaans bedrijf verliest strijd om patent borstkankergen, De Morgen,
01-10-2007

Amerikaanse Borstkankerpionier en KU Leuven-eredoctor Mary-Claire King

over haar weinig alledaags Curriculum Vitae, De Morgen, 02-02-2006

Borstkankertests blijven voorlopig betaalbaar, De Morgen, 19-05-2004

‘Europees patentbureau spreekt zich weldra uit over strijd tussen Europese

erfelijkheidscentra en amerikaans bedrijf Gevraagd: patente uitspraak over

borstkankergen’, De Morgen, 14-05-2004

‘Genetisch onderzoek borstkanker moet betaalbaar blijven’, De Morgen,
18-02-2003

‘Rechtszaak over dure borstkankertest zal jaren aanslepen’, De Morgen,

04-04-2002

‘Belgisch-Nederlands offensief tegen dure borstkankertest’, De Morgen,
22-02-2002
‘Een ethische grens aan de markt’, De Morgen, 22-02-2002

‘Plots is genetica niet meer zo ver van ons bed’, De Morgen, 19-01-2002
‘Borstkankertest wordt onbetaalbaar’, De Morgen, 18-01-2002

Also the modification of the Belgian Patent Act was commented, be it much less

‘Octrooiwet om genetische tests betaalbaar te houden’, De Morgen, 03-06-2005

5. 2. Research exception

5.2.1. The history of altering, including political and social process

The event that triggered the modification of the Belgian Patent Act and the

introduction of widened research exemption, was the same event that led to the

introduction of the compulsory license for public health. It was the grant of a series of

patents dealing with diagnostic testing for early onset breast and ovarian cancer based

on the genes BRCA1 and BRCA2 to Myriad Genetics (at present the patent proprietor

is the University of Utah Research Foundation) and the subsequent restrictive
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licensing policy, as well as the exorbitant prices for the test from the patent owner
(see section 5.1.1.). It was argued that if access and use of genes was restricted for
diagnostic testing, that would equally hamper research. One can easily imagine that in
case of monopolization of genes useful as research tools, progress might be stalled, as

the search for novel defects in disease related genes would slow down.*

* MATTHIJS, G., ‘DNA Diagnostics in Practice’, in Gene Patents and Public Health,
VAN OVERWALLE, G. (ed.), Brussels, Bruylant, 2007, 27.

5.2.2. The action and reaction of political circle
The political action and reaction with regard to the use of research tools, is largely

similar to the action and reaction with regard to the blocking licenses (See section

5.1.2)

5.2.2bis. The content of the new, modifying law*

The bill modifying the research exemption in Belgian patent law (article 28 § 1 (b) of
the Belgian Patent Act), was finally passed in the House of Representatives on 10
March 2005 and in the Senate on 14 April 2005. The bill was then promulgated on 28
April 2005 and published in the Belgian official journal, the so-called ‘Belgisch
Staatsblad’ or ‘Moniteur belge’ on 13 May 2005 (Belgisch Staatsblad — Moniteur

belge, 13 May 2005 (available at http://www.ejustice.just.fgov.be/cgi/welcome.pl).

The new article 28 § 1 (b) of the Belgian Patent Act (BPA) stipulates that the rights of
a patent holder do not extend to acts carried out for scientific purposes on or with the
subject matter of the invention.
Two major questions governed the discussion on the new, enlarged research
exemption. The first question was how the twin concept ‘on and/or with’ was to be
understood. The second question concerned the notion ‘scientific purposes’. The
Minister clarified both issues in a special address to the Parliament.
- Direct Goal of the Experimental Acts: ‘On and/or With’
The Ministerial Statement clarified that ‘on’ refers to experiments where it is
verified whether the patented invention works the way it is described in the

patent or whether the invention is indeed novel and inventive as claimed in the
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patent. The Statement explained that ‘with’ refers to experiments where the
patented invention is used to investigate something else; the patented invention is
used as an instrument, as an “Apparativ”. For instance, a patented scale which is
used to weigh compounds for manufacturing a vaccin. The Minister underlined
that the new Article 28 aims at both exempting research ‘on’ and research ‘with’
the subject matter of the invention to guarantee a maximum freedom to operate
for research activities.
- Indirect Goal of the Experimental Acts: Scientific and/or Commercial Purpose
The Ministerial Statement clarified that the term ‘scientific purposes’ refers to acts
that aim at collecting knowledge. In the debate on whether to opt for a strict or a wide
interpretation of the notion ‘scientific purpose’, Minister Verwilghen supported a
wide scope of interpretation. The research exemption encompasses both acts with a
strict scientific purpose, and acts with a mixed scientific/commercial aim, in the sense
that mixed research should mainly be scientific in nature, which excludes companies
with mainly commercial goals, from the scope of the exemption. It remains to be seen,
how this interpretation will be applied in practice. In day-to-day practice borderline
cases may regularly arise. For instance with regard to spin-offs originating from
university-based research with commercial objectives, or pharmaceutical and/or
biotechnology companies having a clear-cut commercial mission, but hosting large
research activities as well.
In infringement cases, courts should take up this wide interpretation. Nevertheless,
purely commercial acts, such as the preparation of the registration dossier for clinical
trials and acts required in order to be eligible for a license to commercialize so-called
me too-medicines, do not fall under the renewed research exemption. However, the
latter will be exempted from patent infringement in the light of an upcoming
European directive relating to medicinal products for human use (See Article 1, sub
8) of Directive 2004/27/EC of the European Parliament and the Council of 31 March
2004 amending Directive 2001/83/EC on the Community Code relating to medicinal
products for human use, [2004] OJEC L136/34, replacing Article 10, para. 6) and the

equivalent Belgian variant of the so-called ‘Bolar exemption’.

*This section is largely based on
VAN OVERWALLE, G, ‘The Implementation of the Biotechnology Directive in

Belgium and its Aftereffects. The Introduction of a New Research Exemption and a
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Compulsory License for Public Health’, 37 International Review of Intellectual
Property and Competition Law (11C), 2006, 889-920; and VAN OVERWALLE, G. en
VAN ZIMMEREN, E., ‘Reshaping Belgian Patent Law: The Revision of the
Research Exemption and the Introduction of a Compulsory License for Public Health,
IIP Forum (Japan), 64 February 2006, 42-49 [Publication in Japanese; For an English

translation, see http://www.iip.or.jp/e/index.html)

It is recommended to consult these journal articles for more details.

5.2.3. The action and reaction of academia

Some legal scholars have raised some concerns on the widened research exemption. I
myself have put forward that “The widened research exemption holds great promise
for the future, but it remains to be seen to which extent it will indeed solve problems
of access and freedom to operate, and stimulate (mixed fundamental and commercial)
research in the field of biotechnology. Taking into account current practice in many
scientific (university) labs, where mixed scientific and commercial goals are pursued
on a daily basis, it will remain very difficult, to draw the line between research that is
mainly scientific and research that is less so, and to apply this delicate yardstick in
borderline cases.”*. Moreover, I have suggested that the research exemption might

discourage industries, focused on the development of research tools.**

* VAN OVERWALLE, G, ‘The Implementation of the Biotechnology Directive in
Belgium and its Aftereffects. The Introduction of a New Research Exemption and a
Compulsory License for Public Health’, 37 International Review of Intellectual
Property and Competition Law (I1C), 2006, 889-920

** VAN OVERWALLE, G., ‘Zonder trommels en trompetten. De definitieve
omzetting van de EU-Biotechnologierichtlijn in het Belgisch recht’ Intellectuele
Rechten — Droits Intellectuels (IRDI), 2005, 349 — 378.

The Technology transfer office of the K.U.Leuven (LRD) (http://Ird.kuleuven.be/)

takes the view that a patent system should stimulate innovation. Blocking of research
activities by patent-troll like activities is not desirable. Therefore, LRD is a proponent
of a robust research exemption, as the one in force in the current Belgian Patent Act.

LRD hopes that the current research exemption indeed offers such strong protection,
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although they know that there is not case law as yet. In their view, patent law should
include a research exception, analogous with article 52(4) EPC which stipulates that
“method of medical treatments” are not patentable. For example, a provision stating
that “methods of research” are not patentable, whereas the commercial sale of product
“for use in research” would remain patentable. Such a distinction could prevent that a
researcher is alleged of infringement for a sole lab experiment, and could at the same
time contain incentives for companies to develop innovative marketable research
products (apparatus and kits) because they can temporarily prevent other, commercial
“me-too’s”, aiming to free ride on the investment in innovation. Such an approach
could offer a correct balance between the need of research freedom, on the one hand,
and the importance of knowledge protection for an efficient encouragement of

innovation and the general interest of mankind.

Personal communication Ivo Roelants, Head of Protection & Exploitation of

Intellectual Property Department, K.U.Leuven R&D, 21 February 2008

5.2.4. The action and reaction of business circle

The Flanders Institute for Biotechnology (VIB), pharma.be, BelgoBiotech, Belgian
Biolndustries Association and Flanders Bio also publicly reacted on the second
proposal (Belgian Chamber, DOC 51 1348/001 — 21 September 2004) and suggested
a few amendments (see Annex 3).

A first objection against the modified research exemption was that the term “scientific
objectives” was subject to differing interpretations. If “scientific objectives” means
activities which contribute to the development of knowledge, then that also applies to
a lot of research activities in commercial companies. It is unclear of such research
would also be exempted, or only research that takes place in academic institutions.
Conversely, research can also take place in academic institutions having a long term
commercial objective. The distinction between commercial and non-commercial
research leaves too much room for interpretation and the use of alternative terms does
not offer a solution.

A second objection related to the phrasing which in practice leads to a narrowing
down of the patent protection, which, subsequently can lead to more trade secrecy. At
present the research exemption is usually interpreted in a rather strict sense: acts

carried out on the subject matter of the invention may (e.g. acts aiming at testing,
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improving or finding new applications of the invention), whereas acts carried out with
the subject matter of the invention may not. In practice, however, there is a “laisser
passer” or a tolerant attitude where patent holders will not prosecute academic
institutions, or only in exceptional cases. The new research exemption aims at
regularizing this tolerance, but risks to lead to more trade secrecy in actual practice.
The third objection related to the problems which could be expected when applying
the research exemption to process inventions. The new research exemption would
have as effect that research methods, used for scientific purposes, would not fall
under the research exemption. This would run counter against an international
consensus stating that at least the invention of certain, important research methods
should be rewarded with patent protection. This is of great importance in a sector
such as biotechnology, where a large part of the inventions relates to technological
means and an improvement of research practices.

The Flanders Institute for Biotechnology (VIB), pharma.be, BelgoBiotech, Belgian
Biolndustries Association and Flanders Bio pushed for the abolishment of the
research exemption, as in its present form, it entails serious risks of unintended
effects. When renegotiating a future research exemption, it should be borne in mind
that designing a research exemption is a delicate balancing exercise between the
protection of the interests of the patent holder, on the one hand, and the promotion of
scientific progress, on the other hand. A research exemption must not only bear those
contradictory interests in mind, but equally serve them. The present research
exemption does not serve both interests in a sufficient way and will therefore lead to

more trade secrecy in actual practice, what runs counter to scientific progress.

Europabio (the European Association for Bioindustries) (http://www.europabio.org).

has not formulated any point of view with regard to the current Belgian situation.
Personal communication Dirk Carrez (Public Policy & Industrial Biotech Director

Europabio), 18 February 2008

6. THE PROCESS AND BACKGROUND TO START THE PROCESS TO
MODIFY THE LAW (EX. UK, SWISS) NOT APPLICABLE

Not applicable
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7. THE GUIDELINE TO PROTECT AND USE RESEARCH TOOL PATENTS

Under current Belgian patent law a wider research exemption has been introduced.
However, there are no explicit provisions relating to the protection or use of research
tools. We have conducted several interviews to bring current practices, based on the
renewed and enlarged research exemption, to the fore within leading research

organizations.

7.1. Flanders Institute for Biotechnology (VIB) (http://www.vib.be/VIB/EN).

Mission: VIB is a non-profit scientific research institute. Using advanced gene
technology, VIB studies the functioning of the human body, plants and
microorganisms.

VIB develops three complementary core activities: 1. Strategic basic research, 2. An
active technology transfer policy to transfer the inventions to consumers and patient,
3. Scientific information for the general public.

The VIB takes the view that the Belgian research exemption is phrased far too wide,
and hardly taken into account in real life, where rather the international consensus
reigns. Therefore, the VIB applies a pragmatic approach and attempts to achieve
optimal use of new technologies, without getting mixed up in too many legal disputes.
This approach is based on two principles:

1. Research tools are easily — and almost always - placed at the disposal of
academic groups at no cost. Annually, more than 500 research teams receive
material from the VIB at no cost, with a simple material transfer agreement.

2. Research tools are generally offered to companies through a non-exclusive,
reasonably priced license. Conversely, new candidate drugs/diagnostics are

mostly exclusively licensed to companies.

Personal communication RudyDekeyzer (Managing Director VIB) and René Custers

(Regulatory Affairs Manager), 18 February 2008.

7.2. Technology transfer office of the K.U.Leuven (LRD) (http://Ird.kuleuven.be/)

The K.U.Leuven rather seldom submits patent applications, which purely aim at
protecting a research tool. First, because the cost of patenting is usually higher than

the gains from valorization. Patent protection for a research apparatus or a research
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kit might be contemplated if it could be developed and marketed as a well defined
technological product, and only in the case where the lack of knowledge protection,
would no longer motivate industry to develop the product so that the innovative
product would no longer be put at the disposal of the research community. But patents,
which solely aim at protecting a gene, a biomarker or a target and which only
encompass a research tool without being translated in a diagnostic, medicinal or
biotechnological product, will usually not be submitted, because the valorization
value is very low.

1. In the exceptional case that in a patent genes, biomarker and targets are
claimed as research tools, LRD applies a policy of no or narrow (in the
framework of transfer of know how) reach-through rights, wide and
non-exclusive licenses and low transactions costs for the private sector.

2. Within the public sector, those research tools are generally exchanged in the
form of biomaterials, with a license at zero cost, further elaborated with or

without a Material Transfer Agreement.

Personal communication Ivo Roelants, Head of Protection & Exploitation of

Intellectual Property Department, K.U.Leuven R&D, 21 February 2008

8. THE STATUS QUO OF USING THE GUIDELINE

9. OTHER INFORMATION (TECHNOLOGICAL FIELD, BIBLIOGRAPHIC
ITEM, PRICE TO LICENSE ETC.)

10. OECD GUIDELINES

Under current Belgian patent law no licensing guidelines have been implemented, nor
are the OECD-guidelines enforceable. However, we have conducted several

interviews which demonstrate that although this legal vacuum, various leading

research institutions largely apply the principles laid down in the OECD-guidelines.
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10.1. Flanders Institute for Biotechnology (VIB) (http://www.vib.be/VIB/EN)

Mission: see section 7.1.

Even though the OECD-Guidelines have not formally been adopted within the VIB,
their licensing policy largely reflects the main principles laid down in the Guidelines.
At one point their policy might differ from the Guidelines, more in particular as
regards VIB’s start-ups. The VIB will more easily grant exclusive licenses for basic

technologies to start-ups, than suggested in the Guidelines.

Personal communication RudyDekeyzer (Managing Director VIB) and René Custers

(Regulatory Affairs Manager), 18 February 2008.

10.2. Technology transfer office of the K.U.Leuven (LRD) (http://lrd.kuleuven.be/)
The OECD licensing guidelines are well known at the LRD, and the office is also

closely involved in drafting guidelines for collaborative mechanisms. The licensing
policy, and in a wider context the valorization activity, fits in closely with the
principles and practices laid down in said guidelines. First and foremost, it is
important that research results which have been obtained in an academic setting, are
widely dispersible and that licensing activities or collaborations with industry may
not impose permanent restrictions on the publication of research results, which have
been obtained in academic labs. LRD is trained in reducing any delays during
contract negotiations to a strict minimum. Furthermore, it is the objective of LRD to
develop services and products through the protection of knowledge. Dissemination
prevails, however, over direct revenue. Quite often an IP asset is licensed for various
fields of application to different parties, in particular to parties which are best

positioned or specialized to develop a product or service in that field of application.

Personal communication Ivo Roelants, Head of Protection & Exploitation of

Intellectual Property Department, K.U.Leuven R&D, 21 February 2008

The EU-FP7 Framework Programs for R&D contain specific provisions with regard
to licensing, although these provisions rather provide a general context, rather than
detailed arrangements. The underlying philosophy always is that one research partner
may not use its — by the Commission financed — research results (“Foreground”),

even though he holds IP rights to prevent another party to employ his Foreground. A
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research partner may neither block any Background, unless they have announced
beforehand that they would bring in certain IP rights ("exclude from Access Rights").
The current provisions are a result from the initial Framework Programs, which were
mainly situated in the ICT-sector. Non-exclusive access-rights (in fact a kind of
contractual compulsory licenses) are not that evident in the pharmaceutical and in the
biotech sector and the imposed provision are not always fit for collaborations in
biotech. Therefore, LRD has suggested during a meeting with MEP Philippe Busquin
to allow slightly diverging provisions in different scientific domains, but this
suggestion was ultimately not followed.

LRD has no special policy as to the European provisions. On the basis of the input of
the collaborating university inventor, LRD tries to negotiate the consortium
agreements in such a way that they will experience as little discomfort and nuisance

as possible, during their research or during later valorization.

Personal communication Bruno Lambrechts (Head Contract Research Department,

K.U.Leuven Research & Development), 22 February 2008.

11. NIH GUIDELINES

Not applicable

12. PATENT POOLS

Recently, it has been suggested that the pooling of (research) tools would facilitate

access to those patented tools.

12.1. Opinion in small biotech companies
“Also patent pools could help overcome some of the potential problems related
to licensing diagnostic tools. It would make it easier to negotiate licenses, it

would eliminate blocking patents, and would exert some market pressure to
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lower licensing prices). >° As indicated above, the rights to the HIV-1 group O
patents, owned by Innogenetics and Dade Behring, for example, have been
pooled and are available for non-exclusive licensing.” “The biotech diagnostic
industry should follow the example of the electronics industry: extensive
(cross-)licensing at reasonable rates, licensing broadly and non-exclusively, or
pooling patents. The alternative, blocking monopolies, will not lead to
sustainable business.”

Katrien Vlassak (Patent Counsel with Innogenetics N.V. in 1998).

* Katrien Vlassak & Kees Schiiller, ‘The Effect of Patents on Diagnostic Research
and Kit Development’, in Gene Patents and Public Health, VAN OVERWALLE, G
(ed.), Brussels, Bruylant, 2007, 99.

12.2. Viewpoints in academia

Belgian legal scholars have been most active, innovative and even trend-setting,
in their reflection on how to adopt collaborative license mechanisms to improve
access to patented genetic inventions in general, and genes in particular. As has
been explained above (See section 2.1), genes can be considered as research tools in
research on genetic diseases, and therefore, models facilitating access to gene

patents is relevant in the context of the present report.

For more details, see

VAN OVERWALLE, G., VAN ZIMMEREN, E., VERBEURE, B., MATTHIJS, G,
‘Models for facilitating access to patents on genetic inventions’, 7 Nature
Review Genetics, February 2006, 143-148

VERBEURE, B., VAN ZIMMEREN, E., MATTHIJS, G, VAN OVERWALLE, G,
‘Patent pools and diagnostic testing’, 24 Trends in Biotechnology (TIB), vol. 3,
March 2006, 115-120

VAN ZIMMEREN, E., VERBEURE, B., MATTHIJS, G.,, & VAN OVERWALLE, G,
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‘A Clearinghouse for Diagnostic Testing: the Solution to Ensure Access to and
Use of Patented Genetic Inventions?’, Bulletin of the World Health
Organization, 2006, 352-359.

At present, a survey is being carried out on ‘Patent Licensing in Medical
Biotechnology in Europe’. In the US , Australia , and Switzerland , over the last 10
years several surveys have been carried out regarding patenting and licensing
practices in the area of genetics. Until now, in Europe no extensive empirical research
has been published on licensing practices focusing on this particular field. Moreover,
these previous surveys reviewed existing practices and their problems and
consequences and did not consider new collaborative licensing strategies to clear
third party's patent rights.

The major aim of the survey is to bridge this gap and to provide an overview of the
current licensing practices among various stakeholders in the field of medical
biotechnology in Europe and in particular to evaluate their knowledge of, experience
with and attitude towards new collaborative licensing models as an instrument to
clear third party's patent rights (in particular to safeguard freedom to operate and
prevent royalty stacking).

The survey focuses on medical biotechnology, as this is an area prone to the
emergence of problems with regard to freedom to operate, especially in booming
fields such as kit development and pharmacogenomics. It is important to note that
“medical biotechnology” for the purpose of this survey encompasses pharmaceutical,
therapeutic and diagnostic applications as well as research applications. In other
words it includes amongst others drug discovery, pharmaceuticals, vaccines, gene
therapy, diagnostics, genetic testing, medical devices, research tools, genomics,
proteomics and pharmacogenomics.

The outcome of the survey is potentially relevant to the current debates and policy
reflections on knowledge transfer and patent licensing. Thus, though the survey was
neither commissioned nor funded by the European Commission, the Institute for
Prospective Technological Studies (IPTS; Joint Research Centre, European
Commission), Eurogentest (Network of Excellence Sixth Framework), the European
Association for Bioindustries (EuropaBio), the Licensing Executives Society

International (LESI) and ProTon-Europe, these organizations strongly encourage all
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relevant stakeholders to take part in this survey, so as to ensure that its results will
accurately reflect the current situation and the needs of all the stakeholders involved,
and they look forward to its outcome.

Addressees of the survey are established in the contracting states of the European
Patent Convention (Austria, Belgium, Bulgaria, Cyprus, Czech Republic, Denmark,
Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Liechtenstein, Lithuania, Luxembourg, Malta, Monaco, the Netherlands, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the

United Kingdom).

For more details, see

http://www.law.kuleuven.be/cir/research/survey.htm

12.3. Action in political circles

Various governmental and non-governmental international organizations, have
suggested that patent pools and clearing houses might offer an interesting solution
to current problems of access in the field of genomic research. Even though this
topic has not been picked up in Belgian political circles yet, the European
Parliament and the European Commission have shown a great interest and have
started the debate.

The European Parliament has suggested that “Both patent pools and clearing houses
make the existing technology landscape more transparent and also reduce transaction
costs for the participants. Accordingly, the Working Group recommends in-depth
investigation of collaborative rights models, such as patent pools and clearing houses,
and the extent to which these could become leading models for enhancing access to
and use of patented inventions within the European patent system”.*

The European Commission has equally launched the debate. The Research
Directorate General (Directorate C) organized a brainstorming workshop on ‘Patent
pooling in the biotech sector’ on 13 June 2007, where the scientific collaborators of

the Centre for Intellectual Property Rights of the K.U.Leuven (see above) were
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invited to present their views and the outcome of their research. A wide range of
patent experts from industry and academia were present, and participated in the

discussions.

* COWAN, R., VAN DER EIJK, W., LISSONI, F, LOTZ, P., VAN OVERWALLE,
G. and SCHOVSBO, J., Policy options for the improvement of the European patent
system, Report commissioned by STOA (Scientific Technology Options Assessment)
of the European Parliament and coordinated by Bjgrn Bedsted of The Danish
Board of Technology/ETAG, 2007, 67 p.

(http://www.europarl.europa.eu/stoa/publications/studies/stoal6 en.pdf)
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Switzerland .
Experimental use defence (research exemption) and research tools

Preliminary remarks

The modifications of Swiss Patent Act approved by Swiss parliament on June 22, 2007
adapt the patent law to the technological progress and the international developments
of the past years. Its main focus is to ensure an adequate and effective patent
protection for inventions in the field of bictechnology. The changes include the
clarification of exclusions of patentability by reason of ordre public or morality, the
clarification of the scope of protection of biotechnological patents, the enactment of the
research and Bolar-exemption, and the introduction of an obligation to disclose the
origin of genetic resources and traditional knowledge. However, it includes other
important legislative goals such as the transposition into the Swiss law of the WTO
decision of August 30, 2003 on the implementation of paragraph 6 of the Doha
Declaration on the TRIPS Agreement and Public Health, the ratification of the Patent
Law Treaty, and the introduction of effective measures to combat counterfeiting and

piracy.

1. The key event initiating the revision of Swiss Patent Act

The adoption of the Directive 98/44/EC of the European Parliament and of the Council
of July 6, 1998 on the legal protection of biotechnological inventions was the starting
point of the revision of Swiss patent law. Switzerland is not a member of the European
Community or the European Economic Area (but a member of the European Patent
Convention), and is therefore not obliged to adjust its law to accord with the Directive
98/44/EC of the European Parliament and of the Council of July 6, 1998 on the legal
protection of biotechnological inventions. Switzerland is however a country which in
practice seeks so far as possible to align its intellectual property laws with those of the
European Community. Furthermore, Swiss industry expressed a need of common and
clear legal rules in Europe in the field of patenting of biotechnological inventions since
patents in this field were disputed in public. On April 20, 1999, the Swiss Parliament
moved on Motion which called for the Federal Council to conform Swiss patent law to
Directive 98/44/EC of the European Parliament and of the Council of July 6, 1998 on the
legal protection of biotechnological inventions.

A preliminary bill to revise the Swiss Patent Act was drafted in 2000. A public
consultation procedure on this bill was carried out in 2001/2002, This consultation
marked the beginning of a public discussion about patenting of biotechnological
inventions in Switzerland. The consultation revealed, among other things, that there is a
general lack of empirical evidence on this topic. The Federal Council therefore
requested the Swiss Federal Institute of Intellectual Property to analyze certain issues
which came up in the opinion-gathering more in detail. Two areas which were
investigated in detail are presented in this report, namely:
- The impact of patents (in particular gene patents) on biotechnological inventions in
basic and applied research;
- The economic implications of patents (in particular gene patents) for
biotechnological inventions.
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In this context, the Federal Institute of Intellectual Property conducted a survey of the
biotechnelogy industry in Switzerland in 2003. A report titled “Research and Patenting in
Biotechnology- A survey in Switzerland" presents the findings. In the consultation
procedure and in the survey of the biotechnology industry in Switzerland the issue of the
private use defence was raised.

At that time the OECD started to examine the issue of the experimental use defence as
part of its wider study of biotechnology. Its first examination of the issue took place 2002
and the results were published in ,Genetic Inventions, Intellectual Property Rights and
Licensing Practices: Evidence and Policies”. This publication was followed by a second
OECD Report published in 2004 entitied ,Patents and Innovation: Trends and Policy
Challenges". This report also made several recommendations in relation to the issue of
experimental use. The discussion of the experimental use defence at international level
had also influence on the reform in Switzerland.

2. The relation between innovation and patent (especially research exemption)
when the discussion of the revision of Swiss Patent Act started

Economic theory states that patents are a facilitator for the diffusion of knowledge and
innovation and, as such, they are an important element of economic growth. However,
recent studies have found that too much patenting can potentially deter research,
development and innovation. The difficulty is finding the right balance between
incentives for research and providing access to patented research at the same time. A
careful balance has to be found between the interest to commercialise a first patent and
to create downstream inventions that could potentially be beneficial for society. On the
one side, too little protection of inventions can lead to free-riding and overuse of an
invention and, hence, to an underinvestment in research and development, combined
with a loss of incentives for these investments. On the other side, too much protection
can lead to the underdevelopment of downstream research and can limit research and
competition. With regard to the effects o research, patent protection poses difficult
guestions regarding the need to exclude competition in the use of inventions in research
and thus of the proper scope of the experimental use exception and its application to
research tools. Although these concerns may be minimized by licensing policies, even
the costs of licensing patented general purpose technologies (implicit in the purchase
price of such technologies) may delay or restrict the progress of scientific research.

The issue of patents and their influence on access to research has been one particular
focus of the survey of the biotechriology industry in Switzerland conducted by the
Federal Institute of Intellectual Property in 2003. It can be referred to the findings of this
survey.

With regard to the findings of the survey, to factual elements should be born in mind:

- The research environment has changed in the recent years: Today's universities are
actively involved in contract research for the private sector. Most universities in
Europe have established technology transfer organisations internally or companies
to hold, manage, license and enforce their intellectual properties. The distinction line
between commercial and non-commercial research has vanished.
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- In contrast to the national legislation of most European countries, the Swiss Patent
Act does not provide for a statutory defence for private and non commercial use or
for use for experimental purposes in relation to the subject matter of the invention.
Such a defence is however recognized in practice. The exact metes and bounds of
this exemption are, however, not wholly clear.

The lacking statutory defence and the unclear scope of the defence gave rise to legal
insecurity among researchers (in publicly funded research institutions and in private
companies). Furthermore, referring to the example of the PCR-technology, the
respondents to the survey voiced concerns that scientists may be restricted from using
important research tools since biotechnological inventions may concern a relatively
early stage of the innovative process and cannot be duplicated. Therefore, the
respondents to the survey of the biotechnology industry in Switzerland in 2003 ranked a
“broad research exemption” as the most efficient remedy for reducing the transaction
costs of operating in biotechnology, and the Report concluded that “in comparison to
other remedies, the introduction of a broad research exemption is believed to be
relatively beneficial”. Against this background the introduction of a statutory
experimental use defence was discussed in Switzerland as a means to prevent possible
negative effects of patents on research.

3. The range of research exemption/Commercial uses and non-commercial
usesiThe purpose of research

The modified Swiss Patent Act approved by Swiss parliament on June 22, 2007
provides for the following defences:

Arte 9
G, Exeeplicme to the protection conferred by the patent
L. Generad

1 The scope of protection conferred by the patent does not extend to:
a. o acts undertaken in the private sphere for non-commercial purposes;

b. to acts undertaken for experimental and research purposes in order to obtain knowledge about the object of the
invention, including its pessible utilities; in particular all scientific research concerning the object of the invention is
permitted;

€. o acls necessary to obtain a marketing authorisation for a pharmaceutical product in Switzerland or in countries with
comparable regulation on marketing authorisation for pharmaceutical products;

d.  the use of the invention for teaching purposes at educational instinutions;
e, the use of biological material for the purpose of the production or the discovery and development of & plant variety;
f. hinlogical material that is obtained in the feld of agriculture by chance or through an unavoidable technical process.

? Agreements that which limit or exclude the exceptions foreseen under paragraph | are null and void,

New Articles 9)(1)(a) and (b) correspond to those limitation of the rights of patentees
that are found in Art. 9 of the draft Community Patent Regulation of 2004. These
provisions provide for a statutory defence for private and non commercial use or for use
for experimental purposes in relation to the subject matter of the invention. The
language of Article 9)(1)(b) does not preclude the use of an invention in experiments
designed with a commercial end in view. It does however not cover experiments that
are conducted for the purpose of interfering with the marketing efforts of the patentee.
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New Article 9)1)(c) is a regulatory review defence (,Bolar-exemption®) as has been
introduced in the European Community in response to the New Legislation but which is
not limited to applications for national authorisations only.

New Article 9)(1)(d), a defence for “teaching use”, does not exist elsewhere in Europe in
patent law.

New Article 9)(1)(e) addresses the plant breeding issue and new Article 9)(1)(f) the sort
of situation that could in theory arise when a patented strain is grown by one farmer on
a field adjacent to that of another and cross pollinates that other's crop, whose saved
seed may thus accidentally incorporate patented genetic material. New Article 9)(2)
preserves the various defences of Article 9)(1) in the face of agreements seeking to
restrict or nullify them.

4. Compulsory uses of patents

The modified Swiss Patent Act approved by Swiss parliament on June 22, 2007
provides for the following compulsory license:

Are. 400
F. Research toods

Whoever intends to use a patented biotechnological invention as an instrument or means in research, is entitled to a non-
exclusive license.

New Article 40b) provides a compulsory non exclusive license for those experimental
uses of biotechnological research tool patents that do not meet the ,object of the
invention® limitation in Article 9)(1)(b). However, because this is expressed to extend
only to the use of such a patented biological research tool it does not act as a
compulsory license permitting competitors of the patentee to manufacture or supply
such biotechnological research tools.

The terms ,instrument or means in research” refer to biotechnological inventions that
are used almost exclusively to carry out experiments which do not relate to the subject-
matter of the biotechnological invention. The term “biotechnological invention” has to be
understood to be an invention which concerns a product consisting of or containing
biological material or a process by means of which biological material is produced,
processed or used (Article 3(1) of the Directive 98/44/EC and Rule 26(2) EPC 2000).
“Biological material” signifies any material containing genetic information and capable of
reproducing itself or being reproduced in a biological system (Article 2(1) (a) of the
Directive 98/44/EC and Rule 26(3) EPC 2000). Since Article 40b refers to
biotechnological inventions only, the terms “tools and means for research” do not
include laboratory equipment and machines, databases and computer software.

Article 40b is intended to prevent a situation in which research and technological
innovation would be adversely affected and unreasonably restrained. Such a situation
may specifically arise in the context of biotechnological inventions that are used to carry
out experiments. Such inventions (e.g. PCR) are essential in order to make downstream
research. Unlike non biotechnological instruments they can neither be substituted nor
replaced by other technical solutions (bottleneck situation). In order to assure and
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promote research and the dissemination of technological knowledge the provision
strikes a balance between the interests of producers and users of technological
knowledge.

5. Major public comments of the revision of Swiss Patent Act

Articles 9 and 40b of the Swiss Patent Act has been consulted with and approved by the
biotechnology and pharmaceutical industry in Switzerland (including multinational
companies, SMEs, universities and research institutes) and also by economiesuisse
(the organization representing the Swiss economy).

The Gowers Review of Intellectual Property recommended the clarification of the U.K.
experimental use exception along the lines of Article 8 of the modified Swiss Patent Act
(see p. 4547, n. 4.3-4.12).
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