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1)  Introduction

A patent gives the owner the right to prevent third parties from making, using, selling or importing their invention for up to
20 years. Subject to certain exceptions, if a third party does any of these without the consent of the patent owner it will
be considered to be an infringement of the patent; the owner would be entitled to take legal action against the infringer.
The rights granted by a patent encourage innovation by helping businesses to protect their investments in R&D.

A strong research base is vital to the competitiveness of our economy and to promoting the well being of our society. It is
important that the right balance exists between the opportunity to conduct research and the framework of IP laws which
can provide incentives for innovation and economic development.

Patent laws in most European countries include a “research exception” (or “research exemption”) which permits use of
a patented invention for experimental purposes without infringing the rights of the holder. Additionally, there are further
exceptions such as those in respect of private and non-commercial use. In the United Kingdom those acts which do not
constitute an infringement are set out in Section 60(5) of the Patents Act 1977".

The origin of these exceptions in the UK lies in the Community Patent Convention (CPC) of 19752. Furthermore, European
Community member states agreed in 1989 to eliminate “as far as possible” the differences between national patent law
and the provisions of the CPC3. Any clarification or amendment of the research exception in this country would need to
consider whether this would be necessary Europe-wide

The scope of the exception has been considered in a number of infringement actions. For example, in Monsanto v
Stauffer®, the Court defined the meaning of “experimental purposes” (Section 60(5)(b) of the Patents Act 1977) and
concluded that this did not include trials conducted in order to demonstrate to a third party that a product works as
claimed. In 2005, the UK implemented an EU Directive® which exempts from infringement certain activities performed
for the regulatory approval of generic drugs (Section 60(5)(i) of the Act).

The Gowers Review of Intellectual Property® made a number of recommendations to Government to improve the
functioning of the intellectual property system. This consultation follows from Recommendation 1 which is to clarify the
research exception’.

2) Purpose of the Consultation

The purpose of this consultation is to seek evidence on the effect of the patent research exception as allowed under
Section 60(5) of the Patent Act 1977 and to identify the extent of stakeholder concerns on this aspect of patent law.
Where we identify significant concerns we will seek the most practicable solution to resolve them. When considering
changes to legislation we must take into account the relevant international treaties (such as TRIPS?) as well as the
European context. It should be noted, however that this consultation does not seek to re-examine the regulatory review
(“Bolar”) exception.

We aim to make this a successful consultation by engaging with stakeholders in a variety of ways, for example through
conducting workshops with major stakeholders. By taking this approach we hope to maximise the feedback from all
parties who may be affected by the research exception.

Annex A

It should be noted that the CPC has never been brought into force

Joint Declaration Agreement relating to Community Patents: Official Journal L401, 30/12/1989

[1985] RPC 675

Directive 2004/27/EC

Gowers Review of Intellectual Property, December 2006, available at http://www.hm-treasury.gov.uk/media/6/E/pbr06_gowers_report_755.pdf
Recommendation 1: Amend Section 60(5) of the Patents Act 1977 to clarify the research exception to facilitate experimentation, innovation and education:
Agreement on Trade Related Aspects of Intellectual Property Rights
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http://www.hm-treasury.gov.uk/media/6/E/pbr06_gowers_report_755.pdf
http://www.wto.org/english/docs_e/legal_e/27-trips.pdf

3) What we are looking for

In order to gather the evidence we need to achieve the aim of this consultation it is important that we ask the right
questions. We are seeking responses from stakeholders to the following:

o |s the research exception in need of clarification? Do you have any evidence to support your view?
e If you consider that the research exception does need clarification, how would you like to see this done?

e Do you have any evidence of research being hindered by patents on research tools, or of the current law
working effectively?

o If you consider that research has been hindered by patents on research tools, how do you think this could best
be overcome, or has research been able to continue?

4) Background

A number of reports in recent years have concluded that clarification or restructuring of the research exception is
needed. The Gowers Review reported that it was “not entirely clear what uses fall within the scope of the experimental
use exception™ and that the lack of case law in this area “leads to uncertainty as to its scope™™®. It may of course be that
the lack of case law indicates that current legislation causes no great difficulties to researchers or patent holders.

The Review process, however, produced a limited response on the exception from stakeholders which was, generally
split between the views of those who use or wish to use the research exception and the views of the patent owners.
Some of those who responded reported that they had experienced no problem with the exception.

In Monsanto v Stauffer," the Court of Appeal held that the exception in section 60(5)(b) could cover experimental work
which had a commercial purpose. However, not all trials for a commercial purpose fall within the exception. Micro-
Chemicals Ltd v Smith Kline and French Inter-America Ltd considered :'2 “Trials carried out in order to discover something
unknown or to test a hypothesis or even to find out whether something which is known to work in specific conditions ...
will work in different conditions can fairly be regarded as experiments. But trials carried out in order to demonstrate to
a third party that a product works or, in order to amass information to satisfy a third party...that the product works as its

”

maker claims are not... to be regarded as ‘acts done for experimental purposes’.

So the exception only extends to experiments which generate genuinely new information; it does not extend to experiments
which are designed to verify existing knowledge. As a result, trials to obtain regulatory approval are not acts done for
experimental purposes and so are not within the exception.

The exception was further qualified in Smith Kline French Laboratories Limited v Evans Medical Limited'3in which Aldous
J held that the experiment had to have a real and direct connection with the subject matter of the invention and be within
the claims of the patent if section 60(5)(b) is to apply.

Question 1: Is the research exception in need of clarification? Do you have any evidence to
support your view?

A number of other studies have commented on the need for clarification of the UK research exception in recent years.
Notable examples include reports by, or on behalf of:

9 P45 Para 4.5

10 P45 Para 4.6

11 [1985] RPC 67 5

12 (1971) 25 D.L.R. 79 p.542
13 [1989] 1FSR 513
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e The Nuffield Council'* (2002) — "The Ethics of Patenting DNA’; this discussion paper looked at, inter alia, the
research exception in Europe and the US and concluded that “[Even in Europe]...the scope of the exemption
is not clear”

e The Royal Society' (2003) - "Keeping Science Open: The Effects of Intellectual Property on the Conduct of
Science’; the report by the Society’s working group on intellectual property considered the effects of IP on
the conduct of science. One of its key recommendations was “Governments should consider clarifying and
harmonising the existing exemptions for “private and non-commercial” and “experimental” use”,

e The Department for Trade and Industry (DTI)' (2004) - *Patents for Genetic Sequences: The Competitiveness
of Current UK Law and Practice’; a study to strengthen the body of evidence on the positive impact of the
implementation (in 2000) in the UK of the EU Directive for the Legal Protection of Biotechnological Inventions
noted that there was “evident uncertainty....about the extent of the patent research exemption, which is widely
seen as problematic” The Gowers review considered this report “found that the law on research exemption was
widely seen as unclear and in need of clarification™"”

e The OECD (2005) — Research Use of Patented Knowledge — A Review, OECD Working Party on Innovation
and Technology Policy’; a working paper reviewing the literature on research exceptions in patent law in OECD
countries, with a particular focus on the role of research exceptions in protecting access to patented inventions.
The paper concluded that there was “reasonably strong evidence suggesting that patents may have some
deleterious effects on scientific research”, but also that “A research exemption.....should not adversely impact
on the returns on investment of the patent holder”.

e The Intellectual Property Institute (IP1)'° (2006) — A European Perspective as to the Extent to which Experimental
Use and Certain Other, Defences to Patent Infringement, Apply to Differing Types of Research’ ; a paper which
examines experimental use defences, and the related defences for private use, and for use relating to work
done for the purposes of regulatory review. The paper made a number of recommendations including limited
extension of the scope of the exception.

Several national governments, including those of Australia, New Zealand, Canada, Belgium and Switzerland have
conducted research into experimental use, leading in many cases to legislative change. For example, in Belgium,
amendment to the Patent Act in 2005 included an extension of the scope of the research exception to include research
on or with the patented invention.

The reports from the Royal Society, the DTI, and the OECD, have also concluded that clarification of the scope of the
research exception is needed. These three reports further called for harmonisation of provisions internationally.

Question 2: If you consider that the research exception does need clarification, how would
you like to see this done?

The DTI report also noted concern by plant breeders that the patent research exception does not specifically provide a
defence against the infringement of patents on genetic sequences by plant breeders who wish to use plants containing
patented genes for the purpose of breeding or developing other varieties. An example given by the Royal Society of
Plant Breeders? is where a plant breeder might wish to make a cross with a variety incorporating a patented genetic
sequence and develop a new variety without that gene sequence.

14 The Ethics of Patenting DNA, Nuffield Council on Bioethics, 2002

15 The Royal Society. “Keeping science open: the effects of intellectual property policy on the conduct of science”, April 2003

16 Patents for Genetic Sequences: the competitiveness of current UK Law and Practice, a study by the Intellectual Property Institute (IPI) on behalf of the DTI, May
2004

17 Page 45, Para.4.6

18 Research Use of Patented Knowledge — A Review, OECD Working Party on Innovation and Technology Policy, December 2005

19 Cook, T. “A European Perspective as to the Extent to which Experimental Use, and Certain Other, Defences to Patent Infringement, Apply to Differing Types of
Research”, Bird & Bird, a report for the Intellectual Property Institute.

20 Cited in the IPI Report
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http://www.nuffieldbioethics.org/fileLibrary/pdf/theethicsofpatentingdna.pdf
http://royalsociety.org/displaypagedoc.asp?id=11403
http://www.berr.gov.uk/files/file10475.pdf
http://www.berr.gov.uk/files/file10475.pdf
http://www.oecd.org/dataoecd/15/16/36311146.pdf

A follow-up workshop to the above DTI report concluded that the scope of the research exception was not a problem
in itself, but participants felt there was a lack of understanding of it, and there was a need to provide information on its
scope, in an accessible format, particularly for SMEs?'.

The results of a recent European Commission public consultation?? concluded that there was “general agreement
regarding the need for...the research exemption” and that there was a need for European harmonisation on, inter alia,
the research exception.

5) Research Tools

Another issue is whether the exception should extend to the use of a patented product on another invention for research
purposes (as is the case in Belgian law, as discussed above); the difference may be summed up as research conducted
with a patented product as opposed to on a patented product. In this consultation “research tool” is used to refer to use
of a patented product for research on another invention.

Question 3: Do you have any evidence of research being hindered by patents on research
tools, or of the current law working effectively?

Question 4: If you consider that research has been hindered by patents on research tools,
how do you think this could best be overcome, or has research been able to continue?

The meaning of the phrase “relating to the subject-matter of the invention” was addressed in Smith, Kline and French v
Evans Medical.?® The Patents Court asked whether a company seeking to investigate a chemical patent for the purposes
of improving upon it or challenging its validity — actions falling within the research exception — would be able to carry out
the patented process by using a reagent, also patented, from a third party. That is, would the use of the reagent patent
also fall within the exception in Section 60(5)(b)? The judge, Aldous J., said that:

“In my view [it] cannot. | believe that in the circumstances outlined the experimental purposes relate to the
chemical patent and not to the reagent patent. A contrary conclusion would, in practice, deprive the words
“relating to the subject-matter of the invention” of any meaning as subsection 5(b) would apply in all cases where
experiments were carried out which involve the use of an invention.”

So “research tools”, which are used in, but are not the subject of, an experiment, do not fall within the exception.

Although the granting of patents on research tools is not the subject of this consultation there is the view on the one hand
that such patents could inhibit future research, while on the other is the view that they do not. The Royal Society Report
states that “The Nuffield report on the patenting of DNA concluded that there was insufficient evidence to decide whether
such factors had adversely affected innovation and development in the field but concluded that “the granting of patents
which assert rights over DNA sequences as research tools should be discouraged ”?*. However the CSIC/OECD/OEPM
Conference on the Research use of Patented Inventions reported that “Firms seldom abandon a research project after
having discovered the existence of a patent on a research tool”

21 “Patents for Genetic Sequences: The Competitiveness of current UK Law and Practice-A report on the workshop held on 15th September 2004 at the Tanaka
Business School. Imperial College”

22 Results of the Public Consultation on the Green Paper "The European Research Area: New Perspectives”

23 [1989] FSR 513

24 The Royal Society, “Keeping science open: the effects of intellectual property policy on the conduct of science”, 2003, at page 10, paragraph 3.21

25 Madrid 18-19 May 2006 Summary Report Page 12
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http://www.berr.gov.uk/files/file10465.pdf
http://www.berr.gov.uk/files/file10465.pdf
http://ec.europa.eu/research/era/pdf/comm-pdf-sec-2008-0430-1-documentdetravail_en.pdf

6) Responding to this consultation

How and when to respond

We welcome comments from all interested parties on the issues raised in this document and to the specific questions.
We are particularly interested in any evidence in support of your views which will help us to determine the scale of the
problem, if it exists, and to decide the way forward. If you are happy with the current research exception and the way in
which it is implemented, please tell us.

Please send responses in writing by post, e-mail or fax and no later than
7 November 2008 to:

Nick Ashworth

Intellectual Property and Policy Directorate
UK Intellectual Property Office

Room 3B14

Concept House

Cardiff Road

Newport

NP10 8QQ

Email: consultation@ipo.gov.uk
Fax: 0044 (0) 1633 814922
Tel: 0044 (0) 1633 814051

If you are happy to take part in any follow-up discussions on this issue please indicate this in your response and
provide the name of a contact for correspondence.

Information provided in response to this consultation will be dealt with in accordance with the access to information
regimes. These are primarily the Freedom of Information Act 2000 the Data Protection Act 1998 and the Environmental
Information Regulations 2004. Please refer to the accompanying Guidance on the Code of Practice on Consultation
http:// www.berr.gov.uk/files/file44364.pdf for more information.

The Government will use the responses to assess whether the patent exception requires clarification. According to the
requirements of the Freedom of Information Act 2000, all information contained in the responses including personal
information may be subject to publication or disclosure. Where respondents request that information given in response to
the consultation be kept confidential, this will only be possible if it is consistent with freedom of information obligations.

A request for confidentiality from a respondent will not be enough to guarantee confidentiality. Where respondents
specifically request confidentiality, this can only be agreed if it is consistent with freedom of information obligations.

Who is being consulted?
Copies of the consultation document have been sent to the organisations listed in Annex B. Further copies including large

print and Braille versions, may be requested from the UK-IPO by contacting Jeff Flatters, tel: 0044 (0) 1633 814051:
Email: consultation@ipo.gov.uk
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7)  What we will do next (i.e. post-consultation)

We will review the results of the consultation and issue a report in which we will publish and analyse the results. We aim
to make available the results and report on the UK-IPO website no later then 6 February 2009. Paper copies will also
be available on request. As part of the report we will aim to set out one or more proposals for taking this issue forward
bearing in mind the purpose of the consultation and the responses received.
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ANNEX A

Infringement

Meaning of Infringment

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) it 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;

(c) it consists of the extemporaneous preparation in a pharmacy of a medicine for an individual in accordance with a
prescription given by a registered medical or dental practitioner or consists of dealing with a medicine so prepared;

(d) it consists of the use, exclusively for the needs of a relevant ship, of a product or process in the body of such a ship
or in its machinery, tackle, apparatus or other accessories, in a case where the ship has temporarily or accidentally
entered the internal or territorial waters of the United Kingdom;

(e) it consists of the use of a product or process in the body or operation of a relevant aircraft, hovercraft or vehicle
which has temporarily or accidentally entered or is crossing the United Kingdom (including the air space above it and
its territorial waters) or the use of accessories for such a relevant aircraft, hovercraft or vehicle;

(f) it consists of the use of an exempted aircraft which has lawfully entered or is lawfully crossing the United Kingdom
as aforesaid or of the importation into the United Kingdom, or the use or storage there, of any part or accessory for
such an aircraft.

(g) it consists of the use by a farmer of the product of his harvest for propagation or multiplication by him on his own
holding, where there has been a sale of plant propagating material to the farmer by the proprietor of the patent or with
his consent for agricultural use;

(h) it consists of the use of an animal or animal reproductive material by a farmer for an agricultural purpose following
a sale to the farmer, by the proprietor of the patent or with his consent, of breeding stock or other animal reproductive
material which constitutes or contains the patented invention.

(i) it consists of —

(i) an act done in conducting a study, test or trial which is necessary for and is conducted with a view to the application
of paragraphs 1 to 5 of article 13 of Directive 2001/82/EC or paragraphs 1 to 4 of article 10 of Directive 2001/83/EC, or

(ii) any other act which is required for the purpose of the application of those paragraphs
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The Association of the British Pharmaceutical Industry
(ABPI)

Association for University Research and Industry Links
(AURIL)

Bioindustry Association

British Society for Human Genetics

British Society of Plant Breeders

BTG plc

Business Europe

Cambridge Genetics Knowledge Park (CGKP)
Cancer Research Technology

Chartered Institute of Patent Attorneys (CIPA)
The Confederation of British Industry (CBI)

European Federation of Pharmaceutical Industries and
Associations (EFPIA)

Fédération Internationale des Conseils en Propriété
Industrielle (FICPI)

Federation of Small Businesses (FSB)
Human Genetics Commission
Institute of Trade Mark Agents (ITMA)
Intellectual Property Institute

International Association for the Protection of
Intellectual Property (AIPPI)

ANNEX B

List of organisations to which the consultation has been sent

Institute of Knowledge Transfer

National Innovation Centre

The Northern Ireland Executive

Propharma Partners Limited

Research Councils UK (RCUK)

Stem Cells for Safer Medicines (SC4SM)

The Scottish Government

Trade Marks, Patents and Designs Federation (TMPDF)
UNICO

UK Business Incubation (UKBI)

The United Kingdom Science Park Association
(UKSPA)

Universities UK
Wellcome Trust

The Welsh Assembly Government
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