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Purpose-limited pharmaceutical product claims underthe revised European

Patent Convention: A camouflaged attack on generisubstitution?

Abstract

While the commonly advanced justification for paseon pharmaceuticals —that
without a period of monopoly to recoup research @exklopment costs, no company
would invest the sums necessary to bring a drugarket— may hold for new drugs
or for old drugs to be used to treat new ailmehi justification is much less
sustainable where an old drug is to be used tbtlneasame ailment but at a different
dosage. Under European patent law, patents mayengitanted for methods of
therapy, apparently to ensure that the physicfegeziom to select an appropriate
treatment for her patient is not compromised by &édoeing accused of patent
infringement. Until recently, European patentsdargs could not be infringed by
physicians or pharmacists by generic substitufiow, however, the highest instance
of the European Patent Office (EPO), the Enlargedr® of Appeal, is considering
the extent to which that position has changedrasut of the 2000 revision of the
European Patent Convention (EPC). The revised BRi@ugh officially intended to
keep the legal status quo, actually extends theesobpatent protection for drugs, by
introducing purpose-limitedroductprotection in Art. 54(5). Although the Enlarged
Board of Appeal —which currently has the task ¢éipreting the provisions of the
EPC applying to patent protection of novel applaad of old drugs— cannot undo the
introduction of Art. 54(5), we argue that the Egkal Board must construe this

provision to minimise its potentially negative effe on physicians, veterinarians,



nurses and pharmacists, particularly in relatiogdoeric substitution. We put

forward a concrete proposal for this construction.
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1. Introduction: The creation of new ways of "evergeening" drug patent

protection through the 2000 revision of the Europea Patent Convention

1.1. Different types of drug patent protection: fiiation prior to the EPC revision
Once a drug has gone off patent, generic equivatsant enter the market, usually at a
fraction of the price the patented drug was beoid &r. This benefits patients who
have to pay all or part of the drug price and matidvealth systems which likewise

may pick up all or part of the drug price.

Patented drugs however are the foundation of tbft fmase of the pharmaceutical
industry and that industry uses whatever mearanit@ delay generic competition,
e.g. by patenting "improved" formulations or the a$ the drug for new applications.
This may for example mean new ways of making thig dnew compound formats,
new composition formulations, new administrationtes, new dosage regimes, and

new ilinesses (new "indications") treatable with trug*

Outside the United States, methods of treatmefhit eriigs are generally unpatentable
and traditionally the only ways of "evergreeningtigl patent protection were to

patent new formulations of the drug, new formshaf drug (e.g. pure isomers rather



than racemate$)or new ways of manufacturing the drug. This mehaat patent
cover might be uncertain wher&m@owndrug was found to be useful for treating a
differentiliness (a different "indication™) or where anproved'dosage regime" is
found for treating theamelllness, especially when a generic version ofdhey

suitable for such use was already or would soonrecavailable.

Thus, for example, the European Patent ConverfiBig; 1973, specified in Art.

52(4), that methods of treatment of the human anahbody by therapy could not be
patented. The EPC however makes it clear that, while methafdreatment are
unpatentable, this exclusion does not apply todpets, in particular substances or
compositions, for use in any of these methddskewise, the EPC makes it clear that
known substances or compositions which had no pusvknown medical use can be
patented for use in medicifiédccordingly, although patent protection was avdéa

for new drugs and for known compounds for thestfinedical use, the industry had a
problem obtaining patent protection when a newwse found for an old drug. Such
patent protection is of course particularly valeadd it may be relatively cheap to

obtain marketing approval for the old drug.

However, in its very first decisions, all with tekame text and exemplified by the

three published versions G-1/Bayer* G-5/83Eisai° and G-7/8%Pharmuke’ the

& Many drug compounds exist in two or more formsiriers, where one such form may be more active
or have less side-effects than other(s). Mixtufesuoh forms may be referred to as racemates.

® The European Patent Convention, the law underiwthie European Patent Office may grant patents
for most of the countries in Europe, dates fromobet 1973. It was revised, following a diplomatic
conference in 2000, and is conveniently referreaist&PC 1973 (the original versiéoy EPC 2000

(the revised versior).

© Art. 52(4) EPC 1973and Art. 53(c) EPC 2000.

4 Art. 54(5) EPC 1973and Art. 54(4) EPC 2000.



Enlarged Board of Appeal (i.e. the highest instaioé¢he European Patent Office

handed a treat to the pharmaceutical industry.

The abovementioned Enlarged Board of Appeal dewsamthorised acceptance of
claim¢ to "the use of a known drug for the manufactura khown medicament for
use in the new method of therapy" as long as themethod of therapy was itself
novel and inventive, i.e. the claim would covemawn activity, the manufacture of
the medicament, but would derive its novelty angkitiveness from theurposefor
which manufacture took place. Claims in this pugplited use format are normally

referred to as second indication or "Swiss typalnas*°

Since in practice drugs are usually supplied wétadls of the purpose for which they
are to be used, it should be relatively simpleistireyuish infringing production from

non-infringing production.

Nonetheless there was no formal basis in EPC 1878llbwing novelty to derive
from the intended use of a product, except in tio&ipion in Art. 54(5) EPC 1973
relating to thdirst medical use, and generally patent law does nowatiovelty of a
product to derive from its intended purpose. There always been some uncertainty
as to whether the national courts, hearing infnmget actions relating to Swiss type
or second indication claims in European Patentdavioind them after all to lack
novelty. Thus when EPC 1978ame up for revision in 2000, to create the versio

EPC 2008 now in force, the suggestion was madke iffra) that purpose-derived

® The monopoly granted by a patent is defined irl'th&ms" of the patent.



novelty could be accorded to second and furtherigakdses in much the same way

as for first medical uses in EPC 1973.

1.2. The 2000 revision of the European Patent Cotme: purpose-derived novelty
for second and further medical uses

In paragraphs 2 and 3, Art. 54 EPC 2000 definestiteria for novelt& specifying

the subject matter against which novelty is touslged, that is to say the "state of the
art" or the prior art. The first and subsequentigedise provisions are found in

paragraphs 4 and 5 respectively. Art. 54 (4) andEEC 2000 thus read:

(4) Paragraphs 2 and 3 shall not exclude the ity of any substance or composition,
comprised in the state of the art [i.e. known],dse in a method referred to in Article 53(c)
[i.e. a method of medical treatment], provided ftsmtise for any such method is not
comprised in the state of the art [i.e. compouradstme protected for medical use if no
medical use was previously known].

(5) Paragraphs 2 and 3 shall also not exclude dtenpability of any substance or
composition, comprised in the state of the artufs in a method referred to in paragraph 4
for any specific use in a method referred to incdt53(c), provided that its use for any such

method is not comprised in the state of the art.

Thetravaux préparatoiresthe documents detailing the negotiations in #wsion of

EPC 1973 to produce EPC 2000, made the followimgnaents:

The newArticle 54(5) EPC eliminates any legal uncertainty on the patenitstof further
medical uses. It unambiguously permits purposeeeélproduct protection for each new
medical use of a substance or composition alreadywk as a medicine. This protection is
equivalent, as far as the further uses are condetaghat offered by the "Swiss type claim".

In contrast to previous Article 54(5) EPC, now Alei 54(4) EPC, providing broad (generic)

"To be patentable under the EPC, an invention imistew, must involve an inventive step, must be
susceptible of industrial application, and mustlmgbng to any of the categories excluded from
patentability (Art. 52 and 53 EPC 2000).



protection for use in a medical method for the imtee of such use for the first time, new
Article 54(5) EPC is expressly limited tespecificuse. This limitation is intended to match as

closely as possible the scope of protection testiupe provided by a "Swiss type claith”.

It makes one wonder - if the scope was to be ae@s possible, why not just specify

that the Swiss type claim format was permitted?

This narrow nature of the extension to the scogmaténtable subject matter was

further commented on in theavaux préparatoiress follows:

The present wording of Article 54(5) EPC should asmmunchanged in respect of what was
known as the first medical use; as regards thenskopfurther medical uses, the case law
evolved by the EPO Enlarged Board of Appeal shbel@énshrined in the Convention. For the
sake of transparency and legal certainty the aith@Basic Proposal [for the revised form of

the EPC] was to keep the legal status quo for raédiges?

This is where it gets interesting. For second iatibms, EPC 1973, interpreted in G-
5/83Eisai, allows purpose-limited patent claims to firecessor making a drug;

EPC 2000 now allows purpose-limited claims to thegdtself. Thus the status quo is
not kept, for the actions which represent infringenametdifferent and EPC 2000
specifically worsens the situation of the physiciamrse, veterinarian or pharmacist
seeking to prescribe, administer or dispense gedeungs, especially for novel dosage

regimes in the treatment of the same disease.

1.3. lllustration of the implications of the EPGrigion
Let us take the (fictional) example of "Exprin“"¢c@mpound first known for its pretty

colour, then found to be useful taken in 20mg tisbi@r curing malaria, then later



found to be useful in doses of 20mg for loweringdad pressure, then later still to be

more useful in doses of 40mg for lowering bloodsptee.

Under EPC 1973, thaventor of the malaria applicatiocould obtain a patent to
"Exprin for use in medicine". The freedom of actmfrthe physician or pharmacist is
unaffected - Exprin had previously not been avéalal a medically approved form,
so there is no generic to substitute with. After platent expires, generic versions for

the treatment of malaria could reach the markettendsed legitimately.

Under EPC 1973, thaventor of the first blood pressure applicatioould obtain a
patent for "the use of Exprin for the manufactura smmedicament for use in treatment
to reduce blood pressure". The physician treatlingdpressure now has a new drug
in her arsenal and her position is clearly improv@eneric Exprin might be available,
but only from companies expressly advertising tpexduct as for use in treating
malaria. The physician or pharmacist does haveptien to substitute without
infringing (as, if the generic is manufactured ti@ating malaria and not blood
pressure, the Swiss type patent claim in the patiethte inventor of the first blood

pressure application is not infringed by her act)on

Under EPC 2000 however, the first blood pressureritor could obtain a patent for
"Exprin for use in treating blood pressure", i@. &productas such rather than for a
procesdor its manufacture. If the physician or pharmasishstitutes generic Exprin

under the new legal regime, she will infringe.



With thesecond blood pressure inventi@re. the finding that Exprin in doses of
40mg is more useful for lowering blood pressurentimadoses of 20mg), the question
arises as to whether its inventor can obtain anpatéh dosage regimelaims, i.e.
claims to either "the use of Exprin for the mantdfae of a medicament to be given in
40mg doses in the treatment of blood pressured texprin for use in 40mg doses
for treating blood pressure”. With the first of $keeclaims, the Swiss type claim of
EPC 1973, substitution with generic 20mg tabletdbfood pressure would neither
infringe nor be seen to be risky. With the secome tof dosage regime claim, the

productper seclaim of EPC 2000, substitutiamouldinfringe.

2. Case law conflict and referral to the Enlarged Bard of Appeal of the EPO

The grant of European Patents with Swiss type dosagime claims was first denied
by Technical Board of Appeal 3.3.2, e.g. in T-3b/octer & Gamblga decision
taken under EPC 1973 in 1999%ut then allowed by Technical Board of Appeal
3.3.04 in T-1020/0%enentech{a decision taken under EPC 1973 in 2004)he
guestion of the allowability of dosage regime bgsexdiuctclaims (i.e. of the type
“Exprin for use in treating blood pressure”) un&C 2000 has been referred to the
Enlarged Board of Appeal by Technical Board of Ag@3.02 in April 2008 in
decision T-1319/0&0s" in which the relevant claim under consideraticaras
follows:

The use of nicotinic acid ... for the manufactura sustained release medicament for use in

the treatment by oral administration once per déyr po sleep, of hyperlipidaemia [.*9]

This referral is now pending as case G-2@8 with the following questions to be

answered



1. Where it is already known to use a particuladicement to treat a particular illness, can
this known medicament be patented under the pangsdf Articles 53(c) and 54(5) EPC

2000 for use in a different, new and inventive timeant by therapy of the same illness?

2. If the answer to question 1 is yes, is suchriaig also possible where the only novel

feature of the treatment is a new and inventiveagdesegime?

3. Are any special considerations applicable wiégrpreting and applying Articles 53(c) and

54(5) EPC 2000%

The Enlarged Board of Appeal invited interestedipaito comment, i.e. to file
amicus curiaéoriefs, and both Kos and the President of the B also invited to
comment. Severamicusbriefs have been filed, for example by pharmacauti
companies and by patent attorney associations.ifeess, despite the relevance to
the day to day practice of physicians, nursesrietgans and pharmacists, none of
the professional bodies representing medical piracérs have commented. It is to be

hoped that this deficiency will be rectified.

3. The legal situation in the United Kingdom

In the United Kingdom, the Court of Appeal for Eagtl and Wales has given two

decisions relating to Swiss type dosage regimengdristol-Myers Squibb v Baker

Norton'®in May 2000 (i.e. after T-317/9Brocter & Gamblebut before T-1020/03

GenentechandActavis v MercK in May 2008, i.e. after T-1020/@3enentech
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In Bristol-Myers Squibb v Baker Nort§rthe Court of Appeal was addressing a Swiss
type dosage regime claim relating to the known-earicer drug paclitaxel (also

known as Taxol) reading as follows:

Use of taxdl and sufficient medications to prevent severe aylaptic reactions, for
manufacturing a medicamentation for simultaneogisasate, or sequential application for the
administration of from 135 mg/mup to 175 mg/mtaxol over a period of about 3 hours or

less as a means for treating cancer and simultahemducing neutropenia.

Lord Justice Aldous, commenting on the decisioneuragppeal, stated

The judge [Justice Jacob] was right to concludeitlthe claim recited above] was not a
claim for a second therapeutic use [i.e. a clairmissible under G-5/8Risail. The
medicaments in question were known to be suitalsléréating cancer. The remainder of the
claim relates to the way that such a medicamenttavhe used. A similar conclusion was

reached by the Dutch Court of Appeal in Bristol-My&quibb v Yew Treef 25th June 1998.

It follows that the reasoning isai[i.e. the reasoning permitting grant of a Swissetgtaim]

does not apply®

9 Bristol-Myers Squibb's European patent, EP-B-5840hs opposed by Nycomed Pharma, Yew Tree
Pharmaceuticals, NaPro BioTherapeutics, Boehringgglheim and Baker Norton Pharmaceuticals
and was revoked by the EPO Opposition Divisionldck of novelty. Although Bristol-Myers Squibb
did not appeal the decision by the Opposition DavisNaPro BioTherapeutics did. The EPO
Technical Board of Appeal 3.3.2, in its decisio®34/02Bristol-Myers Squibl} rejected that appeal

as inadmissible since, among other things, NaPothBrapeutics was not adversely affected by the
Opposition Division's decision to revoke the patémterestingly, neither Nycomed Pharma nor Yew
Tree Pharmaceuticals alleged that the Swiss typag#oregime claims of EP-B-584001 should be
rejected as being claims to methods of therapy.

" Paclitaxel, a compound found in the bark of theifitayew treeTaxus brevifoliawas found by the

US National Cancer Institute and Department of &gture to have cytotoxic activity in 1964 and was
named "taxol" in 1967 by Monroe Wall. After clinldaials had begun, rights to taxol were transférre
in 1989 to Bristol-Myers Squibb which in 1990 sussfellly applied to register Taxol as a trademark.
The story of the discovery and development of tatdld by Goodman and WalStwho comment on
page 2 on the trademark controversy as follows&psil992] Bristol-Myers Squibb have insisted that
the molecule be referred to as paclitaxel andttf@trug is called Taxol ®, even, as the excenfr
their report shows, when it means rewriting histbhy these circumstances, it is remarkable that th
claims in Bristol-Myers Squibb's patent referredawol rather than paclitaxel or Taxol®.

11



Accordingly, the position of the English Court gppeal in 2000 was that Swiss type
claims were acceptable for new indications (nemeskes treatable with the known

drug) butnot for new dosage regimes for the treatment of theeséiness.

Swiss type dosage regime claims however came befokeothe Court of Appeal in
Actavis v Merckvhere the decision was handed down by Lord Judtceb (the very
judge responsible for the decision under appeBristol-Myers Squibb v Baker

Norton). In this case, the claim under consideratiou @Esafollows:

The use of [finasteride] for the preparation of edicament for oral administration useful for
the treatment of androgenic alopecia in a persdnadrerein the dosage amount is about 0.05

to 1.0 mg*’

In his judgement, Lord Justice Jacob stated

[Eisal] is saying that the novelty of the process (ise of X in manufacture of a medicament
for Y) comes from the "new therapeutic use".Doés tiliean only treatment of a different
disease ("second medical indication" in a narromseg or does it also extend to a different
method of using a compound for treatment of a paldr disease when it was already known
for use in treating that disease but by a differeathod?

We think that the latter should be the answeriityfalear from policy. The Enlarged Board
[in Eisal] clearly had policy in mind for it went on to sdy:.] The intention of Article 52(4)
EPC [...] is only to free from restraint non-comgial and non-industrial medical and
veterinary activities.

So the method of treatment exception to patentatstiould be construed restrictively. [...]
Accordingly on the basis of Eisai alone we woulddhtbat Swiss form claims are allowable
where the novelty is conferred by a new dosagemnegir other form of administration of a

substance. [...]

12



The EPO takes the same view about the effeEis#Hi as us. For there is now clear Board of
Appeal authority [T-1020/0&enentechholding, as we do, that it follows froFisaithat a

novel dosage regime can confer novelty to a Swiss tlaim!’

The analysis by the English Court of Appeal squapets down the fact that any
basis for dosage regime claims must be findab@-5183Eisai and the policy it
embodies. This is also the clear conclusion froatrdvaux préparatoiresor EPC
2000 quoted above. Nonetheless, the reasoning icahflicting decisions of EPO
Technical Boards of Appeal 3.3.0Rrpcter & Gamblg¢ and 3.3.04Genentechmust
be considered carefully. First however the polegson quoted above must be

repeated:

The intention of Article 52(4) EPC [...] is only free from restraint non-commercial and

non-industrial medical and veterinary activitiesmphasis added)

4. The conflicting positions of the EPO Technical 8ards of Appeal: the
GenentechProcter & Gambleand Kos Boards on the ‘true implications’ of the

Eisai decision

As mentioned earlier, the grant of European PatsittsSwiss type dosage regime
claims was first denied by Technical Board of Ag3a.2, e.g. in T-317/9Brocter
& Gamble but then allowed by Technical Board of Appeal®43n T-1020/03

Genentech

To quote from Board of Appeal decision T-1020@8&nentech

It appears to this Board that the issue to be @eciid this case depends critically on what was

[...] decided by the Enlarged Board Hiisall in relation to Articles 52(4) and 54(5) EPC [...]

13



The third paragraph of point 4.5 of decision T 3b/Procter & Gamblé by emphasising

only that the typical activities of a doctor (ptoian) consist in the determination of the best
individual treatment schedule, in particular thegaribing and modification of drug regimens
for administering a particular medicament, simggdres that it is equally part of the
physician's role to choose the particular medicaniatients would certainly be surprised to
learn that this is not part of their physician'sdtion, as who else would be competent to
make this critical choice? Yet the manufacturehef inedicament may be patented because its
composition is absolutely new, because its theripase for any purpose is new, or because
the particular process of manufacture is new. Baiteven in these situations does the EPC
(see point 1 of the Enlarged Board of Appeals ofieG-5/83Eisal point 1) allow a claim to
the method of therapy as such, so the physiciproigcted in his own field (as are nursing
staff) whereas patent protection for manufactumisconsidered to be interference in this
forbidden area. It is not, certainly nowadays, péthe ordinary task of a physician to
manufacture his own medicaments: these are botmht$uppliers. The Enlarged Board
decision [in G-5/8Fisai merely allows obtaining of a patent covering thenufacture of a
medicament for a further medical use. Even if ttappetor of such a patent can enforce it
against a competing manufacturer or dealer, byipgothat it was manufactured for the
purpose of being used in the further medical inibca the patent will still not allow the
patentee to interfere in the excluded [area] oftieglical treatment itself, anymore than in the

case of a first medical indicatidh.

This passage shows some misunderstanding and ievamy is not directly
transferable to purpose-limitguloductclaims (rather than Swiss type claims).
Infringement is defined in the national laws of #RC member states rather than in
the EPC itself. In the United Kingdom, Section 6@he Patents Act 1977defines

the following as infringements of product and psxcelaims:

a person infringes if [...] he does any of thedwling things [...]
(a) where the invention is a product, he makegagiss of, offers to dispose of, uses or

imports the product or keeps it whether for disposatherwise; [...]

14



(c) where the invention is a process, he dispokeaxffers to dispose of, uses or imports any
product obtained directly by means of that procgdseeps any such product whether for

disposal or otherwis®.

Certain things are excluded from being infringersemtus Section 60(5) of the

United Kingdom Patents Act specifies:

An act which, apart from this subsection, wouldstdgnte an infringement of a patent for an
invention shall not do so if -

(a) it is done privately and for purposes whichrmsecommercial; [...]

(c) it consists of the extemporaneous preparatianpharmacy of a medicine for an
individual in accordance with a prescription giygna registered medical or dental

practitioner or consists of dealing with a medicéioeprepared [. %]

It will immediately be appreciated that, as fatles UK is concerned, no exclusion
from infringement occurs for veterinarians, for phacists providing ready-made
medicaments, or for physicians and nurses in thenoercial sector. Where the
veterinarian, pharmacist or the commercial sedysigian or nurse is substituting a
generic, then there is no infringement of the Swype claim -however they would
infringe equivalently worded purpose-limited protiaaims Regarding the final
statement, that "the patent will still not allovetpatentee to interfere in the excluded
[area] of the medical treatment itself, anymorentimathe case of a first medical
indication”, we would repeat that the situatiouliiéerent - quite simply because with

the first medical indication there are no geneaieailable to substitute.

One must also consider the situation where thenpegeof a second or subsequent
indication is not herself manufacturing the medieatr{e.g. because the drug is still

under patent) and has no licensee. Where the dregmmercially manufactured for

15



another indication, Swiss type claims do not prévea physician, etc., from using
that commercially available product to treat thgtients - purpose-limited product

claims howevewouldinterfere with their freedom of action.

The GenentectBoard unwittingly drew attention to this in itssdussion of "other
considerations”

Physicians in ordinary practice are not likely toogut off from using new methods of therapy
by fear of patent infringement, but rather by febeing sued for medical malpractice by
their patients if something should go wrong, orrelasing their licence to practice. It is the
very responsible task of physicians to treat tpatfents according to the best method known

to the physician [..}f

As we mentioned earlier, the avowed intention efl#ygislator in introducing Art.
54(5) EPC 2000 was to leave the situation essgn#alit was as a result of G-5/83
Eisai. Nonetheless, despite thigention the legislators of EPC 2000 actually
achieved a quite different effeetxtending the scope of patent protection of known
drugsby introducing purpose-limitegroductprotection in Art. 54(5) EPC 2000. The
introduction of Art. 54(5) EPC 2000 cannot be urelby the Enlarged Board in G-
2/08 Kos but must be construed to minimise the effect enpthysicians,

veterinarians, nurses and pharmacists.

Before turning to G-5/8&isai, and eventually to theavaux préparatoiresor EPC
2000, we must examine the reasons Technical Bdakgmeal 3.3.02 has given in its
Procter & Gambledecision for doubting whether Swiss type and pseglamited

product claims for dosage regimes might not berpalde.

16



In T-317/95Procter & Gamblethe EPO Technical Board of Appeal 3.3.2 stated

In the context of the question of law referredite Enlarged Board for appeal ... the Enlarged
Board of Appeal considered asuather medical indication the use of a substance, already
known as a medicament, to treat an illness or deseat previously treated by means of that
substance [...] While the treatment of a differi#ness or disease, was specifically recognised
in decision G 5/83Hisal] to represent a new therapeutic application (rthedical

indication) of a medicament known per se, this dussyet exclude the possibility of deriving
a second or further medical indication (a new thewdic application) of a substance or
composition, already known as a medicament, likeviiem some other, previously unknown
feature or embodiment (than treatment of a diffeiléress or disease) associated with the use
of that substance or composition in a method fermtiedical treatment of the human or animal
body. [...]

The invention as such which forms the subject-mattelaim 10 in fact involves treatment of
exactly the same category of patients by separathtyinistering to them exactly the same
two commercial drugs in the same concentrationagesnd formulation [...] for the

treatment oentirely the same illness or diseasavith the sole exception that the prescribed
regimen for this treatment is slightly modified][It appears therefore difficult to recognise in
the present invention a new field of therapeutigli@ation or any further medical indication

in general associated with the claimed combined.u$€

In T-1319/04Kos the decision which led to the referral of 3 gigest to the EPO
Enlarged Board of Appeal (cf. section 2 above), HrGhnical Board of Appeal
3.3.02 took note thdhe travaux préparatoiremdicated that the function of Art.
54(5) EPC 2000 was to enshrine the case law dEti@ged Board of Appeal, i.e. as
expressed in G-5/8Bisai, and provided a basis for disagreeing with@smentech

decision T-1020/03:

A contrary view to that expressed in decision TA/03 [Genentechcan be stated in two
alternative ways. One way of stating it is thatddherapy to be recognized as new for the

purposes of Article 53(c) and 54(5) EPC 2000 ovien@wn therapy using the same substance

17



or compound to treat the same disease, there rausirhe difference other than the dosage
regime. The other way of stating it, is that a kndverapy for using a substance to treat a
disease must for the purposes of Article 53(c) 24(®) 2000 be deemed to make known all
possible dosage regimes using that known subsfanteeating that disease. The justification
for either alternative way of expressing the vieaud be thatissessing the right dosage is so
much a question between physician and patientgtestervation of the physician's freedom to
assess the right dosage must take precedence pyeigdnt to obtain a paten{emphasis

added}®

Does theEisai decision indeed provide a basis for disagreeirtg thieGenentech
decision? The reasoning of the Enlarged Board qfe@pinEisaiis set out in points

21 to 23 as follows:

As is rightly recognised by the [German] Federali€of Justice, Article 52(1) EPC
expresses a general principle of patentabilityif@entions which are industrially applicable,
new and inventive and it is clear that in all felof industrial activity other than those of
making products for use in surgery, therapy andribatic methods, a new use for a known
product can be fully protected as such by claimsatied to that use.

This is in fact the appropriate form of protectiarsuch case as the new and non-obvious use
of the known product constitutes the inventio} Article 54(5) EPC [i.e. Article 54(4) EPC
2000] provides an exception to this general rubeyédwver, so far as the first use of
medicaments is concerned, in respect of which tlimal type of such use claim is prohibited
by Article 52(4) EPC [the exclusion from patentapibf methods of medical treatment, now
in Article 53(c) EPC 2000]. In effect, in this cabe required novelty for the medicament
which forms the subject-matter of the claim is dedi from the new pharmaceutical use.

It seems justifiable by analogy to derive the ntv@r the process which forms the subject-
matter of the type of use claim [i.e. Swiss typelvrbeing considered from the new
therapeutic use of the medicament and this ispaetsve of the fact whether a pharmaceutical
use of the medicament was already known or n@.tt be clearly understood that the
application of this special approach to the deidrabf novelty can only be applied to the use

of substances or compositions intended for usenmethod referred to in Article 52(4) EPC.
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The intention of Article 52(4) ER@gain as recognised by the [German] Federal @durt
Justicejs only to free from constraint non-commercial arwh-industrial medical and
veterinary activitiesTo prevent the exclusion from going beyond itspar limits, it seems
appropriate to take a special view of the concépte"state of the art" defined in Article
54(2) EPC.

Article 54(5) EPC alone provides onlypartial compensation for the restriction on patent
rights in the industrial and commercial field rdégg from Article 52(4) EPC, first sentence.
It should be added that the Enlarged Board of Apgees not deduce from the special
provision of Article 54(5) EPC that there was antention to excludsecond (and further)
medical indicationgrom patent protection other than by a purposétdichproduct claim. [...]
No intention to exclude second (and further) mddiwdications generally from patent
protection can be deduced from the terms of thef@an Patent Convention: not can it be
deduced from the legislative history of the argdie question. [...]

For these reasons, the Enlarged Board consideri thdegitimate in principle to allow
claims to the use of a substance or compositiothibmanufacture of a medicaméot a
specified new and inventive therapeutic applicat®ren in a case in which the process of
manufacture as such does not differ from known ggees using the same active ingredient.

(emphasis addet)

Thus the Enlarged Board Eisaisaw the intention of Art. 52(4) EPC 1973 as being
"only to free from constraint non-commercial and madustrial medical and
veterinary activities"This must be understood in the context of the I&gabn of

Art. 52(4) EPC 1973 that methods of medical treatmesre excluded from
patentability by being considered not to be indabyrapplicable. This legal fiction
has disappeared from EPC 2000 which now excludéisade of medical treatment in
Art. 53(c) EPC 2000 as simply being subject-mdtiewhich European patents shall

not be granted.
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The practice of the German Federal Court of Jusiatebeen to allow claims to the
"use of compound X for the treatment of the humaarnemal body by therapy". Such
claims were deemed to cover commercial or industrexapy but not non-
commercial and non-industrial acts of therapy. &ysing to follow the line of the
German Federal Court of Justice, the EPO EnlargeddinEisai made it clear that
it was the purpose of Art 52(4) EPC 1973 to ava@dsing a physician or veterinarian
to have to consider patent infringement when cagid whether or not to treat her
patient. This meaning was clearly accepted by@beentectBoard as quoted above.
Hence theEisai decision doesotin our view provide a basis for disagreeing with t
Genentecldecision to allow Swiss type dosage regime clagwen though itloes
provide a basis for disagreeing with the view fhatpose-limited product claims are

allowable.

For anovel drug productper seclaims (and purpose-limited product claims) are
available; for dirst indication purpose-limited product claims are available. Why
then did theEisai Board not simply state that, forsacond or further indicatign
purpose-limited product claims were available? Bpshbecause unlike the first
indication, the freedom of action of the physicaard veterinarian would then be
compromised? The result was that the decisioneEtbai Board allowed the
inventors of second and further indications to piatieeir inventions using Swiss type
useclaims, but unlike the inventors of first indicats did not allow them purpose-

limited productclaims, i.e. gave them a more limited freedomatept.

Even though the cases tBesai Board was reviewing related to new diseases or to

illnesses treatable with a drug known for the tre;tt of a different disease, the
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reasoning th&isai Board gave applies equally to new dosage regiorethé
treatment of the same disease. Thus, since a 8wis<laim is not infringed by the
normal actions of the medical practitioner, whetinernew application of the drug
involves treatment of a new disease or treatmetiteoame disease at a different
dosage, the allowability of Swiss type dosage regilaims would seem to be
covered by the reasoning of tBesai Board. To that extent, in our opinion, the
GenentectBoard was correct in differing from the earliecs®ons of Technical

Board of Appeal 3.3.02 and allowing Swiss type desagime claims.

5. At the Enlarged Board of Appeal

In anamicus curiadorief to the Enlarged Board of Appealkos?! Actavis (which is
party to the abovementioned cassavis v Merckvhich is yet to be heard by the
highest British court, the House of Lords) reviewetravaux préparatoiregor
EPC 1973 (i.e. the initial version of EPC) in raatto the possible protection for
first, second and further medical indications, dregaattention to the minutes of the
proceedings of Main Committee | (M/PR/I) and to t8et2 of Annex | to the
Minutes of the Main Committeé?arguing that any exception to the exclusion of
methods of medical treatment should only apphh#ofirst indication and quoting

these minutes as follows:

"(The Netherlands delegation) said that on no aacdid it wish, with its proposal, to break

away from the principle that only the first apptioa in respect of the use of a known

"Interestingly, a portion of the letter accompany#ctavis'amicusbrief has been deleted from the
EPO file and replaced with the comment "blackedtouwtomply with Rule 144(a) EPC - The Registrar
of the EBA". Rule 144(a) EPC states that "The pairthe file excluded from inspection ... shall.be.
the documents relating to the exclusion of or diij@s to members of the Boards of Appeal or of the
Enlarged Board of Appeal”
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substance or composition in a method for treatmm&athuman or animal body by surgery or

therapy is patentable, and not the second and gubseapplicatiorly...]

"The chairman ... .... said that, in his opinidre &im [of Art. 54(5) EPC 1973] was to make
clear that a known substance (or a known compasitidnich, since it formed part of the state
of the art, was no longer patentable, neverthaeskl be patented for the first use in a

method of treatment... ... ; however a further piatenld not be granted if a second possible

usewere found for the same substance...." [...]
"In this connection the Main Committee was alsthef opinion that only a first use

irrespective of whether it is with regard to humansinimals, fulfils the requirements of this

provision(which became Atrticle 54(5) (emphasis addkd)

In theiramicusbrief, Actavis continued:

Prior toEisai therefore the basic policy consideration undegjtime exclusion from
patentability from methods of medical treatmentilayhe recognition that it was wrong to
circumscribe the freedom of a medical practiticioetreat his patient in any way that the

medical practitioner considered best without resitm by reason of a patent monop8ly.

The discussions quoted by Actavis however relaigtig availability of purpose-
limited productclaims under Art. 54(5) EPC 1973. The EnlargedrBad Appeal in
G-5/83Eisaion the other hand had neatly sidestepped theignedtwhether the
medical practitioner's freedom of action would breuwmscribed by claims to second
and further medical indications, by permittingt purpose-limitegroductclaims but
Swiss typeuseclaims, that is claims which would not be infridgey the actions of a

medical practitioner in treating her patient orguréing drugs for the patient.

Both Actavis and Merck have asked #es Enlarged Board of Appeal to be able to
present their arguments at the hearing which tharged Board will probably hold. It

would be most unusual if the Enlarged Board wougiicta to this, as in a similar
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hearing in 2008, in G-2/08/ARFE* only the patent applicant WARF and the
President of the EPO were heard with the EnlargeatBspecifically stating that it

would not hear parties who had filathicusbriefs.

It is time to return to the current wording of Asd EPC 2000. The relevant

provisions relating to first, second and furthetigations read as follows:

(4) Paragraphs 2 and 3 shall not exclude the ity of any substance or composition,
comprised in the state of the art, for use in aho@teferred to in Article 53(c) [the provision
excluding methods of medical treatment from pateititg], provided that its use for any such
method is not comprised in the state of the art.

(5) Paragraphs 2 and 3 shall also not exclude dtenpability of any substance or
composition, comprised in the state of the artufsa in a method referred to in paragraph 4
for any specific use in a method referred to ind&t53(c), provided that its use for any such

method is not comprised in the state of the art.

Paragraph 4 is essentially unchanged in compawstbnits wording in EPC 1973 —
purpose-limited product claims to "compound X [kmolwt not for medical
purposes] for use in medicine" are permitted by garagraph. But what does
paragraph 5 of Art. 54 EPC 2000 permit? Clearlginst to "compound X [known for
amedicaluse] for a specific use in a new method of medreatment”. Terms in
international treaties are construed to have ttlear meaning, if there is a clear
meaning. However, that the question arises whefteenew method of medical
treatment referred to in paragraph 5 may be oneeiméesame drugin thesame
dosage forms used to treat threame diseaséut under aew dosage regiméf there
is doubt, then reference may be had tottheaux préparatoiresor EPC 2000.
Clearly there is such a doubt, since otherwise&kiteBoard would not be referring

the case to the Enlarged Board of Appeal. Thushaung turn to théravaux
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préparatoiresfor EPC 2000, the wording of which was finally akxd at the Munich

Diplomatic Conference in November 2000.

6. Thetravaux préparatoiredor EPC 2000

6.1. The introduction of new Article 54(5) as preed by the organisation of
European patent attorneys and supported by thesStakegation

New Art. 54(5) EPC 2000 was introduced by the Swadsgation following its
proposal* by epi, the organisation of professional representatbegsre the EPO, i.e.
of European patent attorneys, and was commenteat thie 14th meeting of the

EPQO's Committee on Patent Law in July 2000:

Theepirepresentative tabled the proposal [...] Unlike fihst medical use, further medical
uses of a known substance were only inadequatetggied. Although Enlarged Board of
Appeal decision G 6/83 [a decision with the sante dad text as G-5/8isai] confirmed
that such inventions are eligible for protectidre present situation was unsatisfactory
because national courts did not consistently reisegauropean patents in this field. The
[Swiss] delegation therefore proposed that a neagraph (6) be added to Article 54 to
guarantee the patentability of a substance fohéurtherapeutic applications. The important
thing was to maintain the existing protection foe first indication while putting protection
for the second and further indications on a soegdllfooting. Unlike the [European Patent]
Office's proposal, thepi proposal envisaged dealing with the first and sddndications
separately.

The Swiss delegation supported #pa proposal. It referred to decision G 1/83 [also , a
decision with the same date and text as G-&8ai] which had provided for effective legal
protection of the second medical indication. Legatainty could be enhanced by
enshrinement in law. It stressed the differencetims of the content of the inventions
between the first and any subsequent indicatiohss& should not be merged in a single

paragraph, as the practical implication of thathhige more restrictive treatment of the first
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medical indication or more liberal treatment of #eeond and any further medical indication.
[...]

The Austrian delegation thoughtvas not yet clear whether use-bound substanogeption
[i.e. ‘purpose-limited product protectiorgixtended the legal position of the right holder in
comparison with therapeutic practice. Without detailed information on this issuwe t

Austrian delegation could not approve the propdsahphasis added)

The EPO put forward a suggested revision whichtivas commented upon by the

British, German and Austrian delegations. The E&@ed that:
[P]rotection of the first medical indication waaftly an enshrined principle. Case law in
practice allowed claims for which support could netessarily be inferred from the present
[i.e. 1973] version of Article 54(5) EPC. Mainteramof broad claims for a first medical
indication extending beyond a single specific aggilon was also conceivable under the new
formulation, but could not be guaranteed any mbaa fit could under Article 54(5) EPC in its
present form. Instead of a process claim for tlversé medical indication the proposal
envisaged a use-bound substance claim, ie a useidldthe form of a substance claiirhis
claim formulation probably offered no greater extefhprotection than the Swiss-type claim
[...]
It was agreed that the Basic Proposal should rétaitOffice's last proposal [...] it would be
left to the Administrative Council to decide whatligat proposal should be retained.

(emphasis addef)

In September 2000, the Administrative Council delgorted® on the initial
discussions and commended the change proposee IBwiiss delegation to the
"Basic Proposal”, the document to be consideretthéyliplomatic conference of the
EPC member states in November 2000. The Basic Bafipthen introduced the new

paragraph with no discussion or explanation.
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The Swiss delegation elaborated on their propasédlbows:

The newArticle 54(5) EPC eliminates any legal uncertainty on the patenitstof further
medical uses. It unambiguously permits purposeeeélproduct protection for each new
medical use of a substance or composition alreadyk as a medicine. This protection is
equivalent, as far as the further uses are condetaehat offered by the "Swiss type claim".
In contrast to previous Article 54(5) EPC, now Alei 54(4) EPC, providing broad (generic)
protection for use in a medical method for the imtee of such use for the first time, new
Article 54(5) EPC is expressly limited tespecificuse. This limitation is intended to match as

closely as possible the scope of protection tastioge provided by a "Swiss type claifh".

Finally, the Minutes of the diplomatic confereneparted on the adoption of the
Swiss proposal as follows:

The Swiss delegation said it was against any amendta the wording of Article 54(4) and
(5) EPC as contained in the Basic Proposal. Theeptenvording of Article 54(5) EPC should
remain unchanged in respect of what was knowneafirft medical use; as regards the
second or further medical uses, the case law egldlyehe Enlarged Board of Appeal should
be enshrined in the Conventidfor the sake of transparency and legal certainty am of

the Basic Proposal was to keep the legal statusfoqumedical useg..] The proposed

reform satisfied the demand users had long beeringdér the existing loophole in respect of
the patenting of the second and further medicas tiede closed. The Basic Proposal met this
demand without extending protection beyond thel lstgdus quo

On a suggestion from the Swiss delegation the Cenée President first gave the floor to the
non-governmental organisations' representatives,said they were in favour of the solution
in the Basic Proposal and largely endorsed the SSdétegation's statemenep{ UNICE,

EFPIA, AIPPI, FICPI, UNION, FEMIPI, CNIPA and ICC)he proposal represented a

I The NGOs mentioned are all organisations reptesgimdustry or the patent attorney professiepi.

is the Institute of Professional Representativderbehe EPO; UNICE is the Union of Industrial and
Employers' Confederations of Europe; EFPIA is theopean Federation of Pharmaceutical Industries
and Associations; AIPPI is the International Asation for the Protection of Intellectual Property;
FICPI is the International Federation of IntelledtRroperty Attorneys; UNION is the Union of
European Practitioners in Industrial Property; FEMk the European Federation of Agents of
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balanced solution for the first and further medicsgs and promoted legal certainty and

harmonisation of the law for the benefit of users.

[...]

In the subsequent debate [...] [tlhe majority of deéegationSwere still in favour of the
provision in the Basic Proposal [.The aim of the reform was to codify current legagice,
which treated inventions of first and further udédferently in terms of the scope of grantable
claims. [...]

[Finally], Article 54 [was] adopted by the Confeoenin the wording of the Basic Proposal

with [a minor] editorial amendment (emphasis adtfed)

6.2. Interpreting Article 54(5) EPC 2000 in accomt@® withEisaiand the intention of
the EPC 2000 legislators

From the previous section it is clear that the B0 legislators' intention was only
to confirm the patentability of what the EnlargeoalBd of Appeal had made
patentable irfkisai. While this could have been done simply by amegpdie law to
confirm the acceptability of Swiss type claims, kbgislators chose to introduce Art.
54(5) EPC 200 the clearly expressed expectatibat the effect was the same, i.e.
that the freedom of action of the physician aneérearian was unchanged. As
discussed above, however, their freedom of aciowtiunchanged and thus, we
would argue, Art. 54(5) EPC 2000 must be intergrétstead in such a manner as to
minimallyrestrict that freedom of action and thereby falfar as possible within the

rationale espoused by tB#sai Board and the wishes of the EPC 2000 legislators.

Industry in Intellectual Property; CNIPA is the @mittee of National Institutes of Intellectual
Property Attorneys; and ICC is the Internationab@iber of Commerce. The full list of NGOs
attending the conference may be found in the mafate

¥ The delegations from France, Switzerland, Italye8en, the United Kingdom, Monaco,
Liechtenstein, Ireland, Finland, Turkey and Luxenntgp
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Virtually the only way Art. 54(5) EPC 2000 can lo¢eirpreted so as to minimise its
effect of constraining the freedom of action of gig/sician, is to interpret the new
use in a medical method as being required to bénuseew indicationi.e. use in the
treatment of a diseas®t previously treated with the known drug. This waes t
situation faced by thEisai Board in the seven cases referred to it, and factd
which theEisai Board decided that its rulings would not restiia freedom of action

of the physician.

The broader interpretation of Art. 54(5) EPC 2088ich would permit purpose-
limited productclaims where the novelty lies only in the timingguantity of drug
administration in the known treatment of a diseasmjld, in our view, cause an
extension to the scope of patentable subject matiexh was neither intended by the

Eisai Board nor by the legislators of the EPC 2000

This is not to say, however, that dosage regimenhans cannot be patented. Within
the logic ofEisai and theravaux préparatoire®f EPC 2000, and indeed of
Genentechsuch inventions may properly remain the subjeatt@n ofSwiss type
claims, i.e. claims the physician would not neetiéaconcerned about if she chooses

the route of generic substitution.

7. Conclusion

Our analysis leads to the following answers toghestions posed to the Enlarged

Board:
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Question (1): Where it is already known to use di@#ar medicament to treat a particular iliness,
can this known medicament be patented under thagiwas of Articles 53(c) and 54(5) EPC 2000

for use in a different, new and inventive treatmantherapy of the same illness?

Answer (1): Yes, where a new formulation of the roaghent is essential for the
performance of the different, new and inventivatingent, i.e. where earlier known
formulations cannot be used, the invention mayléened with Swiss type and
purpose-limited product claims. Yes, also, whemriexrsknown formulations could be
used, e.g. in lower or higher dosages, and thenttore is claimed using Swiss type
claims. No, however, where earlier known formulasi@ould be used and the

invention is claimed using purpose-limited prodcieims.

Question (2): If the answer to question 1 is yesuich patenting also possible where the only novel

feature of the treatment is a new and inventiveagdesegime?

Answer (2): Yes, where the invention is claimedwswiss type claims, but no,

where it is claimed with purpose-limited produdiois.

Question (3): Are any special considerations applie when interpreting and applying Articles

53(c) and 54(5) EPC 2000?

Answer(3): In view of the rationale &isaithat the freedom of action of medical
practitioners should not be compromised and giterctear intention of the
legislators of EPC 2000 that the rationald=cfai should be followed, in order to
minimise the inhibitory effect of patents on med@actitioners carrying out their

day-to-day tasks of deciding on the appropriatattnent of their patients, the patent
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coverage for a new dosage regime must be via Sypssiseclaims andot via

purpose-limitegproduct claims.

If this line of reasoning were to be followed, 2@00 revision of the EPC need not
imply an attack on generic substitution and thexgmng of patents in this field can

fulfil its double role of both promoting innovati@nd protecting the public interest.
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