GRANDE CHAMBRE DE RECOURS DOSSIERS BREVETS 1984.VI.6
5 DECEMBRE 1984
AFF. Gr.05/83 EITAI
INEDIT

GUIDE DE LECTTURE

SECONDE INDICATION THERAPEUTIQUE - BREVETABILITE (OUIL)##*%

V.Ch.rec.tech. 20 juin 1983 ; D.B.1983.III.T 74




I - LES FAITS

- 20 juin 1983

- 8 aolit 1984

Sept demandes de brevets européen, dont une

d'EITAI et une autre de BAYER
(Aff.Hydropyridine) portant sur une seconde
indication thérapeutique sont déposées aurpés

de 1'OEB.

La division d'examen 1les rejette et les
demandeurs forment un recours devant la
Chambre de recours technique (CRT) pour la
chimie.

: La CRT saisit la Grande Chambre de recours

(GCR) et lui soumet la question de droit que
voici : "Un brevet comportant des
revendications d'application peut-il 8tre
délivré pour utilisation d'une substance ou
d'une composition en vue du traitement

thérapeutique du corps humain ou animal" ?

Premiére communication de la GCR qui invite
les appelants a présenter leurs observations
et précise que six autres recours concernant

la méme question de droit sont en discussion.

Les appelants présentent leurs observations.

: Nouvelle communication de la GCR qui déclare

ne pas pouvoir donner une réponse affirmative

a la question de la CRT.




—~ 5 décembre 1984

Elle attire cependant 1l'attention sur une
décision récente de 1'Office fédéral suisse
(mai 1984, numéro 243.4) modifiant les
directives relatives 4 1l'examen au fond de la
demande de brevet en ce quli concerne les
procédés thérapeutiques et de diagnostic.
Selon les nouvelles dispositions suisses, des
revendications d'application d'un ingrédient
actif pour la fabrication d'un médicament
prét a4 1'emploi peuvent &tre accordées méme
s'il s'agit d'une seconde ol  niéme
application d'une composition pharmaceutique
connue. La GCR invite les appelaﬁts a
présenter des observations écrites sur la
recevabilité de telles revendications et leur
offre la possibilité d'une explication orale

lors d'une audience ultérieure.

Certains appelants seulement présentent leurs
observations, mais tous déclarent renoncer a
1'audience orale au cas ou la GCR conclurait
a la recevabilité des revendications

d'application du type suisse.

La GCR prononce la décision affirmant la
recevabilité des revendications protégeant la

seconde indication thérapeutique.



II -~ LE DROIT

A - LE PROBLEME

1°/ Prétentions dgs parties

a) Le requérant (EITAI)
prétend qu'en vertu des articles 52.4 et 54.5 CBE peut 8tre accordé
un brevet avec des revendications ayant pour objet une dinvention de

seconde indication thérapeutique ;

b) La Division d'examen de 1'OEB
prétend qu'en vertu des articles 52.4 et 54.5 CBE ne peut &tre
accordé un brevet avec des revendications ayant pour objet une invention

de seconde indication thérapeutique.

2°/ Enoncé du probléme

Un brevet avec des revendications ayant pour objet une seconde ou
niéme indication thérapeutique peut-il @&tre accordé, en vertu des

articles 52.4 et 54.5 CBE 7 (%)

-

(*) Conv.de Munich, art.54 §5 : Les dispositions des paragraphes 1 a 4
n'excluent pas la brevetabilité, par la mise en oeuvre d'une des méthodes
visées 4 1l'article 52 §4, d'une substance ou composition exposée dans
1'état de la technique & condition que son utilisation pour toute méthode

visée audit paragraphe ne soit pas contenue dans 1'état de la technique.
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B ~ LA SOLUTION

19/ Enoncé de la solution

"1. Il ne peut étre accordé de brevet européen avec des
revendications d'application pour L'utilisation d'une
substance  ou  composition en wvue d'un  traitement

thérapeutique du corps humain ou animal.

2. Il peut étre accordé wun brevet européen avec des
revendications d'application pour L'utilisation d'une
substance ou composition dans la fabrication d'un médicament
en vue d'une application thérapeutique spéeifide qui est

nouvelle et inventive.

2°/ Commentaire de la solution

Cette décision de la GCR de 1'0OEB aura certainement des
répercussions importantes dans les pays membres de la CBE. Elle est
1'aboutissement d'un débat long et passionné qui a donné lieu a de

nombreuses publications.

Avant la décision européenne, deux instances nationales s'étaient
prononcées sur cette méme question de seconde indication thérapeutique :
~ 1'0ffice des brevets britannique qui a refusé par deux fois la
brevetabilité (décision du 21 juin 1982 dans 1'affaire Ticlopidine,
Sopharma, 1983, RPC 195, décision du 2 novembre 1982 dans 1'affaire
Hydropyridine, Bayer GRUR Int.1984, 442 et J.0./OEB n.5,1984.233),

- la Cour supréme allemande qui a déclaré une telle invention
brevetable (arrét du 20 septembre 1983 dans l1'affaire Hydropyridine,

Bayer GRUR 1983,729, observations Kl&épsch et J.0./0EB n.1,1984.26).

Que penser de la solution de la haute instance européenne ?



Elle a, avant tout, un caractére politique, comme la GCR le
reconnait elle méme, ses préoccupations étant 1'harmonisation
~actuellement impossible- du droit européen et l'accord d'une protection
aussi large que possible. Le but semble atteint sur ce dernier point,
mais au prix d'une solution particuliérement artificielle puisque
désormais on protégera "1'application d'une substance ou composition dans
la fabrication d'un médicament". Comme 1'invention devra néanmoins
satisfaire aux critéres usuels de brevetabilité, tels que nouveauté et
activité inventive, cela signifie sans doute que 1'examen devra porter
sur 1l'application de ces critéres a la seconde (ou niéme) indication
thérapeutique, alors que la protection portera sur 1l'élaboration banale
d'une spécialité thérapeutique connue & partir d'un principe

thérapeutique connu également.

Certes, la lecture limitative faite par la GCR des articles 52.4 et
54.5 de la CBE pour rendre possible cette protection est ingénieuse, tout
comme 1'était celle faite par la Cour supréme allemande des articles
identiques de la loi nationale. Mais si vraiment cette lecture doit €tre
considérée comme 1‘'interprétation de la volonté du législateur, un doute
subsiste quant & la nécessité d'avoir introduit dans la convention des
dispositions aussi complexes pour aboutir & un résultat apparemment

banal, facile & atteindre par des moyens simples.
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. "“‘:It was stlpulated “‘:hat commentfs 'should be conflned to legal .
‘{?arcruments on the p01nt of law. The Board ‘1nd1cated that after




“practlce regardlng "use claims" issued by the Swiss Federal

Intellectual Property Offlce, in‘accordance‘with which (inter
alla) a clalm to the use of an active 1ngred1ent for the~'

manufacture of a medlcament ready for administration could be

~allowed even where it related to the second {or further)

‘ f~appllcatlon for a known pharmaceutlcal compo51tlon. The

‘ssEnlarged Board of Appeal stated that it con51dered that 1t was

“ealso necessary to decide whether thlS klnd of clalm was

acceptable under the European Patent Conventlon.

‘BVAll the appellants were 1nv1ted to flle observatlons w1th

‘;partlcular reference to the acceptablllty of thls 5w1ss type

_of ‘use claim"

Oral proceedings were provisionally arranged to take place in

fNovember 1984, but, in 1nv1t1ng the appellants to file re-

fgquests to be heard in such proceedlngs, the Enlarged Board of

:~[Appeal asked them to 1nd1cate whether they would Stlll w1sh to

'*5fbe heard 1f, after cons1der1ng the1r observatlons, the Board

found that it could give a dec1s1on in favour of the Sw1ss

q_type of "use clalm". Summonses to oral proceedlngs were then

“duly 1ssued.:_¢‘;yf\

laSome appellants flled observatlons and others d1d not but all
fappellants indicated that they would not wish to be heard in

bﬁoral proceedlngs 1f the Enlarged Board of Appeal found that it

1could give a dec151on in favour of the Sw1ss type of "use

 claim".

VI.

fThe Enlarged Board of Appeal subsequently cancelled the oral

proceedlngs.

sl



As an intérnatlonal treaty, theuEuropean Patent Cbnvéntioh~has

' ‘case,‘1s the app 




: Nevertheless, there are conv1nc1ng precedents for applylng thel‘
~<erules for 1nterpr=tatlon of treatles 1ncorporated 1n the ‘

Vienna Conventlon to a treaty to whlch in terms they do not o
apply. The Internatlonal Court of Justlce has already applled

prrhClples expressed in the Vlenna Convention to 51tuatlons to

 which the Conventlon strlctly dld not apply, WhllSt the Euro—~e;

‘5,fpean Court of Human nghts, the Federal German Constltutlonal

Ccourt and the House of Lords (England) have applled the prln-iﬂ

ciples of 1nterpretatlon in Articles 31 and 32 of the Conven-
tion also to treaties to which strlctly they do not apply (cf.

Wetzel, Rauschlng‘"Dle Wlener Vertragsrechtskonventlon

fa‘Metzner, Frank urt 1978 and Fotherglll V. Monarch Alrllnes
L 1981_7 A.C. 251 (House of Lords | (England))).‘,‘:‘,, -

After a careful study of the whole subject, the Enlarged Board

_of Appeal concludes that the European Patent Offlce should do‘
‘ ~the same.;;~ o ; o ;

. The text ofEArticlesm3lgand 32, Vienna Convention, has been

reprinted in the Official Journal of the EPO, as noted above,

fggand need not be repeated here. The effect of these prov1s1ons,f

“faso far as concerns 1nterpretatlon of the EPC can, however, be

;‘summarlsed 1n the follnw1ng rules.;

(1) Theitreaty must bekinterpreted;in good faith.

‘~,l(2) Unless it is establlshed that the Contractlng States

slntended that a spec1al meanlng should be glven to a term,~
the terms of the treaty shall be glven the1r ~ordinary
meanlng in their context and in the llght of the object
and purpose of the EPC. ‘ ‘

k'r(3)dThe‘¢ontext: for:this‘purpose,kis’j

theftekt (includihg the Preambleeand Implementing Regula-

tions) and

R


file:///ienna

it is 1ncumbent upon he Europeanf‘Pkatent Off ce, and




,part1cularly 1ts Boards of Appeal to take into conslderatlon

“,the dec1s1ons and expresslons of oplnlon of courts and

flndustrlal property off1ces 1n the Contractlng States.rn;'

B;The question ofllaw referred to the‘Enlarged Board ofprpeal

eThls case is one of seven in whlch the same questlon of law
“has been referred to the Enlarged Board of Appeal Wlthout
~;formally consolldatlng the cases, the Enlarged Board has ‘

‘}1nevertheless cons1dered all the appellants submlsslons at the

f,same time. These have been fully taken into account by the
;,Enlarged Board, although spec1f1c reference w1ll not be made

_fto them in this_dec;slon.

‘BIn referrlng the questlon of law to the Enlarged Board of
‘]prpeal the Technlcal Board of Appeal r1ghtly stressed 1ts
~e1mportance, part1cularly for the pharmaceutlcal 1ndustry,;and

__the fact that it is controverslal These matters are also;?

_ clear from the reported cases on the;subject before national

. courts and tribunals and the voluminous periodical literature.

E.The questlon of law referred to the Enlarged Board relates to
‘ ltherapeutlc use clalms for substances and composltlons 1n ~ ‘
‘,general The Enlarged Board 1s, of course, aware that the
_lproblem of the protectlon of 1nventlons of the so-called
_"second medlcal,;ndlcatlon is the central one. For thlS
d,reason, the Enlarged Board has cons;dered it right topexamine

“dallgaspects ofhthat"problem.

10,

As generally understood, the concept of "therapy includes
Q‘treatment w1th chemical substances or composltlons. Artlcle

k,ef54(5) EPC exempts from the operatlon of the earller paragraphs

_ of that Artlcle‘any,substance or composltlon comprised ;n the
_ state of the artifor use in a method according to Article
}52(4) EPC. Readlng the two Artlcles together, in context, it

1s,;therefore, clear that Artlcle 52(4) EPC embraces chemo-

‘therapy in the broadest sense of that term.

..



The European Patent Convention, in general, allows both method

no objectlon to use c'l‘alms

Since this ,is;sor




14.

15.

16.

*Claims directed to substances or compositions for use in any.
‘methods for treatment of the human or animal body, on the
~other hand, are uncuestlonably dlrected to 1nventlons whlch

_are susceotlble of industrial aopllcatlon w1th1n ‘the meaning .

of Article 52(1) EPC. This is not only expressly made clear in

=Article_52(4);EPC,'last~sentence, but also to be deduced from
 the definition of "susceptible of industrial application" in

‘Ar*icle 57 EPC,‘namely,‘that the invention "can be made or

‘;used in any kind of industry, 1nc1ud1ng agriculture” Theklast
:sentence of Artlcle 52(4) EPC, 1ndeed,;appears_to;bepa*state-

ment of the self-evident, made out of an abundance of caution.

;Furthermore,,Artiole:54(5) EPckprovides~that;the general rules

of law relating to novelty (Article 54(1) to (4) EPC) shall
not exclude the‘patentability of any substance or composi-

i rtions,‘comprised‘in the state of the art, for use in a method

referred to in Article 52(4) EPC, provided that its use for

_ any such method 1s not comprlsed 1n the state of the art. Thus
 the inventor of a ”flrst~med1cal 1nd1catlon~‘can obtain pur~

pose~limited product protection for aiknown substancekor ‘
¢omposition, without having to'restrict‘himself to the sub-

= stance or composltlon when in a form technlcally adapted to a

specified therapeutlc purpose. The aporoprlate protection for
him is, therefore, in its broadest form, a purpose—llmlted

‘product clalm. No problem arlses over its susceptibility of

industrial appllcatlon, within the mean;ng of‘Artlcle 57 EPC;

Clalms dlrected to the use of a substance or composltlon for

‘the preparatlon of a nharmaceutlcal product are equally clear-
:ly directed to 1nventlons whlch are susceptlble of industriesl

appllcatlon, w1th1n the meanlng of Article 57 EPC.



il heee“td thé augenfalllge
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18,

- 10 -

pThe European Patent Offlce has the task of grantlng patents
‘;whlch have the same effect as natlonal patents 1n all
‘Contractlng States,even though, at the present tlme, not all‘
:of them have completely harmonlsed patent laws or outlooks on‘

patent matters. It is partlcularly 1mportant to bear 1n mlnd .

“that Artlcle 64(3) EPC leaves questlons‘of 1nfr1ngement to be
:fdealt w1th by natlonal law. ‘ ‘ ‘ ‘

"fWhen a natlonal court whlch 1s competent to cons1der both
~questlons of law relatlng to the allowablllty of clalms and
‘yquestlons of law relatlng to 1nfr1ngement con51ders the
fgformer, 1t 1s llkely to be 1nfluenced in its thlnklng by the
Panatlonal rules and doctrlnes of 1nfr1ngement law w1th whlch

- the court 1s famlllar.

‘kfiIt 1s therefore dlfflcult for the Offlce to follow the prac-

tlce of a superlor court of only a s1ngle Contractlng State 1n‘5

a matter whlch has a baarlng on questlons of 1nfr1ngement and‘du‘

thlch 1s ‘regarded as controver51al, however emlnent that
icourt may be. It is to be regarded as. unfortunate that the

appellant 1n the ydropyrldlne case w1thdrew an appeal to the
Engllsh Courts agalnst a refusal of the Unlted Klngdom Patent

S~Off1ce to grant a patent for the same 1nventlon. The dec1s1ons;yyt~
 of the natlonal courts of two Contractlng States tendlng in -

“.the same dlrectlon mlght have had great welght.j‘

‘fiIndeed, 1f other superlor courts 1n Contractlng States show ;
_that they are prepared to follow the llne taken by the Federaly
dsCourt of Justlce 1n respect of natlonal patent appllcatlons, |
yfthe way may be open for the Enlarged Board of Appeal to recon-jf‘f
‘*s1der the questlon so far as the European Patent Offlce is .

~concerned._,f

;;For the tlme belng, however, the Enlarged Board of Appeal
‘gadheres to 1ts view that a clalm dlrected to the use of a

;substance or compos1tlon for the treatment of the human or

anlmal body by therapy is to be regarded by the European
Patent Offlce as conflned to the step of treatment.~







- 12 -

“Articles 52(1),;69, 84 and Rule 29 EPC | read together). Article

22.

_g54(5) EPC prov1des an exception to this general rule, however,
“so far as the first use of medicaments lS concerned, in

;sreSpect of which the normal type of use claim lS prohibited by -
Article 52(4) EPC. In effect, in this case the required

novelty for the medicament which forms the subject-matter of
the claim is derived from the new pharmaceutical use.‘ ‘

It seems justifiable by analogy to derive the novelty for the

process which forms the subject-matter of the type of use

iclaim now being considered from the new therapeutic use of thel

medicament and this irrespective of the fact whether any
pharmaceutical use of the. medicament was already known or not.‘-

It is to be clearly understood that the application of this
special approach to the derivation of novelty can only be
1‘applled to claims to the use of substances or compos1tions

intended for use in a method referred to in Article 52(4) EPC.

Thegintention of Article 52(4)‘EPC} again‘as~recognised:by‘the7‘

Federal Court~of‘Justice,:is only to free from restraint non-“
‘commerCial and non—industrial medical and veterinary activ=-

- ities. To prevent the exclusion from going beyond its proper

'hplimits, it seems appropriate to take a spec1al v1ew of the

1kconcept of the "state of the art" defined in Article 54(2)
~oyEPC. Article 54(5) EPC alone prov1des only a partial compensa—
‘tion for the restriction on patent rights in the industrial

and commercial field resulting from Article 52(4) EPC, first

‘asentence.;It should be added that the Enlarged Board does not
_ deduce from the special provision of Article 54(5) EPC that

‘there was any intention to exclude second (and further) medi-

cal indications from patent protection other than by a pur-
pose-limited product claim. The rule of interpretation that if

one thing is expressed the alternative is excluded (expressio
unius. (est) exclusio alterius), is. a rule to ‘be applied with

very great caution as it can lead to injustice. No intention

to exclude second (and further) medical indications generally

- fromkpatent:protection can be deduced from the‘terms of the






