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Eritropoietina (EPO)

Glicoproteína producida naturalmente en los riñones que estimula la producción de glóbulos
rojos (eritrocitos o hematíes), y por tanto aumenta la capacidad de la sangre para transportar
oxígeno.





Las reivindicaciones valoradas

1. Una secuencia de DNA para su uso en la expresión en una célula
huesped de un polipéptido (EPO humana) ...

19. Una proteina recombinante ... caracterizada por ser el producto de la ex-
presión eucariótica de una secuencia exógena de DNA y por poseer un
peso molecular mayor que el de la eritropoietina aislada de fuentes urina-
rias.

26. Un polipéptido producto de la expresión en una célula eucariótica huésped
de una secuencia de DNA según la reivindicación 1.

La reivindicación 1 no es infringida en UK porque lo que se importa es la
proteína, no la secuencia de DNA, pero debe ser valorada para determi-
nar el alcance de la reivindicación 26
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Diferencias

Kirin-Amgen

Secuencia DNA
endógena inactivada

Célula huésped

Célula huésped con secuencia
DNA exógena incluida en genoma

EPO

TKT/Hoechst

Célula que ya contiene la
secuencia, pero inactivada

Secuencia DNA exógena

Secuencia DNA
endógena activada

Inserción

Activación

EPO

cultivo

cultivo



Resultado de los juicios

Primera instancia

La reivindicación 19 es inválida por insuficiencia de la descripción. La reivindi-
cación 26 es válida, y además es infringida por Hoechst/TKT.

Apelación

Las reivindicaciones 19 y 26 son válidas, pero no son infringidas.

House of Lords

No se infringen las reivindicaciones 19 y/o 26. Además, ambas son inválidas,
la 19 por insuficiencia de la descripción y la 26 por falta de novedad.



Interpretación intencional (Purposive construction)

33. In the case of a patent specification, the notional addressee is the person skilled in the art. He (or,
I say once and for all, she) comes to a reading of the specification with common general knowledge of the
art. And he reads the specification on the assumption that its purpose is to both to describe and to
demarcate an invention  ...  It is this insight which lies at the heart of «purposive construction».
...
The only point on which I would question the otherwise admirable summary of the law on infringement in
the judgment of Jacob LJ in Rockwater Ltd v Technip France SA (unreported) [2004] EWCA Civ 381, at
paragraph 41, is when he says in sub-paragraph (e) that to be «fair to the patentee» one must use «the
widest purpose consistent with his teaching». This, as it seems to me, is to confuse the purpose of the
utterance with what it would be understood to mean. The purpose of a patent specification, as I have said,
is no more nor less than to communicate the idea of an invention. An appreciation of that purpose is part
of the material which one uses to ascertain the meaning. But purpose and meaning are different. If when
speaking of the widest purpose, Jacob LJ meant the widest meaning I would respectfully disagree.
There is no presumption about the width of the claims. A patent may, for one reason or another,
claim less than it teaches or enables.

La descripción puede ser más amplia que la reivindicación, pero lo que
define el alcance de la protección y lo que hay que interpretar es la reivin-
dicación.



Interpretación intencional (Purposive construction)

34. «Purposive construction» does not mean that one is extending or going beyond the
definition of the technical matter for which the patentee seeks protection in the claims. The
question is always what the person skilled in the art would have understood the patentee to be
using the language of the claim to mean. And for this purpose, the language he has chosen is usually
of critical importance. The conventions of word meaning and syntax enable us to express our meanings
with great accuracy and subtlety and the skilled man will ordinarily assume that the patentee has
chosen his language accordingly. As a number of judges have pointed out, the specification is a
unilateral document in words of the patentee’s own choosing. Furthermore, the words will usually
have been chosen upon skilled advice. The specification is not a document inter rusticos for which
broad allowances must be made. On the other hand, it must be recognised that the patentee is trying
to describe something which, at any rate in his opinion, is new; which has not existed before and of
which there may be no generally accepted definition. There will be occasions upon which it will be
obvious to the skilled man that the patentee must in some respect have departed from conventional
use of language or included in his description of the invention some element which he did not mean
to be essential. But one would not expect that to happen very often.

La clave está en la respuesta a la pregunta: ¿Qué habría entendido el ex-
perto  que el titular expresa con el redactado elegido por él mismo para la
reivindicación?



Estoppel (¿Doctrina de los propios actos?)

35. ...
...The courts of the United Kingdom, the Netherlands and Germany certainly discourage, if they
do not actually prohibit, use of the patent office file in aid of construction. There are good reasons:
the meaning of the patent should not change according to whether or not the person skilled in the art
has access to the file and in any case life is too short for the limited assistance which it can provide.
It is however frequently impossible to know without access, not merely to the file but to the private
thoughts of the patentee and his advisors as well, what the reason was for some apparently inexplicable
limitation in the extent of the monopoly claimed. One possible explanation is that it does not represent
what the patentee really meant to say. But another is that he did mean it, for reasons of his own; such
as wanting to avoid arguments with the examiners over enablement or prior art and have his patent
granted as soon as possible. This feature of the practical life of a patent agent reduces the scope for
a conclusion that the patentee could not have meant what the words appear to be saying. It has been
suggested that in the absence of any explanation for a restriction in the extent of protection claimed,
it should be presumed that there was some good reason between the patentee and the patent office.
I do not think that it is sensible to have presumptions about what people must be taken to have meant
but a conclusion that they have departed from conventional usage obviously needs some rational
basis.

Decididamente, Lord Hoffmann no es partidario del estoppel, pero a mi
juicio es demadiado radical.



42. If literalism stands in the way of construing patent claims so as to give fair protection to the patentee,
there are two things that you can do. One is to adhere to literalism in construing the claims and evolve
a doctrine which supplements the claims by extending protection to equivalents. That is what the
Americans have done. The other is to abandon literalism. That is what the House of Lords did in the
Catnic case, ...
...
44. Since the Catnic case we have article 69 which, as it seems to me, firmly shuts the door on
any doctrine which extends protection outside the claims. I cannot say that I am sorry because the
Festo litigation suggests, with all respect to the courts of the United States, that American patent
litigants pay dearly for results which are no more just or predictable than could be achieved by simply
reading the claims.

49. Although article 69 prevents equivalence from extending protection outside the claims, there is no
reason why it cannot be an important part of the background of facts known to the skilled man which
would affect what he understood the claims to mean. That is no more than common sense.

Doctrina de equivalentes

¿Se acabó la doctrina de equivalentes? Sí, si se entiende como un medio
para ir más allá de lo reivindicado. No, si se entiende como la aplicación
de una razonable interpretación intencional de las reivindicaciones.



47. The Protocol, as I have said, is a Protocol for the construction of article 69 and does not expressly
lay down any principle for the construction of claims. ...

48. The Catnic principle of construction is therefore in my opinion precisely in accordance with the
Protocol. It is intended to give the patentee the full extent, but not more than the full extent, of the
monopoly which a reasonable person skilled in the art, reading the claims in context, would think
he was intending to claim.

52. ... When speaking of the «Catnic principle» it is important to distinguish between, on the one hand,
the principle of purposive construction which I have said gives effect to the requirements of the
Protocol, and on the other hand, the guidelines for applying that principle to equivalents, which are
encapsulated in the Protocol questions. The former is the bedrock of patent construction,
universally applicable. The latter are only guidelines, more useful in some cases than in others.
...

El protocolo, Catnic e Improver

Lo esencial es el principio de interpretación intencional. Las tres famosas
preguntas del protocolo (Improver) solamente sirven de guía, y no en to-
dos los casos.



54. On this question, the judge had the advantage of hearing the evidence of a number of witnesses
who were highly skilled in the art. They all said that they would have understood claim 1 to be referring
to a DNA sequence coding for EPO which had been isolated or synthesised and was suitable for
expression in a host cell. In other words, the claim was to a sequence coding for EPO which was
exogenous to the cell in which expression took place.
...
57. That certainly suggests that the patentee regarded it as essential to his invention that the DNA
of which high level expression was sought should not have its origin in the genome of the host
cell. That would clearly exclude the DNA sequence which expresses GA-EPO, which forms part of the
genome of the host cell.

58. For these reasons, which I find entirely convincing, the judge came to the conclusion that the
person skilled in the art would not regard the endogenous coding sequence which expressed GA-EPO
as falling within claim 1.

Aplicación al caso Kirin-Amgen/Hoechst-TKT

La interpretación intencional conduce a no infracción



Aplicación al caso Kirin-Amgen/Hoechst-TKT

66. .. But the present case illustrates the difficulty of applying the Protocol questions when no such
question arises. No one suggests that «an exogenous DNA sequence coding for EPO» can have some
looser meaning which includes «an endogenous DNA sequence coding for EPO». The question is
rather whether the person skilled in the art would understand the invention as operating at a level of
generality which makes it irrelevant whether the DNA which codes for EPO is exogenous or not. That
is a difficult question to put through the mangle of the Protocol questions because the answer
depends entirely upon what you think the invention is. Once you have decided that question, the
Protocol questions answer themselves.

69. .. The determination of the extent of protection conferred by a European patent is an examination
in which there is only one compulsory question, namely that set by article 69 and its Protocol: what
would a person skilled in the art have understood the patentee to have used the language of the
claim to mean? Everything else, including the Protocol questions, is only guidance to a judge trying
to answer that question.

En este caso las tres preguntas del protocolo carecen de utilidad.



80. I do not dispute that a claim may, upon its proper construction, cover products or processes which
involve the use of technology unknown at the time the claim was drafted. The question is whether the
person skilled in the art would understand the description in a way which was sufficiently
general to include the new technology. ... ... In the present case, however, I agree with the Court of
Appeal (and with the judge, before he came to apply the Protocol questions) that the man skilled in the
art would not have understood the claim as sufficiently general to include gene activation. He would
have understood it to be limited to the expression of an exogenous DNA sequence which coded
for EPO.

81. The argument over whether the claim can include the new technology is linked to a dispute over
the meaning of the second Protocol question. When one asks whether it would have been obvious
to the person skilled in the art that the variant worked in the same way as the invention, does one
assume that it works? Otherwise, in the case of a technology which was unknown at the priority
date, the person skilled in the art would probably say that it was by no means obvious that it
would work in the same way because it was not obvious that it would work at all.

Nueva tecnología

 (sigue en la siguiente página)



84. So perhaps a better answer to the dispute over the second Protocol question is that new
technology is another situation in which the Protocol questions may be unhelpful. On the other
hand, if the claim can properly be construed in a way which is sufficiently general to include the new
technology, the Protocol questions tend to answer themselves.

Decisión sobre infracción
85. For these reasons I would hold that TKT did not infringe any of the claims and dismiss Amgen’s
appeal.

Nueva tecnología



Novedad en «product-by-process»

Se produce un importante cambio en la jurisprudencia británica, que acep-
taba la novedad de las reivindicaciones de «product-by-process» aunque
el producto no fuese nuevo per se.

Lord Hoffmann cambia esta situación, aproximándola a la de la OEP, y con
base en ella declara nula la reivindicación 26 por falta de novedad.

101. I think it is important that the United Kingdom should apply the same law as the EPO and
the other Member States when deciding what counts as new for the purposes of the EPC:
compare Merrell Dow Pharmaceuticals Inc v H.N. Norton & Co Ltd [1996] RPC 76, 82. It is true that this
means a change in a practice which has existed for many years. But the difference is unlikely to be of
great practical importance because a patentee can rely instead on the process claim and article 64(2).
It would be most unfortunate if we were to uphold the validity of a patent which would on identical facts
have been revoked in opposition proceedings in the EPO. I would therefore allow this part of the appeal
and declare claim 26 invalid on the ground of anticipation.
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