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Last April we reported the case of Gedeon Richter plc v Bayer Schering Pharma AG [2011]
EWHC 583 (Pat), concerning immediate release formulations of a combination contraceptive
product containing the steroidal hormones drospirenone and ethinylestradiol. We can now report
the decision of the Court of Appeal in this case (handed down on 7 March 2012) where the court
has clarified the test to be applied when evaluating patent amendment on the grounds of added
subject matter. The court has also given guidance on the test for obviousness in circumstances
where it is argued that the invention covered by the patent would have been “obvious to try”.

But first, a quick recap of the facts of the case:

Richter (a Hungarian company) applied to have two Bayer patents (EP (UK) 1 380 301 and EP
(UK) 1 598 069) revoked for invalidity. One of the grounds of invalidity was that the patents were
obvious in respect of various items of prior art. At trial, the court held some of Bayer’s claims were
invalid for obviousness but not for added subject matter. In particular, Floyd J held:

(i) Claims 1 and 19 of the 069 patent were invalid for obviousness but he permitted amendment to
remove claims 1 to 5 and make claim 19 dependent of claim 6;
(ii) Claim 6 of the 069 patent was not invalid for obviousness;
(iii) Claim 1 of the 301 patent was not invalid for obviousness; and
(iv) The 301 and 069 patents were not invalid for added matter.

Richter appealed the judge’s findings on points (ii), (iii) and (iv). Unfortunately both the added
matter and obviousness arguments were rejected by the Court of Appeal and so the trial judge’s
decision was held to be correct in every material aspect.

The appeal was heard by a panel of three judges including the recently promoted Kitchin LJ and
Sir Robin Jacob (who retired in 2011 but who remains very active in the field and who came back
to form part of the panel for this appeal). The judgment was a joint piece of work.

Added matter

With regard to the added matter challenge, the Court of Appeal held that Floyd J had correctly
followed the test laid out in Bonzel v Intervention Ltd (No.3) [1991] R.P.C. 553 whereby the court
must: 1) ascertain through the eyes of the skilled addressee what was disclosed, both explicitly and
implicitly in a patent application, 2) do the same for the patent as granted, and 3) then compare the
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two disclosures and decide on whether any subject matter relevant to the invention has been added
or deleted.

The parent patent included the following wording in relation to a composition in a particular
dosage range: “The composition of the invention may be formulated in any manner known in the
pharmaceutical art.” In a divisional patent the claim had been amended to specify a particular
dissolution rate. Whilst the meaning of the sentence certainly changed, it did not constitute added
matter; the particular methods described in the disclosure were provided in the examples and the
parent application also taught that rapid dissolution could be achieved by any method known in the
art.

The Court held that Floyd J plainly had in mind that subject matter would be added unless it was
clearly and unambiguously disclosed in the application either explicitly or implicitly. He had also
correctly distinguished between what was disclosed and what was obvious (which could not be). In
the circumstances, the judge’s findings were on the mark.

Regarding obviousness

The Court relied on the test set out by Lord Hoffmann in Conor v Angiotech [2008] UKHL 49,
whereby in order for an invention to be invalid on the grounds that it would have been “obvious to
try”, there must be a fair expectation of success. What constitutes a fair expectation depends upon
the particular facts of the case. On the facts of this case, the Court of Appeal found that there was
no (or only the slightest) expectation of success. Both parties agreed that, whilst it would have been
obvious to carry out in vitro pre-formulation testing, such tests would have been performed in
ignorance of the outcome and whether any specific formulation approach would have a fair
expectation of success. Thus it was held that: ‘The step from Krause [the key piece of prior art] to
the invention would have been more of a speculative jump in the dark than anything else.’ The
patent was found to be inventive over the prior art.

Crucially, the Court also relied upon the absence of a clear explanation as to how the claimed
formulation worked, even long after the patent was filed. Kitchin LJ and Sir Robin Jacob
commented, “if something is inexplicable even after it is known, it is all the more unlikely to have
been predictable (and thus obvious) before.” Thus, it is a strong argument in support of inventive
step if the skilled addressee cannot explain why the invention works at the priority date and even
more so, if it remains shrouded in mystery long after the patent is filed.

_____________________________

To make sure you do not miss out on regular updates from the Kluwer Patent Blog, please
subscribe here.

Kluwer IP Law

The 2022 Future Ready Lawyer survey showed that 79% of lawyers think that the importance of
legal technology will increase for next year. With Kluwer IP Law you can navigate the
increasingly global practice of IP law with specialized, local and cross-border information and
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tools from every preferred location. Are you, as an IP professional, ready for the future?

Learn how Kluwer IP Law can support you.

This entry was posted on Monday, April 2nd, 2012 at 3:27 pm and is filed under Art. 123(2) of the
European Patent Convention (EPC), a European patent (application) may not be amended in such a
way that it contains subject-matter which extends beyond the content of the application as
filed. Adding subject-matter which is not disclosed would give an applicant an unwarranted advantage
and could be damaging to the legal security of third parties. (G 1/93, OJ 1994, 541) The ‘gold
standard’ of the European Patent Office’s Board of Appeal  is that “any amendment can only be made
within the limits of what a skilled person would derive directly and unambiguously, using common
general knowledge, and seen objectively and relative to the date of filing, from the whole of the
documents as filed” (G 3/89, OJ 1993,117; G 11/91, OJ 1993, 125).“>Added matter, Inventive step,
United Kingdom, Validity
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