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Questions

I.
Analysis of the current law
The Groups are asked to answer the questions below from the viewpoint of their national law. If this national and regional law applies to several questions, please answer the questions separately for each type of law.

Please ensure that each answer bears the same number as the corresponding question.

1)
Does your country allow patents covering aspects of new uses of known pharmaceutical compounds (hereinafter “second medical use” claims)?

Yes, French law makes it possible to be granted a patent relating to a second medical use.


If yes, please answer questions 2) to 7) and then go to the questions in Parts I and II. If no, please go directly to the questions in Parts II and III.

2)
If you answered yes to Question 1), please answer the following sub-questions.
a)
What is the basis for a patent protection?

Legislative evolution
1)
The Law of 5 July 1844 relating to patents excluded medicaments from patent protection.

2)
Order No. 59-250 of 4 February 1959 introduced a special system for inventions relating to medicaments which could be protected only by a “special medicament patent”.

Article 3 of Decree No. 60-507 of 30 May 1960, taken for the application of the provisions relating to special medicament patents, accepted the patentability of a composition for a first medical use, but excluded that of a second medical use.

3)
Law No. 68-1 of 2 January 1968 eliminated the special medicament patent, but maintained a particular system for patents relating to a medicament.


Article 10 of the Law of 1968 thus maintained the exclusion from patentability of a second medical use.

4)
Law No. 78-742 of 13 July 1978 amending Law No. 68-1 of 2 January 1968, which aligned French law with the EPC of 1973, integrated the pharmaceutical patent into common law.


The patentability of a first medical use resulted, under the influence of the law of 1978, from the combination of Article 6, paragraph 4 and of Article 8, paragraph 4.


The patentability of a second medical use was not mentioned in the statute (French case law on this point is presented under the answer to question 3 below).


The letter of Article 8, paragraph 4 of the Law of 1978 was understood unanimously by the doctrine (Michel Vivant, Frédéric Pollaud-Dullian, Jaques Azéma) as excluding the patentability of a second medical use (on the other hand, the doctrine was divided regarding the legal basis of the exclusion: some authors considered that the exclusion constituted an exemption from common law, whereas others considered that it resulted from the application of the requirement of novelty).


Articles 6 and 8 of the Law of 1978 were amended by law No. 2008-776 of 4 August 2008 currently in force.

Texts in force
The patentability of a second medical use results from the combination of Articles L. 611-16 and L. 611-11 of the French Intellectual Property Code (IPC).

1)
Article L. 611-16 IPC provides that, unlike methods for surgical or therapeutic treatment or for diagnosis, products for implementing such methods are patentable.

2)
Article L. 611-11 IPC, relating to novelty, indicates, in paragraphs 4 and 5, that the first medical use of a known substance or composition and the second medical use of a known therapeutic substance or composition are patentable.


These paragraphs 4 and 5 of Article L. 611-11 were introduced by Law No. 2008-776 of 4 August 2008 and are identical to the paragraphs 4 and 5 of Article 54 EPC 2000.

b)
Which types of second medical use are patentable?


Cf. for example points 14) to 17) above/Working Guidelines

The following are patentable in France:

-
a first medical use of a product known from the prior art for a non-medical use (point 16 of the Working Guidelines) (b 1)),

-
a second medical use (points 14 and 15 of the Working Guidelines), whether or not the first use was successful (b 2)),

-
an invention characterized in that it relates to a new patient group (point 17 of the Working Guidelines) (b 3)),
-
an invention characterized in that it relates to a novel technical effect (point 17 of the Working Guidelines) (b 4)).

These various types of medical use will be successively examined below (with the exception of the first medical use which is not the subject of the question).
As a preliminary, it should be recalled that, in France, national patents (Article L. 611-1 et seq. IPC) granted by the Institut national de la propriété industrielle (INPI) [French Patent Office] and European patents having an effect in France (Article L. 614-7 et seq. and L. 614-13 et seq. IPC), granted by the EPO, coexist.

Only novelty is expressly assessed by the INPI in the context of the examination of French applications, whereas European patents having an effect in France are examined by the EPO for all the requirements of patentability (novelty, inventive step and industrial applicability).

It is the French judicial courts which, ultimately, in the context of proceedings for nullity by way of an originating claim or by way of counterclaim, determine validity.

1)
Patentability of a second medical use (points 14 and 15 of the Working Guidelines)

Since 2008, Article L. 611-11 of the IPC provides expressly for the patentability of a second medical use, like Article 54 EPC 2000.


The position of the INPI and that of the French courts will be successively presented.

i.
Position of the INPI for the grant of national patents

The INPI Guidelines, Title I, Section C, Chapter VII, point 4.2.f, indicate that, with reference to Article L.611-11 IPC, the second medical use is patentable.

ii.
Position of the French courts

There is, at the current time, no French decision regarding the validity of patents granted since the French Law of 2008 and the EPC 2000 came into force.


The case law relates to the validity of patents granted under the French Law of 1978 and of the EPC 1973.


As indicated in answer No. 2 a) above, Article 8, paragraph 4 of the Law of 1978, corresponding to Article 54, paragraph 4, EPC 1973, did not provide for the patentability of a second medical use.

It emerges from the study of the case law that the majority of the decisions handed down since 2004 accept the patentability of a second medical use, protected by a Swiss-type claim, but that the examination of the validity of these patents results virtually systematically in the annulment thereof for insufficiency of disclosure, lack of novelty or lack of inventive step.


The French courts have had the occasion to rule on French patents and on European patents.

(
Case law regarding French patents

The question of the validity of a second medical use arose indirectly in the context of a dispute regarding an invention by a salaried employee in the case Najer/Synthélabo.


Mr Najer, an employee of the company Synthélabo, claimed a payment with respect to the turnover of the medicament Xatral, the active ingredient of which is alfuzosin, used for the treatment of urinary diseases.


Mr Najer had participated in the development of an invention relating to the use of alfuzosin for the treatment of cardiac diseases, and the company Sythélabo had subsequently filed a patent regarding the use of alfuzosin for the treatment of urinary diseases, the sole claim of which read: “composition containing alfuzosin in combination with any appropriate excipients and intended for the treatment of urinary conditions”.


The Paris Court of Appeal, in a decision of 11 June 1991, dismissed Mr Najer’s claim, considering that the first patent protected alfuzosin only for the medical use claimed (namely the treatment of cardiac diseases), and not the other medical uses.


The court thus considered that a second medical use was patentable.


The Cour of cassation, by virtue of a ruling of 26 October 1993, quashed this ruling in accordance with Articles 6 and 8 of the law of 2 January 1968 on the grounds that:


“Whereas, to dismiss the application, the ruling finds that patent number 78.01.175 claimed only the medical use of antihypertensive in the cardiovascular field for the active ingredient described and subsequently referred to as “alfuzosin”, whereas the product called Xatral, defined by patent number 85.077.950 as containing alfuzosin in combination with any appropriate excipients, is specifically intended for the treatment of urinary conditions, and holds that the use of alfuzosin as a medicament for treating urinary conditions was not part of the prior art and that this second medical use of this active product was novel and comprised an inventive nature;

whereas, in ruling in this way, the court of appeal contravened the abovementioned texts”.


Some authors (Frédéric Pollaud-Dulian, for example) interpreted this decision as excluding the patentability of a second medical use, whereas others (Jacques Azéma, for example) considered that such a scope could not be given to this decision laying down only the rule according to which the patent covering the first medical use protects the product as a medicament for all its uses.

(
Case law regarding European patents designating France
· The Paris Court of Appeal, Chamber 4, Section B, in a ruling of 29 October 2004, Abbott/Wyeth, regarding European patent No. 0 302 807 from the company Abbott, relating to food products enriched with nucleosides and/or nucleotides and preparation thereof, indicates that a second medical use is patentable, provided that it meets the requirements of novelty and inventive step (in the case in point, the court of appeal considered that the disputed claims were not second medical use claims, but first medical use claims).
· The Paris Court of Appeal, Chamber 4, Section B, in a ruling of 22 September 2006, Laboratoire de contactologie appliquée/Alcon, regarding European patent No. 0 705 095 from the company Alcon, relating to combinations of viscoelastics for use during surgery (according to the company Alcon, claim No. 1 of the patent was written in the form of a “Swiss-type method claim” (sic)), applied the previously stated solution and judged claim No. 1 to be invalid for lack of novelty.

· The decisions presented below all appear to accept, at least implicitly, the patentability of second medical uses:

-
in a judgment by the Paris District Court, Chamber 3, Section 1, 6 October 2009, Teva/Sepracor, regarding European patent No. 0 663 828 from the company Sepracor, relating to the use of levocetirizine for the manufacture of a medicament intended for the treatment of allergic rhinitis, although the company Teva claimed that the patent is invalid since it relates to a second medical use that is supposedly not patentable in French law, this first nullity ground was not examined by the court (this judgment has not given rise to an appeal ruling to our knowledge),
-
in a summary proceedings order by the presiding judge of the Paris District Court, 12 January 2010, Aventis, Sepracor/Teva, regarding European patent No. 0 701 443 from the company Sepracor, relating to the use of fexofenadine for the treatment of allergic rhinitis in a human patient whose hepatic function is not impaired and in whom the induction of cardiac arrhythmia is avoided, the summary proceedings judge indicated:

“It is therefore a “Swiss-form” claim which makes it possible to claim a second medical use for a molecule that is already known”,

-
in a non-definitive judgment of 28 September 2010, Actavis Group/Merck Sharp & Dohme, regarding European patent No. 0 724 444 from the company Merck, relating to the treatment of androgenic alopecia with 5-reductase inhibitors, claim No. 1 of which was drafted according to the “Swiss form”, the Paris District Court, Chamber 3, Section 1, confirmed (page 9) the patentability of the second medical use claims in France,

-
in a judgment of 9 November 2010, Teva/Merck Sharp & Dohme, also regarding the abovementioned patent No. 0 724 444, the Paris District Court, Chamber 3, Section 1, indicated:


“claim 1 of the patent was drafted in Swiss form which was the only way before decision G2/08 of the enlarged board of appeal of the EPO to claim an already-known substance for a second medical use”,

-
in a judgment of 20 March 2012, Teva Santé and Teva Pharmaceutical Industries/Eli Lilly, regarding European patent No. 0 584 952 from the company Eli Lilly, relating to the use of benzothiophenes in the preparation of a medicament regarding osteoporosis, claim No. 1 of which was drafted according to the “Swiss form”, the Paris District Court, Chamber 3, Section 1, summarized (page 19) the position of the French courts as follows:

“It should be noted that part of the French case law prior to the implementation of the EPC 2000 did not accept the principle of the patentability of a novel medical use of an already known product, not on the grounds that a text explicitly excluded it, but on the  principle that, since the molecule was known, the second use was necessarily known (sic.).

Thus, there was, even under the EPC 1973, no impossibility of recognizing the validity of a second medical use provided that it was possible to establish that this use was novel or inventive and not already part of the prior art”,

-
the Paris Court of Appeal, Division 5, Chamber 1, in a ruling of 12 March 2014 on appeal against the abovementioned Teva/Eli Lilly judgment, confirmed the patentability of a second medical use.

iii.
Observation regarding the assessment by the courts of the validity of second medical uses

It should be noted that, in all the abovementioned decisions regarding patents relating to a second medical use, these patents were judged to be invalid either for insufficiency of disclosure (Paris District Court, 6 October 2009, Teva/Sepracor, and Paris District Court, 9 November 2010, Teva/Merck), for lack of novelty (Paris Court of Appeal, 22 September 2006, Laboratoire de contactologie appliqué/Alcon), for lack of inventive step (Paris District Court, 20 March 2012, Teva/Eli Lilly, confirmed by Paris Court of Appeal, 12 March 2014) or for lack of patentability of a claim relating to a posology (Paris District Court, 28 September 2010, Actavis/Merck, decision presented under b 3)).

The abovementioned decisions which annulled second medical use claims for insufficiency of disclosure gave the requirement of sufficiency of disclosure in the pharmaceutical field a meaning other than in the other technical fields by requiring in particular that the description mention the existence of research studies and of results:

-
The Paris District Court, Chamber 3, Section 1, in the decision of 6 October 2009, Teva/Sepracor, stated that, in the pharmaceutical field, the patent had to indicate the pharmacological properties and one or more medical uses, and also the existence of research and of results.


The court judged that the absence of such mentions demonstrated the speculative nature of the company Sepracor’s patent, which led to the invalidation of the said patent for insufficiency of disclosure.

-
In the decision of 9 November 2010, Teva/Merck, regarding European patent No. 0 724 444, the Paris District Court, Chamber 3, Section 1, adopted a similar reason and demanded that the description indicate the pharmacological properties and one or more medical uses of the product, and also the existence of experimental studies and of results.


The court invalidated the company Merck’s patent for insufficiency of disclosure.

-
The judgment of the Paris District Court, Chamber 3, Section 1, 20 March 2012, Teva/Eli Lilly, which invalidated the company Eli Lilly’s patent for lack of inventive step, also examined the disclosure of the patent and judged it to be sufficient.


It recalled the principle according to which “an invention is sufficiently disclosed when it is disclosed sufficiently clearly and completely for a person skilled in the art to be able to carry it out”, but also applied other criteria consisting in verifying that the company Eli Lilly had carried out actual research and had performed experiments.


The Paris Court of Appeal, in its ruling of 12 March 2014, confirmed the judgment in that it judged the disclosure to be sufficient; it indicated that there was no particular requirement for therapeutic inventions, but demanded, however, the indication of the pharmacological properties and the demonstration that this result was sought and exists.


The wording adopted in the abovementioned decisions is a departure from Article 83 EPC, from the conventional French case law and from that of the EPO boards of appeal, which require nothing other than the possibility for a person skilled in the art to carry out the invention without excessive difficulty, taking into account his general knowledge.


Surprisingly, the decisions by Chamber 3, Section 1 of the Paris District Court and of Division 5, Chamber 1 of the Paris Appeal Court, which stated that the description of a pharmaceutical patent must comprise “the indication of the pharmacological properties of the product and of the medical use”, applied word-for-word texts abolished thirty-five years ago.


Indeed, these decisions reproduced exactly the terms of Article 9 of Decree No. 60-507 of 30 May 1960, taken for the application of order No. 59-250 of 4 February 1959 creating the special medicament patent (see under 2) a)).


Since the law of 13 July 1978 and decree No. 79-822 for the application thereof, of 19 September 1979, and the EPC 1973, there is no longer any particular provision for pharmaceutical patents and only common patent law shall apply.

2)
Patentability of an invention characterized in that it relates to a new patient group (point 17 of the Working Guidelines)

Two recent decisions appear to indicate that an invention characterized in that it relates to a new patient group is patentable:

-
In the abovementioned summary proceedings order of the Paris District Court, 12 January 2010, Aventis, Sepracor/Teva, the summary proceedings judge did not issue an objection as to the patentability of an invention characterized in that it relates to a new patient group who do not have an impaired hepatic function (page 8).


The Judge nevertheless concluded, from the viewpoint of the prior art cited in opposition, that applications for nullity relating to lack of novelty and/or inventive step in substantive proceedings were likely to be judged founded.


Interestingly, the summary proceedings judge indicated that the CARR patent cited in opposition as a prior publication “which targeted all patients necessarily targets those who have a hepatic problem and those who do not have one; that, for this limitation to make sense and to concede an inventive step, it would still be necessary for it to rely here again on the beginnings of studies or of tests”.

-
In the abovementioned judgment of 20 March 2012, Teva/Eli Lilly, the court had to decide upon the validity of a (limited) claim relating to the use of compounds for preparing a medicament of use for the treatment or prevention of osteoporosis in a post-menopausal woman.


This feature contributed to the acknowledgement of novelty of the claim which was, however, judged to be invalid for lack of inventive step, which the court of appeal confirmed in its ruling of 12 March 2014.


By way of comparison, it is interesting to point out that the EPO accepted the patentability of claims of this type in particular in decision T893/90 (“Use of the mixture X+Y for producing a pharmaceutical composition intended for controlling bleeding in non-haemophiliac patients”; prior art: X+Y for controlling bleeding in haemophiliac patients); in this decision, novelty was based on a different patient group.

3)
Patentability of an invention characterized in that it relates to a novel technical effect or mechanism of action (point 17 of the Working Guidelines):


The Paris Court of Appeal, Chamber 4, Section B, in the ruling of 29 October 2004, Abbott/Wyeth mentioned above, upheld claims No. 15 and 16 of the company Abbott’s patent entitled “food products enriched with nucleosides and/or nucleotides and preparation thereof” which related to technical effects (stimulation of repair and regeneration of intestinal cells in infants and adults for claim No. 15 and enhancing the immune response of T-cells and providing specific fatty acid phospholipid profiles in red blood cell membranes for claim No. 16).


These technical effects make it possible to establish the novelty of these two claims.


By way of comparison, the novelty of a claim relating to a novel technical effect or mechanism of action was acknowledged by the EPO in particular in decision T290/86 (claim: for removing dental plaque; prior art: for reducing the fragility of teeth), but this decision is isolated.


Conversely, patentability was not acknowledged in decision T254/93 (claim: for preventing corticosteroid-induced skin atrophy; prior art: for treatment of dermatosis), on the grounds that it is the same technical effect expressed as a biological mechanism.

c)
Are there types of second medical use of which the subject matter is not permitted? Cf. for example, points 14) to 17) above/Working Guidelines.
In France, claims relating to a posology or a dosage are not permitted by case law and by the INPI [French Patent Office].

In decision G02/08 handed down on 19 February 2010, the Enlarged board of appeal of the EPO judged that an administration scheme (or a posology) could be the subject matter of patent protection in so far as said administration scheme met the requirements of novelty and of inventive step.

In France, an opposite position was adopted by the Paris District Court, Chamber 3, Section 1, 28 September 2010, Actavis/MSD, which considered that the French National Courts were not bound by the EPO decisions and that a specific posology constituted as such neither a first nor a second medical use.

According to the court’s interpretation, a posology is defined by the physician, freely and under his responsibility, and would therefore be comparable to a therapeutic treatment method excluded from the field of patentability (Article L. 611-16, French Intellectual Property Code).

In the case in point, claim No. 1 was drafted as follows: “use of X for the preparation of a medicament for oral administration useful for the treatment of androgenic alopecia in a person and wherein the dosage amount is about 0.05 to 1.0 mg”.

This first instance decision gave rise to an appeal, which is still pending.

This position was confirmed by the subsequent decision handed down by the Paris District Court, Chamber 3, Section 1, 20 March 2012, Teva/Eli Lilly, in which the court considered that dosage regimens are excluded from patentability since it is up to the physicians to assess the doses and the number of administrations required for the treatment of their patients.

At the current time, the INPI [French Patent Office] relies on the decision handed down by the Paris District Court to reject claims whose subject matter is a medicament posology, on the grounds that it constitutes a therapeutic treatment method. The Guidelines, Title 1, Section C, Chapter VII, 2.1.1.b, indicate: “thus may be rejected [...] a claim relating to the posology of a medicament”, the reference to the decision of 28 September 2010 appearing in the margin as a reference.

d)
Which forms of second medical use claims are permitted? Cf. for example, points 26) to 33) above/Working Guidelines
The position of the INPI and that of the EPO will be successively presented.

i.
Position of the INPI [French Patent Office]

Regarding the second therapeutic use, the INPI Guidelines indicate:


“An example of the drafting of a claim acceptable for the second therapeutic use could be as follows: “Substance or composition comprising the compound X for use in the treatment of disease Y””.


Before decision G02/08, “Swiss-type” claims (i.e. “use of a substance X for the preparation of a medicament for the treatment of disease Y”) were accepted by the INPI, although the French courts had never explicitly taken a position on this format.


Since January 2011, the INPI no longer accepts “Swiss-type” claims for protecting second or nth medical uses.


Only claims of the type “substance X for use in the treatment of disease Y” are now accepted.


On the other hand, the French courts have not yet taken a position as to this new drafting format.

ii.
Position of the EPO

In the context of the EPC 1973, a patent relating to a second medical use could be granted in accordance with the case law established by decision G6/83, i.e. in the form of a “Swiss-type” claim.


In the EPC 2000, a new Article 54(5) was inserted, making it possible to obtain a patent on a second medical use in the form of a claim of the type “substance or composition X for treating a disease Y”.

e)
Which forms of second medical use claims are not permitted? Cf. for example, points 26) to 33) above/Working Guidelines
Claims of the type “method of use or of treatment” have always been refused by the INPI and by the French courts.

Likewise, claims of the type “use of a substance X for the treatment of disease Y” are not acceptable in France.

f)
Have the courts or the national patent office issued an opinion regarding the meaning, the scope and/or the effect of the terms “treatment”, “treating” or “used for treating” in claims of second medical use? Cf. for example, points 34) to 39) above/Working Guidelines
French courts and the INPI have not issued an opinion regarding the meaning, the scope and/or the effect of the terms “treatment”, “treating” or “used for treating” in second medical use claims.

3)
If second medical use claims are permitted in your country:
a)
Who can be considered to be the perpetrator of an infringement of such claims?

Under French law, the monopoly over the invention conferred by Article L615-1 IPC allows the patentee to oppose both the direct infringement, defined by Article L613-3 IPC, and the provision of means, defined by Article L613-4 1) IPC, for the purpose of carrying out the patent of invention. The same rules apply to second medical use claims.

For example:

i) the party which manufactures the medicament
The medicament manufacturer, i.e. the pharmaceutical laboratory, is liable as long as it markets the medicament with knowledge of its use for the patented second medical use.

Likewise, the importer which, with full knowledge of the facts, participates in the introduction of the patented product into France for the purpose of the use covered by the patented second medical use is considered to be an infringer.

ii)
the party which markets the medicament with an instruction sheet describing the patented use
The notion of “party which markets the medicament” should be understood as being either a pharmaceutical laboratory which markets the medicament to the wholesaler-distributor, or a wholesaler-distributor which markets the medicament to pharmacists.

By application of the abovementioned provisions, the party which markets a medicament with an information sheet describing the use covered by the patented second medical use may incur liability with respect to the infringement (summary proceedings order Lyons District Court, 21 July 2008, Lyons Court of Appeal 20 October 2009, District Court 27 September 2012, cases Mundipharma-Grunenthal/Mylan; Paris District Court, 21 December 2012, Alkermes/Ethypharm), with the proviso that the acts were permitted with full knowledge of the facts, which can occur, for example, through the sending of a letter of notice or a writ or the demonstration that the party in question could not be unaware of the existence of the patent protecting the second medical use and of the infringement thereof (subsidiaries of the same group, overseas proceedings, etc.).

iii) the pharmacist who dispenses the medicament for such a purpose
It should be possible for the pharmacist who dispenses the medicament with an information sheet describing the use covered by the patented second medical use to incur liability with respect to the infringement, with the proviso that the acts were committed with full knowledge of the facts, and with the proviso of the exception mentioned in point b) ii).

However, in practice and to the knowledge of the French group, no decision ruling on the liability of the pharmacist dispensing a medicament has been issued in France.

b)
Are there parties which cannot be found guilty or which cannot incur liability with respect to the infringement of such claims. If yes, which categories of parties?
i)
It should not be possible for the medicament manufacturer, i.e. the pharmaceutical laboratory, to incur liability provided that it does not market the medicament for the use covered by the patented second medical use and therefore does not make the connection between the product, free of rights, and the patented medical use. Simply manufacturing the product cannot, as such, cause the manufacturer to incur liability. Likewise, manufacturing the product overseas and supplying it to a pharmaceutical laboratory which markets it in France is not sufficient, as such, to cause the overseas manufacturer to incur liability (summary proceedings order Lyons District Court, 21 July 2008, Lyons Court of Appeal 20 October 2009, District Court 27 September 2012, cases Mundipharma-Grunenthal/Mylan).

ii)
In accordance with Article L613-5b) and d) IPC, and as for all the other types of patents, it will not be possible for the laboratory which carries out research and development outside any marketing and which performs trials, including for the purpose of obtaining a marketing authorization, to be considered an infringer.


In addition, Article L613-5 c) of the IPC provides that “The rights conferred by the patent do not extend: [...] c) to the preparation of medicaments made extemporaneously and by unit in pharmacy dispensaries, on medical prescription, nor to the acts regarding the medicaments thus prepared”.

iii)
The physician who prescribes the medicament for such a use;
As regards the physician who prescribes the medicament with an information sheet describing the use covered by the patented second medical use, he cannot incur liability with respect to the infringement by application of Article L613-3 a) IPC or L. 613-4 1). The physician’s act of prescription could not be considered to be an act of infringement, unless it was considered that the act of prescription can be likened to an act of making it commercially available, which no judgment has ever stated.

iv)
The patient who uses the medicament for such a purpose?

Article L613-5 a) of the IPC provides that:


“The rights conferred by the patent do not extend: a) To acts performed in a private context and for non-commercial purposes”.

In this regard, it should not be possible to seek liability, with respect to the infringement, on the part of the patient who uses a medicament for a use covered by the patented second medical use in a private context and for non-commercial purposes.

c)
Can such claims be cited with respect to direct infringement or to infringement by provision of means? Please provide a detailed answer.
Second medical use claims can be the subject both of a direct infringement and of an infringement by supply of means (indirect infringement).

Two hypotheses stand out depending on whether or not the information sheet describes the patented use:

-
Either a notice describing the patented use is provided with the medicament: in this case, infringement may be sought.

-
Or the information sheet does not describe the patented use: in this case, infringement may be sought, but with the proviso of proving that the party which offered, distributed, used, imported and held for the purpose of use or distribution, an infringing medicament for a patented second medical use claim, had full knowledge of the facts (examples: circulars sent to physicians, medical visitors encouraging the protected medical use).

4/
If a drug is approved for more than one indication, one or more of which (but not all) falls within the claims of a patent, is it an infringement if a party makes, supplies or uses a generic version of the drug for any use?

The French group understands this question in the following way:

If a reference drug is approved for more than one indication, one or more of which (but not all) fall within the claims of a patent, is it an infringement if a party makes, supplies or uses a generic version of the reference drug for any a use in the context of the indications covered by this patent?

Under these conditions, this party is considered to be committing an act of infringement.


Evidence of the infringement can nevertheless prove to be difficult for the reasons set out below.


Indeed, it is important to specify the legislative framework which surrounds the granting of a marketing authorization (hereinafter “MA”) in a situation where a patent covers at least one indication among the authorized indications of a reference medicinal product.


This legislative framework provides for a two-step mechanism so that the parts which make reference to an indication that is still patent-protected are removed from the summary of product characteristics (hereinafter “SmPC”) of the generic medicinal product. More specifically, the French mechanism, resulting from the implementation of directive 2001/83/EC as amended, provides for the removal, on the one hand, of the indications still protected and, on the other hand, of the forms and dosages still protected.

· The first step consists in the holder of the generic MA notifying the ANSM [French National Agency for Drug and Health Product Safety] of the “indications, pharmaceutical forms and dosages of the reference medicinal product for which the intellectual property rights have not expired”.

This first step is of the responsibility of the holder of the generic MA. 

Indeed, while Article L.5121-10, paragraph 1, of the French Public Health Code allows the granting of a generic MA before the expiration of the intellectual property rights attached to the reference medicinal product, paragraph 4 thereof makes it mandatory for the holder of the generic MA, prior to the marketing of this generic medicinal product, to “inform the General Manager of the agency of the indications, pharmaceutical forms and dosages of the reference medicinal product for which the intellectual property rights have not expired”.

· The second step consists in the removal, by the ANSM, of the parts of the SmPC of the generic MA which relate to these “indications, pharmaceutical forms and dosages” that are still patent-protected.

Indeed, Article R. 5121-29-2 of the French Public Health Code provides that, when informed by the holder of the generic MA in accordance with the abovementioned Article L. 5121-10, before the marketing of the medicinal product or of the specialty concerned, of the fact that certain indications, pharmaceutical forms or dosages of the reference medicinal product are still patent-protected, the General Manager of the ANSM removes from the SmPC of the generic medicinal product “the parts which make reference to these indications, forms or dosages”.

It is important here to draw attention to the fact that these provisions, although in appearance respectful of the patent laws covering indications, forms and dosages of reference medicinal products, prove to have relatively little effectiveness in practice, owing to the French regulatory framework in terms of prescription and dispensing of generic medicinal products.

Indeed, within 90 days after being granted, generic MAs are entered in the register of generic groups. The register of generic groups does not reveal the fact that indications, forms and dosages have, where appropriate, been removed from the SmPC of the generic medicinal products.

Regarding the physicians, Article L. 5125-23 of the French Public Health Code provides that “the prescription is mandatorily made out in Non-proprietary Name for medicinal products which appear in a generic group mentioned under 5° of Article L.5121-1”. No provision specifically deals with the situation in which the reference medicinal product includes indications which are not authorized for the generic medicinal products. In other words, as soon as a generic MA is entered in the register of generic groups, the physician is bound to make out the prescription in Non-proprietary Name, even though indications still covered by a patent have been removed from the SmPC of the generic medicinal products.

For his part, the pharmacist dispenses a medicinal product belonging to a generic group “if the prescription made out in Non-proprietary Name can be complied with by the dispensing of a medicinal product which appears in a generic group mentioned under 5° of Article L.5121-1”. As it happens, since the register of generic groups does not reveal the fact that indications, forms and dosages have, where appropriate, been removed from the SmPC of the generic, the pharmacist can therefore dispense a generic medicinal product to a patient for an indication which is still patent-protected and which has been removed from the SmPC of the generic medicinal product.

In this regard, under the former law, the French Administrative Supreme Court had judged that “since the identity of therapeutic indications is not among the conditions for identifying generic medicinal products, pharmacists are legally entitled, considering the identity of the composition of the medicinal products, to substitute a generic medicinal product to a reference medicinal product, including when the marketing authorizations of the two medicinal products do not include the same therapeutic indications”. To our knowledge, no decision has been handed down since the amendment of the provisions relating to the prescription and dispensing of generic medicinal products.

In addition, even supposing that the register of generic groups reveals the indications authorized for each medicinal product, the pharmacist is not aware of the indication for which he dispenses a generic medicinal product, since (i) the prescription from the physician does not specify it, and (ii) the patient does not generally disclose this (confidential) information.

Consequently, the provisions which allow indications that are still patent-protected to be removed from the SmPC of generic medicinal products have no practical effect, since the provisions relating to the prescription and dispensing of generic medicinal products do not take into account this specific situation and result in making it possible for generic medicinal products to be dispensed for indications which do not appear in the MA of said generic medicinal products.

As a result of this regulatory situation, even though the patentee has, with the infringement seizure (see reply to Question 7) a derogatory means of evidence compared to common law, he encounters doubtless difficulties in providing proof of the knowledge, by the manufacturer (in France), supplier and user of a generic, of the patented indication for which this generic is in reality manufactured, supplied and marketed.

5)
If you replied yes to Question 4), please answer the following sub-questions in this context.

a)
Do acts of manufacture, supply and use constitute a distinct form of infringement? If the answer is no, please specify which acts constitute an infringement (and also any acts other than those mentioned above).


In the case of a second medical indication patent, the acts of infringement are those provided for in Article L. 613-3 para. a) IPC: the manufacturing, offering, distributing, use or else importation, or the holding for the abovementioned purposes, of the product which is the subject matter of the patent.

b)
In order for the infringement to be acknowledged, is it necessary for the party which manufactures, supplies or uses the generic version of the medicament to act in relation to the infringing use?


In order for the infringement to be attributable to the manufacturer, to the supplier or to the user of the generic, it is actually necessary for each of these parties “to act in relation” to the infringing use.


Thus, the acts mentioned above can be considered to be acts of infringement only in so far as the generic is intended for the patented use.

c)
If you replied yes to Question b), must the party be aware of the fact that its acts are related to the infringing use?


The party (manufacturer, supplier, user, etc.) must actually know that its acts are related to the infringing use.


Given the regulatory framework in France with respect to medicaments, the supplier and the user must be aware that their acts are related to the infringing use, with the exception of the local pharmacist. Unless we are mistaken, this question has never been raised before the French judges in this second medical use context.

d)
If you replied yes to Question c), which awareness criteria are required? Cf. for example, points 38) and 47) above.


These criteria depend on the nature and the perpetrators of the incriminated acts.

i.
MANUFACTURE AND SUPPLY BY LABORATORIES

In terms of manufacture and supply, a distinction will be made between the active ingredient and the medicament in its galenical form; indeed, manufacturers do not have the same awareness of the file depending on their input.

a)
As regards the manufacture of the active ingredient, if a product is manufactured and supplied to another industrialist, the manufacturer, owing to the regulatory obligations, will contribute to the file only by supplying the DMF, in which there is no information relating to the indications, and none will be required.


It can be accepted that this manufacturer manufactures and supplies without knowing the therapeutic indications for which the product will be marketed.


The patentee must therefore provide evidence that the manufacturer has committed this act with full knowledge of the facts in order for the latter to incur liability.


To our knowledge, case law does not set an obligation of information of the manufacturer.

b)
As regards the manufacturing of the medicament in its galenical form, the manufacturer contributes to the MA file, the bioavailability tests, etc., are carried out on this form, it is probable (normally there will be a release) that the manufacturer at this level is aware of the therapeutic indications, but this is not certain, it depends on the contracts, it may act simply as a manufacturer. In principle, it should necessarily act with full knowledge of the facts. In this respect, French law provides that the supplier of a means (the generic medicament) may incur liability when the circumstances make it obvious that this means is capable of and intended for this use.

c)
As regards the laboratory which markets the final product, it has control of the regulatory aspect, it has demanded the prices and it releases the products; it therefore necessarily acts with full knowledge of the facts.

ii.
SUPPLY BY PHARMACISTS

a)
“Local” pharmacists

If confidentiality is complied with, a (local) pharmacist is not aware of the customer’s pathological condition. He does not therefore know the indication for which he is dispensing.


In addition, his right of substitution is not affected by the differences in indications, pursuant to the abovementioned decision by the French Administrative Supreme Court (“Conseil d’Etat”) of 2003.

b)
Hospital pharmacists
Their activity is, a priori, non-commercial.

c)
Hospital physicians
Their activity is also a priori, non-commercial.

However, starting from January 2015, physicians will be obliged to make out prescriptions in the non-proprietary name.

d)
Patients
Their activity is exercised for private use, in accordance with Article L. 613-5a) of the IPC.

6)
How do the courts determine that a second medical use claim is infringed? What are the legal tests and the requirements in terms of proof?


In French law, there is no specific test that the courts would apply in order to determine whether a second medical use claim is infringed.


Consequently, it is advisable to refer to the general rules of assessment of the infringement by the judge.


Consequently, the courts will consider that a second medical use claim is infringed if the patentee provides proof that the essential features of said claim are reproduced.


Thus, whether the second medical use claim subjected to the assessment by the judge is of “Swiss claim” type or of “purpose-limited product claim” type, it is the responsibility of the patentee to provide evidence, not only that a medicament containing the active ingredient targeted in the claim is manufactured, imported or offered for sale in France, but also and specifically that this medicament is manufactured, imported or offered for sale in France for the purpose of use for the indication claimed.


However, this evidence may prove to be more or less difficult to provide depending on the circumstances.


While evidence of the infringement results from the information sheet and/or from the MA of the allegedly infringing medicament in the case where they expressly mention the claimed indication among the indications of the medicament, it will, on the other hand, be more difficult for the manufacturer and/or the distributor of the medicament to incur liability in the event that the information sheet and/or the MA of the medicament does not mention the claimed indication (this is in principle the case in terms of generic medicaments for the reasons set out in the answers to Questions 4 and 5 above).


In such a case, the infringement may be found if the patentee manages to demonstrate that physicians were actively encouraged to prescribe the medicament for the indication claimed and yet not authorized.


Such proof may in particular result from an affidavit by a physician having been informed by a laboratory of the upcoming launch of its medicament for the indication claimed (ruling by the Paris Court of Appeal of 15 September 2000 Apotex vs. Wellcome Foundation Limited) or from guidelines for the attention of medical visitors.


Such proof might also be gathered by the patentee authorized by the judge to have an infringement seizure carried out in accordance with Article L. 615-5 IPC.


This seizure in fact allows a court bailiff, accompanied by an expert, to go to any site in order in particular to describe and seize documents relating to the alleged infringement.


Proof of the generic manufacturer’s, supplier’s or user’s knowledge of the use of said generic for a patented second indication can thus possibly be obtained.

7)
What forms of recourse are available in the event of infringement of a second medical use claim:


a) On an interim basis?
In the event of an infringement of its rights, the proprietor of a patent or of a supplementary protection certificate which covers a second medical use may seek to obtain, in France, interim or even preventive injunctions.

The current system for these measures stems from Law No. 2007-1544 of 29 October 2007, termed law “combating infringement”, which implemented European Directive 2004/48/EC and the purpose of which was to limit the level of requirement needed to obtain said injunctions.

In accordance with Article L. 615-3 IPC, any person having the right to sue for infringement may obtain interim injunctions in order to prevent an imminent infringement of its rights (the launch of a generic on the French market) or to stop the continued carrying out of allegedly infringing acts.

This article applies generally to all acts of infringement of patents or of supplementary protection certificates, whether they are direct or indirect. Its purpose is therefore to cover cases of infringement that are related to a second medical use. It is a specific procedure which is different from the summary proceedings of common law described in Articles 808 and 809 of the French Code of Civil Procedure and different from the petition provided for in Article 812 of the French Code of Civil Procedure.

The measures that it is possible to apply for cover a relatively broad spectrum. It is permitted to apply for:

-
stopping the criticized acts of infringement (offering, distributing, use, importation, holding);

-
the provision of securities;

-
the seizure or the handing over to a third party of the products in question;

-
the precautionary seizure of the movable or immovable property of the alleged infringing party, including freezing of its bank accounts.

The presiding judge of the Paris District Court has the jurisdiction to order these measures. While it is possible to apply for these measures via petition (ex parte proceedings), legal practice demonstrates that these measures are in most cases ordered in summary proceedings (inter parte proceedings). The pre-trial review judge may also order such measures in the context of proceedings already brought on the merits.

To our knowledge, there is at the current time no case having clearly involved a patent relating to a second medical use and for which interim injunctions were applied for and granted.

However, in the context of a specific case involving a tramadol (medicament) composition and where the status of second use patent was discussed, interim injunctions were ordered. The measures granted were an injunction, subject to penalty, against “importing, manufacturing, holding, using, offering for sale and selling in France a controlled-release tramadol composition comprising the features and the properties covered” by the patent.

In this dispute, it is interesting to note that a literal approach with respect to Article L. 615-3 of the IPC was sustained. Thus, the arguments put forward by the defendant (a generic producer) regarding the validity of the patent were not taken into account at the summary proceedings stage. The order handed down by the Lyons District Court in particular stated that “the supervision by the judge to which an interim injunction has been referred is limited to the observing of the reality of the rights taken advantage of by the applicant, and said judge should not indulge in a critical and thorough analysis of the alleged validity of the patent, which is a matter for assessment by the court ruling on the merits”.


b) On a permanent basis?

In French law, the main compensating measure is stoppingthe infringement, in accordance with Article L.613-3 of the IPC.

However, the patentee may also claim:

· compensation for the loss that it has incurred (Article L.615-7 of the IPC); 

· the publication of extracts of the decision (Article L. 615-7-1, paragraph 2 of the IPC); 

· the withdrawal of the infringing products from the commercial channels (Article L. 615-7, paragraph 1 of the IPC); 

· the destruction of the products (Article L. 615-7, paragraph 1 of the IPC). 

French law makes it possible, a priori, to apply for such measures in the event of infringement of a second medical use patent.

Currently, no case law confirms this since the infringement of a second medical use claim has not, to our knowledge, been recognized by the French courts:

· in a first case where the infringement was accepted by the courts ruling on the merits when the point of the second medical use was discussed, the Court of Appeal considered that the claims of the contested patent relating to the medical use did not cover a second use, but only the first medical use (Paris, 15 September 2000, Chamber 4, Section B, Wellcome Foundation v. Apotex);

· in a second case where the infringement of a second medical use claim was discussed by the courts ruling on the merits, the court dismissed the claims for infringement since the patentee had not sufficiently demonstrated that the allegedly infringing product reproduced all the protected features (only one feature appeared on the packaging)  (Paris, 29 October 2004, Chamber 4, Section B, Abbott v. Wyeth Nutrition);

· in another case on the merits, a patent, the infringement of which had been acknowledged in first instance, was presented by the patentee in second instance as being a second medical use patent; the first instance judgment cannot, however, be accepted as ruling on the infringement of a second medical use patent since this status was questionable; the patent was, moreover, declared invalid in second instance (Paris District Court, Chamber 3, Section 1, 13 June 2001 and Paris, Chamber 4, Section B, 22 September 2006, Alcon v. LCA).

Supposing that the infringement of a second medical use claim is acknowledged, the French courts should hesitate to prohibit the marketing of a medicament reproducing the teaching of the second therapeutic use when this same medicament is not used solely for this purpose.

This would amount to removing from the market a medicament of which part of the use is not covered by the second medical use claim (in particular since the patent relating to the first medical use has come into the public domain).

An alternative for the French courts could be to enjoin the infringing party to:

· remove from the leaflet any reference to the second medical use;

· add to the leaflet a reference indicating that the medicament must not be used for the second medical use judged to be infringing.

Moreover, the use of the medicament which does not fall within the field of the second medical use claim should also be taken into account for assessing damages.

Supposing that 45% of the use of a medicament is for the second medical use, 55% of the sales of the medicament should not be taken into account for assessing damages.

Conversely, if the patentee provides evidence that the medicament is sold solely for a use which falls within the field of the second medical use claim (for example, solely this use would be indicated on the leaflet), an injunction against the marketing of the medicament and a compensation for damages incurred over all the sales made could be requested.

In addition, the publication measure could also be appropriate in this case.

Said measure would in fact aim to publish, on the infringer’s web site and/or in several newspapers and professional journals, the finding of the Court and the indication according to which the medicament could not be used for the second medical use covered by the contested patent.

8)
With reference to Question 7)a), can an interim injunction be granted solely on the basis of information appearing on the packaging of the product or on the basis of the writing of a prescription? If the answer is no, what is the basis for appeal?
1/
The legal system for the granting of interim injunctions (in summary proceedings) is a unique system, which does not provide for any provisions specific to applications made on the basis of a second medical use claim.

2/
In particular, it is the same evidentiary law which applies for all interim injunction applications, independently of the nature (category) of the claims cited in support of the applications.


The form of proof is open.


Thus, in so far as the forms of proof are identical in the summary proceedings and in the proceedings on the merits, examples of decisions on the merits will be given below, even though Question 8 relates specifically to summary proceedings.

3/
Regarding the prescription written by the physician


The applicable form of proof appears to exclude the admissibility of a prescription written by a physician: said prescription is covered by medical secrecy.


In addition, even if the proof was judged to be admissible (which could be the case, for example, for a prescription made anonymous), such a prescription would, a priori, be of very weak evidential value:

-
A prescription simply mentions the name of a speciality product or of an international non-proprietary name (INN), and does not generally indicate the disease to be treated, nor the mode of action of the medicament or any other information of therapeutic nature. On the other hand, it is true, the prescription virtually systematically indicates the dosage treatment scheme to be followed by the patient.

-
Such a prescription runs a considerable risk of being considered a prescription for a non-genuine illness (written for the purposes of the proceedings). In this sense, in a case on appeal against a summary proceedings order, see Paris, 11.12.2013, Docket number 2011/20113, Sanofi-Aventis/Novartis.

-
A prescription is doubtless insufficient to prove an infringement by provision of means, and in particular to establish that “the third party knows, or the circumstances make it obvious”.

4/
Regarding the envisageable evidence


The material nature of the infringement is a question of fact.


The judge examines the evidence provided in order to determine whether, in fact, “the third party knows or the circumstances make it obvious” that the means would be “capable of and intended for” implementing the patented invention.


Generally, it can be broadly envisaged that the following evidence could make it possible, on its own or taken in combination, to establish the material nature of the infringement, i.e. the reproduction in particular of the features of the second medical use:

-
Information mentioned on the packaging (including the instructions for use).

-
Summary of product characteristics (SPC), in particular extract from the web site of the ANSM (formerly AFSSAPS) [French National Agency for Drug and Health Product Safety] or from the web site of the EMA (European Medicines Agency).

-
Extract from medical dictionaries such as VIDAL, MERCK MANUAL, ROTE LISTE, etc.

-
Commercial catalogues and documents (web site, medical visitor brochures).

-
Correspondence equating to an offer of delivery on French territory.

-
Clinical study protocol disclosures (press releases, scientific publications, etc.).

-
Attestation by an “expert” who would be a physician.

-
Others.

5/
Case law-based illustration

	Case
	Decision
	Nature of the decision
	Claim (type of use)
	Evidence cited (reproduction of characteristics)

	Tramadol

Mundipharma/

Medochimie
	Lyons District Court

27.09.2012

Docket number 08/07202
	On the merits

CF = yes
	Medical use of tramadol with particular release profile (dissolution)
	Information sheet for the product from the AFSSAPS [French National Agency for Drug and Health Product Safety] web site (understood doubtless to be the SPC), mentions the dissolution properties

+

Mediation expert report (dissolution tests on samples sold overseas)

	Tramadol

Mundipharma/

Medochimie
	Lyons District Court

21.07.2008

Docket number 2008/01373

Confirmed by
Lyons

20.10.2009

General list 08/06216
	Summary proceedings

Interim injunction = yes
	Medical use of tramadol with particular release profile (dissolution)
	Information sheet for the product from the AFSSAPS web site (understood doubtless to be the SPC), mentions the dissolution properties

+

Mediation expert report (dissolution tests on samples sold overseas)

	Fenofibrate

Alkermes/

Ethypharm
	Paris District Court

21.12.2012

Docket number 10/05718

Ongoing appeal
	On the merits

CF = yes
	Medical use with a view to accelerating the beginning of the action after administration
	SPC mentions rapid hydrolysis as desired effect

	Infant milk

Abbott/Wyeth
	Paris

29.10.2004

Docket number 2003/01748
	On the merits

CF = no
	Double medical indication: improving the immune response and providing fatty acid profiles in red blood cells
	Advertising mentions improving the immune response, but absence of demonstration of the other use regarding fatty acid profiles


9)
With reference to Question 7)b), what standard of proof is required to obtain permanent measures?
French law, contrary to Anglo-Saxon law, does not impose on the judge any pre-set degree of conviction in order to consider an assertion of fact as proven. In our law, there is no “standard of proof” (“beyond a reasonable doubt”, “more likely than not” or “clear and convincing evidence standard” in terms of patents). The rule is that the judge has complete freedom in terms of assessing proof.

In terms of interim injunctions, the IPC sets a specific standard of proof. Article L. 615-3 of the IPC provides that: “ruling in summary proceedings or on request, the court may only order the requested measures if evidence, reasonably accessible to the plaintiff, makes it probable that its rights are being infringed or that such infringement is imminent”.

Such a provision does not exist in terms of permanent injunction (cf. contribution of the French group of the AIPPI to Q219). There is reason to think that, in accordance with the meanings of the texts, the evidence to be provided is more stringent as regards permanent injunction.

Indeed, according to Article L. 611-1, para. 1 of the IPC, the patent vests on its proprietor an exclusive right of exploitation. Article L. 613-3 of the IPC, which defines the content of this right, provides that the manufacturing, distributing, use or importation of the patented product, and also the use of the patented process, are prohibited without consent from the patent proprietor.

It emerges from these provisions that the judge who found infringement and who is required to do so by the plaintiff, is required by law to grant the injunction, the latter being automatic in nature (J-P Stenger, JCL Brevets, Fasc. 4680).

In the event that the plaintiff provides proof that there is indeed an infringement, it may exceptionally be the case that no permanent injunction should be granted, in particular from the viewpoint of the circumstances of the case in point (cf. contribution of the French group of the AIPPI to Q219).

The review of the case law of which we are aware shows that, in terms of second medical use, at the current time, the French courts have not ruled favourably on the merits regarding infringement. Consequently, the case law studied does not determine the preliminary standard required for the possible granting of permanent injunctions.

II.
“Political” considerations and proposals for improving your current law
10)
If your country allows second medical use claims, please answer the following sub-questions.

a)
What are the reasons for allowing such claims?

1.
The evolution of patent law, and in particular the determining of the patentability or of the exclusion from patentability of a type of invention, is controlled by the search for a balance between conflicting interests. It is necessary to maximize the usefulness of one or other type of invention for each of the parties concerned. With respect to Health, it is necessary to reconcile the interests of several involved parties:

-
“brand-name” laboratories,

-
generic laboratories,

-
public and private research laboratories,

-
patients, and

-
French national health system organizations.

2.
The question of extending patent protection to second medical use claims was controversial. Despite the recognition by the EPO of the patentability of second medical use claims, the French judges prove to be rather reserved with respect to this question (see, however, the AZT decision (Apotex/Wellcome), Paris, 15 September 2000, which confirms Paris District Court of 25 March 1998 and clearly appears to have recognized the validity of second medical use inventions in France).


It was finally accepted by the Legislator by virtue of Law No. 2008-776 of 4 August 2008, termed law relating to modernization of the economy.

3.
Patents are a key element of any promotion of innovation. They are essential in the pharmaceutical field, which is the field in which research and development investments are the greatest. The race to obtain a monopoly stimulates innovation. Thus, the first objective of the acceptance of the patentability of second medical use claims was the encouragement of innovation. By granting laboratories a reward, in the form of an exclusive right, the latter are more inclined to invest, in terms of human and financial resources, in research. In addition, it is established that it is becoming increasingly difficult, despite increasing investments in R&D, to find new products (i.e. new molecules) and research is therefore turning towards new uses of the active ingredients which have fallen into the public domain or for which the patents are “at the end of their life”. It was therefore necessary to adapt patent law to this evolution.


As it happens, this dynamic is also beneficial to patients, provided that it is useful from a medical point of view. Indeed, this will make it possible to find new ways to treat certain diseases by virtue of active ingredients which are known and tolerated, and to develop treatment methods which are more acceptable to patients, for example by reducing certain particularly bothersome side effects.

4.
However, it is also necessary to guarantee patients a very broad access to medicaments, at reasonable prices for non-reimbursed medicaments and at advantageous reimbursement rates for medicaments reimbursed by the French national health system. This problem is also linked to the constraints imposed on French national health system organizations in terms of medicament reimbursements. Public budgets for health spending are ever tighter, in order to reduce the French national health system deficit, and the central element of the authorities’ policy for achieving the objective of reducing this spending is the development of generic medicaments. It is therefore essential to promote the entry of generic medicaments onto the market as soon as a patent or possible supplementary protection certificate expires. It is essential to avoid any needless or unjustified delays, which are prejudicial to public health budgets, but also to patients.

5.
This is why the article relating to the integration into French law of the patentability of second medical uses was contested during parliamentary debate. The main worry was the possible blocking of the development of generic medicaments, in particular through wrongful use of this provision, which would then lead to additional spending for French national health system organizations. Mr François Autain, a senator, thus explained that “if a laboratory files, before the expiration of the patent protecting a molecule, a marketing authorization application regarding a new medical use of the same molecule and if it is granted said marketing authorization, it will market it under a new brand name, and it is under this name that the medicament will from then on be prescribed, for the first use and for the second. The pharmacist will then no longer be able to exercise his right of substitution, while physicians will be able to prescribe this medicament under its new brand name for the two indications”.


Some members of Parliament and senators thus wanted this article to be purely and simply rejected. Others suggested either making provisions so that such a patent would not be an obstacle to generic medicaments, or clearly defining the second medical use possibilities. Certain amendments suggested precisely defining this notion by including therein in a limiting manner “a use intended to treat a specific disease, or a specific category of treated patients, or involving a specific method of surgical treatment”. On the other hand, “modes of administration of a substance or composition, and also dosage regimens” were excluded.


The amendments requiring the removal pure and simple of the provision were rejected since they were contrary to France’s international commitments, in particular the European Patent Convention. The amendment aimed at defining more precisely the notion of use was also rejected since it was not defined in the European Patent Convention. Finally, the amendments aimed at providing that this type of claim would not call into question the definition of generic medicaments were also rejected.

6.
After this law had come into force, the first instance patent judge refused to allow the patentability of dosage claims (Paris District Court, Chamber 3, Section 1, 20 March 2012, Eli Lilly/Teva, General List 09/12706; Paris District Court, Chamber 3, Section 1, 28 September 2010, Merck/Actavis, PIBD 2010 930-III-815). Said judge considered that a claim relating to dosage “constitutes neither a first nor a second medical use, but a simple indication of the range in which this substance is effective for the purpose of treating one disease or another”. The judge clearly restricted the definition of the second medical use to “the use of a known substance for treating a specific disease”. The judge likened the doses claims tto methods of therapeutic treatment, which are excluded from patentable inventions pursuant to Article L.611-16 of the French Intellectual Property Code. Indeed, the judge considered that the choice of the dosage of a medicament was the sole responsibility of the physician, who should not be hampered in the exercising of his profession by existing patents.


The judgment of 20 March 2013 was recently confirmed by the Paris Court of Appeal by virtue of a ruling of 12 March 2014: “claims 9 to 12 (...) relate to particular dosages for administration of raloxifene, which are excluded from patentability, said dosages being determined by the physician prescribing this medicament to his patient and the dosage spectra being incidentally extremely broad (from 0.1 to 1000 mg) without the relevance of these dosages being explained; whereas these claims are invalid for lack of inventive step” (Paris Court of Appeal, 12 March 2014, Eli Lilly/Teva, General List 12/07203).

7.
It does not appear to be possible at the current time to obtain a monopoly over a form of dosage.


The INPI [French Patent Office] applies the same type of reasoning and opposes the granting of claims of this type. Appeals have been filed against these decisions.


As the case law and the practices of the INPI currently stand, dosage claims need to be excluded per se from patentability.

b)
Are the claims currently allowed in your country considered to fairly serve the interests of the various participants concerned?

As a result of the parliamentary debates, the solution adopted appeared to be balanced. The encouragement to carry out research and the usefulness that this research may have in terms of public health took precedence.


However, generic laboratories still oppose the solution adopted because of the possible misuse of them by brand-name laboratories. They will be obliged to incur costs for arguing that the patent is invalid in order to be able to launch their generics (whether as plaintiff in the context of nullity proceedings or in defence against infringement proceedings).


In order to ward off the principal fear of generic laboratories and of French national health system organizations, it is essential that a patent be granted only for a patentable invention, and not so as to artificially protect once again an active ingredient that has fallen within the public domain, and is available in a generic version that is less expensive for the authorities.


Competition law also plays a watching role for preventing any possible abuse in terms of patent strategy and makes sure that there is no unjustified delay in the entry onto the market of generic products of a medicament (summary of the report of the investigation into the pharmaceutical sector by the European Commission).

c)
Is it considered that such claims serve the interests of certain participants better and/or are prejudicial to others?

[Cf. b.]

d)
If you have any empirical or non “scientific” information, please answer the questions which follow.

We have no information allowing us to answer Questions 10 d) i) and ii).

i)
Are second medical use claims common in your country?

ii)
What is the profile of patent proprietors for second medical use claims in your country?

11)
If second medical use claims are not allowed in your country, please answer the following sub-questions:

a)
What policies are responsible for the prohibiting of such claims?

b)
Would such claims serve the interests of the participants concerned?

c)
Would it be considered that such claims would serve the interests of certain participants better and/or would be prejudicial to others?

12)
To what extent does the law covering second medical use claims in your country have an impact on the pharmaceutical industry (brand-name and generic)?


As has already been previously mentioned, it is possible, in France, to obtain claims relating to a second medical use of a known composition, with the exception of claims aimed at protecting a particular dosage or a particular administration scheme.


From the point of view of brand-name laboratories, there is no reason to consider second medical use claims differently from the other types of claims: any type of second medical use must be able to be the subject matter of a patent, provided that the patentability requirements are met. The monopoly granted for a second medical indication makes it possible to compensate for the ever higher costs associated with carrying out the clinical trials required to obtain a new marketing authorization for an already authorized product (it may be either an MA extension or a new MA). The current position of the French courts in terms of dosage claims can therefore be seen by brand-name laboratories as a curb on innovation resulting in the potential prevention of the arrival on the market of medicaments for improving existing treatments.


From the point of view of generic laboratories, the recourse, by brand-name laboratories, to second medical indication patents is most commonly considered to be a tactic aimed at delaying the entry of generics onto the market (the principle of “evergreening”). Generic laboratories in fact have to incur costs in order to invalidate second medical use patents before being able to launch their generics. This constitutes a curb on the control of health spending while depriving patients of effective treatments at a lower cost.

II.
Proposals for harmonization
The groups are invited to put forward proposals for the adoption of harmonized rules in relation to second medical use claims. More specifically, the groups are invited to answer the following questions without taking into account their national law in force.

13)
Is it desirable to allow second medical use claims?

The French group considers that second medical use claims should be allowed, provided that their subject matter meets the requirements of patentability, valid for any patentable invention.

14)
Is harmonization of the law relating to second medical use claims desirable?

The differences in legal and jurisprudential systems create an uncertainty that is prejudicial to everyone.


“Innovative” laboratories may abandon, cancel or postpone investments in research and development because there is a considerable uncertainty regarding the possibility of securing a return on these investments by obtaining rights, in certain regions of the world or in certain countries.


Generic laboratories may, for their part, be dissuaded from or delayed in their plans to have manufactured or to manufacture generic medicaments because they fear having injunctions granted against them or having judgments go against them on the basis of second medical uses.


Public finances and, ultimately, patients suffer of this situation which can prevent or delay the availability to everyone of medicaments which are innovative and therefore capable of improving the daily life of patients or even reducing the cost for taking care of them, or the arrival on the market of cheaper generic medicaments.


A balanced harmonization therefore appears to be in everyone’s interest.

15)
Please indicate which, according to you, requirements should prevail in each of the following fields relating to second medical use claims.
a)
Types of second medical use constituting subject matter which is allowed. Cf. for example, points 14) to 17) above/Working Guidelines.
The applicable criteria should be those of patent law.

As long as an invention meets the requirements of sufficiency of disclosure, novelty, inventive step and industrial applicability as stated by patent law, nothing justifies the subject matter of this invention being excluded from patentability.

In this respect, new medical uses, in particular inventions relating to a new patient group, to a new technical effect and also to a dosage, a dosage regimen or administration scheme, should not be excluded from patentability per se.

b)
Types of second medical use constituting subject matter which is not allowed. Cf. for example, points 14) to 17) above/Working Guidelines.
For the reasons previously expressed, in particular in a) above, no type of second medical use should be prohibited per se.

In particular, inventions relating to a dosage, a dosage regimen or an administration scheme should not be excluded from patentability.

c)
Forms of claims which are allowed. Cf. for example, points 26) to 33) above/Working Guidelines.
The form “Substance or composition comprising compound X for use in the treatment of disease Y” is satisfactory.

d)
Forms of claims which are not allowed. Cf. for example, points 26) to 33) above/Working Guidelines.
It appears to us to be preferable for claims of the type “use of compound X for the treatment” not to be accepted because of the non-patentability of therapeutic methods.

e)
Who can be considered to be the perpetrator of an infringement?
The status of infringer is determined by the commercial or non-commercial nature of the act committed.

Thus, the infringer must be any person participating in the marketing, on the territory covered by the patent, of the subject matter in question in its infringing second use.

In this respect, it must be possible for the manufacturer, and/or the importer, the pharmaceutical laboratory and the pharmacists to all be considered infringers, depending on the circumstances of the case in point, without this excluding the responsibilities of other persons participating in the offering and/or in the marketing of the infringing subject matter.

f)
Any party/institution which cannot be found guilty or which cannot incur liability with respect to the infringement.
It should not be possible for persons not performing an act of commercial nature to incur liability.

These are in particular patients, physicians prescribing or administering medicaments, or even, depending on the circumstances, hospital pharmacists.

g)
Where a drug is approved for more than one indication, one or more of which (but not all) falls within the claims of a patent, the acts that should constitute patent infringement, and in particular, the standard of knowledge of the alleged infringer.

This question leads one to wonder about the link between allegedly infringing acts and the liability of the perpetrators of these acts.

i.
It should be possible for each commercial act (manufacture, importation, holding, offer for sale, sale, use, etc.) to constitute an act of infringement of a second medical use, provided that this act contributes to the implementation of the patented second medical use.


Proof that the allegedly infringing act contributes to the implementation of the patented second medical use should remain unrestricted in order to be able to adapt to each factual situation.

ii.
For all that, it does not appear to be possible for the liability of the perpetrators of these acts to be “automatic” when the patent relied upon covers a second medical use.


It should be possible for the perpetrators of these acts to incur liability only when they know or when the circumstances make it obvious that these means are capable of and intended for this implementation.


It should therefore be possible for the perpetrator of the allegedly infringing act to incur liability when the patentee establishes that this perpetrator could not be unaware that his act contributes, at least partially, to the implementation of the second medical use and of its patented indication.

h)
Measure available in the event of infringement:

i)
on an interim basis
The main objective of the patentee is first to stop the acts of infringement called into question (such as, for example, the marketing of the medicament by a generic producer with an information sheet describing the patented second use).

An interim application in relation to second medical use should therefore first be aimed at obtaining an injunction against any act found guilty of the patented use, in the case in point. It is only after this that another measure, such as publication among professionals, the provision of securities, or alternatively a precautionary seizure, could be applied for by the patentee.

j)

and ii)
on a permanent basis
It appears to be unjustified to issue an injunction against the marketing of a medicament which reproduces the teaching of the second medical use when this same medicament can be sold for another medical use.

However, the injunction must be ordered if the patentee provides proof that the medicament is sold solely for a use which falls within the field of the second medical use claim (for example, only this use would be indicated in the leaflet).

Yet, when the medicament can be prescribed for non-patented uses, the injunction must relate only to the patented use.

In the latter case, in order to be effective, this injunction must be brought to the attention of those working in the field and of the physicians, in order to dissuade them from prescribing the medicament for the patented second medical use against which there is an injunction.

The permanent compensating measures could therefore be:

-
to issue an injunction against the marketing of the second medical use medicament (in the case where the medicament is sold solely for this use);

-
to issue an injunction against the marketing of the medicament for the patented second medical use (in the case where the medicament is also sold for another use);

-
to order the infringer (in the case where the medicament is sold for another use):

· to remove from the leaflet any reference to the second medical use;

· to add to the leaflet and/or to the commercial documents a reference indicating that the medicament must not be used for the second medical use judged to be infringing.

In any event, these measures should make it possible:

-
to grant damages taking into account all the circumstances of the case in point, and in particular the negative consequences of the infringement;

-
to order a measure consisting of the publication of the decision on the web site of the infringer and/or in several newspapers and professional journals;

-
to order the withdrawal, if necessary until compliance of the medicaments and of their leaflets, and the possible destruction of the products.

k)
In each of the cases targeted in h)i) and h)ii), indicate the standard of proof for obtaining such a measure.
It does not appear to be necessary to impose a standard of proof for obtaining interim or permanent measures, provided that the judge can continue to exercise his/her freedom to assess the evidence while at the same time distinguishing, on the one hand, interim injunctions and, on the other hand, permanent injunctions, the proof to be provided in the first case having to remain, in our opinion, less stringent than that to be provided in the second case.

resume du groupe francais sur la Q.238

i.
RésUME DE L’ANALYSE DU DROIT ACTUEL

Le droit français permet d’obtenir un brevet sur une 2ème application thérapeutique, conformément aux art. L.611-11 et 16 du code de la Propriété Intellectuelle (CPI), qui sont conformes à l’art. 54 CBE 2000.

Ainsi, les revendications de 2ème application thérapeutique portant sur un produit connu de l’art antérieur pour une autre application thérapeutique, sur un nouveau groupe de patients ou encore sur un nouvel effet technique sont brevetables conformément aux Directives de l’Office Français des Brevets (INPI) et à la jurisprudence. En revanche, il résulte de la jurisprudence actuelle, et des Directives de l’INPI, qui tiennent compte de cette jurisprudence, que les revendications portant sur une posologie ou un dosage ne sont pas autorisées.

Depuis janvier 2011, la forme de ces revendications doit être du type « substance X… pour son utilisation dans le traitement de la maladie Y… », les revendications de type suisse n’étant plus acceptées, conformément aux dispositions de la CBE 2000. En revanche, les revendications portant sur une méthode d’utilisation de traitement ou encore sur l’utilisation d’une substance X… pour le traitement de la maladie Y… ne sont pas acceptées.

La contrefaçon des revendications de 2ème application thérapeutique peut résulter d’une contrefaçon directe ou par fourniture de moyens. Toute personne participant à la commercialisation en France de l’objet incriminé dans sa 2ème application contrefaisante peut être considérée comme l’auteur d’une contrefaçon. Il peut s’agir de l’importateur, du fabricant, du fournisseur, de l’utilisateur (Laboratoires pharmaceutiques, grossistes répartiteurs, pharmaciens), à condition que les actes de fabrication, d’offre, de mises dans le commerce, d’utilisation ou bien l’importation ou la détention aux fins précitées soient commis en lien avec l’utilisation contrefaisante et que leurs auteurs aient connaissance, ou ne puissent pas ignorer, que leurs actes sont liées à cette utilisation contrefaisante. En revanche, conformément à la loi française, le Laboratoire qui fait de la recherche et du développement et qui effectue des essais, y compris pour l’obtention d’une autorisation de mise sur le marché (AMM), le médecin qui prescrit le médicament pour une utilisation brevetée ou encore le patient, ne peuvent pas être considérés comme contrefacteurs.

La preuve de la contrefaçon est libre et peut résulter de la notice d’utilisation, de mentions sur l’emballage, du résumé des caractéristiques du produit (RCP), de dictionnaires médicaux, d'attestations de médecins ou de documents obtenus dans le cadre d’une saisie contrefaçon. Toutefois, si la notice d’utilisation ne décrit pas l’utilisation couverte par la revendication de 2ème application thérapeutique, la preuve de cette utilisation peut s’avérer difficile à apporter pour le breveté, d’autant que le cadre règlementaire permet à des spécialités génériques d´être prescrites pour des indications qui ne figurent pas dans leur AMM. L’ordonnance établie par un médecin est aussi une preuve possible, à condition qu’elle ait été obtenue de manière loyale et dans des conditions ne violant pas le secret médical ; cette ordonnance a en général une force probante réduite car le plus souvent elle n’indique pas l’indication pour laquelle le médicament est prescrit.

Comme tout breveté, le titulaire d’un brevet couvrant une 2ème application thérapeutique peut obtenir des mesures d’interdiction provisoires, y compris préventives, ainsi que d’autres mesures telles que la constitution de garanties, la saisie des produits incriminés ou encore la saisie conservatoire des biens, ainsi qu’une mesure d’interdiction à titre définitif au fond. Pour obtenir une interdiction provisoire, le breveté doit apporter à la juridiction saisie des éléments de preuve qui rendent vraisemblable qu’il est porté atteinte à ses droits ou qu’une telle atteinte est imminente, alors que l’interdiction au fond relève de l’appréciation du Tribunal.

II.
RESUME SUR LES CONSIDERATIONS « POLITIQUES » ET LES PROPOSITIONS D’AMELIORATION DU DROIT ACTUEL
L’autorisation des revendications de 2ème application thérapeutique prend en compte la nécessité de promouvoir l’innovation et d’accorder une récompense aux Laboratoires innovants, sous la forme d’un droit exclusif, car l’innovation est « in fine » bénéfique au patient. Néanmoins, le législateur a recherché un équilibre, notamment en favorisant l’entrée sur le marché de médicaments génériques dès l’expiration des droits de propriété intellectuelle. S’il résulte des débats parlementaires que la solution adoptée a paru équilibrée au législateur, les Laboratoires génériques contestent la solution adoptée en faisant valoir qu’il existe de possibles détournements du système actuel. Le refus actuel des Juges français des revendications de dosage et de posologie est en revanche perçue par les Laboratoires innovants comme un frein à l’innovation qui empêche potentiellement l’arrivée sur le marché de médicaments permettant d’améliorer les thérapies existantes.

III.
PROPOSITION D’HARMONISATION

Les revendications de 2ème application thérapeutique doivent être autorisées, dès lors que leur objet remplit les conditions de brevetabilité, valables pour toute invention brevetable, et le droit relatif à ces revendications doit être harmonisé de manière équilibrée, afin de préserver l’intérêt de tous.

A ce titre, toutes les revendications de 2ème application thérapeutique doivent pouvoir être brevetables, et notamment les revendications qui portent sur un dosage, une posologie ou un schéma d’administration, qui ne doivent pas être exclues de la brevetabilité per se. Ces revendications peuvent être rédigées sous la forme « substances ou compositions comprenant le composé X.. pour son utilisation dans le traitement de la maladie Y.. », qui parait satisfaisante, alors que les revendications de type « utilisation du composé X.. pour le traitement » ne doivent pas être acceptées en raison de la non brevetabilité des méthodes thérapeutiques.

Toute personne participant à la commercialisation sur le territoire couvert par le brevet de l’objet incriminé dans sa 2ème application contrefaisante doit pouvoir être reconnue comme un auteur de la contrefaçon. Les personnes n’effectuant pas d’acte de nature commerciale, tels que les patients et les médecins voire dans certaines circonstances, les pharmaciens hospitaliers, doivent en revanche être exonérés de responsabilité.

Chaque acte commercial doit pouvoir constituer un acte de contrefaçon d’une revendication de 2ème application thérapeutique, à la condition que cet acte contribue à la mise en œuvre de cette revendication, la preuve devant rester libre pour pouvoir s’adapter à chaque situation de fait. La responsabilité des auteurs de ces actes ne peut pas être automatique mais elle doit pouvoir être engagée lorsque ses auteurs savent ou lorsque les circonstances rendent évident que ces moyens sont aptes et destinés à cette mise en œuvre.

L’interdiction provisoire et l’interdiction à titre définitif doivent être prononcées lorsque la contrefaçon de la revendication de 2ème application thérapeutique est réalisée. Cependant, il est illégitime d’interdire la commercialisation d’un médicament qui peut être commercialisé pour une application thérapeutique non brevetée. C’est pourquoi l’interdiction doit porter sur l’application brevetée uniquement. Pour rendre cette mesure d’interdiction efficace, les contrefacteurs peuvent notamment se voir ordonner de supprimer de leur notice d’utilisation toute référence à la 2ème application thérapeutique et d’ajouter dans la même notice et dans leurs documents commerciaux une référence indiquant que le médicament ne doit pas être utilisé pour la 2ème application thérapeutique jugée contrefaisante.

summary of the french group on Q238

i.
SUMMARY ANALYSIS OF CURRENT LAWS

Under French law, it is possible to obtain a patent for a second medical use as per Articles L.611-11 and L.611-16 of the Intellectual Property Code (IPC), which are consistent with article 54 of the EPC 2000.

Thus, second medical use claims bearing on a product already described in the prior art for another medical use, on a new group of patients, or on a new technical effect, are patentable in compliance with the Directives of the French Patent Office (INPI) and with case law.  However, according to current case law, and to the INPI Directives that take account of such case law, claims bearing on a dosage are not authorized.

Since January 2011, such claims are required to be presented in the form "substance X… for use in the treatment of disease Y…," as Swiss-type claims are no longer accepted, in accordance with the provisions of the EPC 2000.  However, claims bearing on a method of use of a treatment or on the use of a substance X… for the treatment of disease Y… are not accepted.

The infringement of second medical use claims can be the result of direct or contributory infringement.  Anyone participating in the marketing in France of the product at issue in its second infringing application can be considered as an infringer, including the importer, manufacturer, supplier, user (pharmaceutical companies, wholesalers, pharmacists), provided the acts of manufacture, offer for sale, placement on the market, or use, importation and holding for such purposes are committed in connection with the infringing use and the persons committing them are aware, or cannot be unaware, that their acts are related to such infringing use.  However, French law provides that a pharmaceutical company that does R&D and testing, including with a view to obtaining a marketing authorization (MA), a physician who prescribes the drug for a patented use, or the patient, cannot be considered as infringers.

The proof of the infringement is free, including based on patient information leaflets, package information, summary of products characteristics (SmPC), medical dictionaries, affidavits by physicians or documents obtained by means of a seizure of evidence called saisie-contrefaçon.  However, if the information leaflet does not describe the second medical use claim, the patentee may find it difficult to prove such indication, particularly since the regulatory context allows the prescription of generic specialties for indications that are not mentioned in the corresponding MA.  A physician's prescription can also be used as evidence, provided it is obtained honestly and without any breach of patient/doctor privilege.  Such a prescription generally does not constitute strong evidence because, most often, it does not say for what indication the drug is prescribed.

Like any patentee, the owner of a patent covering a second medical use can obtain injunctive relief, including preventively, and other measures such as the filing of guarantees, the seizure of products suspected of infringement and the protective seizure of property, and also a final injunction on the merits.  To obtain a provisional injunction, the patentee is required to bring the court evidence showing that it is likely that its rights are being infringed or that such an infringement is imminent, while the injunction on the merits is awarded by the Court based on its assessment of the facts.
II.
SUMMARY OF "POLITICAL" CONSIDERATIONS AND OF PROPOSED IMPROVEMENTS TO CURRENT LAWS
The authorization of the second medical use claims takes into account the need to promote innovation and to reward innovative pharmaceutical companies in the form of an exclusive right, because innovation is ultimately beneficial to patients.  However, the lawmakers decided to institute a means of balance, particularly by fostering the entry of generic drugs onto the market immediately upon expiration of the intellectual property rights.  Although, as is apparent from the parliamentary discussions, the lawmakers consider the chosen method to be well balanced, generics pharmaceutical companies disagree, on the grounds that the current system can be abused.  However, the fact that French Courts currently refuse to deny the patentability of dosage claims is considered by innovative pharmaceutical companies as a barrier to innovation that potentially prevents the entry on the market of drugs allowing an improvement on existing therapies.

III.
PROPOSALS FOR HARMONIZATION

Second medical use claims should be authorized when their purpose satisfies patentability conditions, true for any patentable invention, and the law relating to such claims must be harmonized in a balanced manner so as to preserve the interests of all.

In this respect, all second medical use claims should be patentable, and particularly claims bearing on a dosage or an administration scheme, which should not in themselves be excluded from patentability.  Such claims can be worded in the form "substances or preparations including compound X... for use in the treatment of disease Y..." which appears to be satisfactory, while claims worded as "use of compound X... for the treatment…" should not be accepted due to the non-patentability of therapeutic methods.

It should be possible to recognize as an infringer anyone who participates in the marketing of the product at issue in its infringing second application, in the territory covered by the patent.  However, those who commit actions that are not of a commercial nature, such as patients and physicians, and even hospital pharmacists in some circumstances, should be cleared of liability.

Each commercial act should constitute an act of infringement of a second medical use claim, when such act contributes to the performance of the claim, and proof must remain free in order to allow adaptation to each situation of fact.  The liability of those who commit such acts cannot be automatic but it must be found when the infringers know, or circumstances show, that such means are suitable and intended for such a performance.

Provisional and final injunctions must be ordered in cases where it is established that an infringement of the second medical use claim has been committed.  However, it is not legitimate to ban the marketing of a drug that can be sold for a non-patented medical use. This is why the injunction must bear only on the patented application. In order to make this prohibition measure efficient, infringers can particularly be ordered to remove any reference to the second medical use from their information leaflet and to add to the leaflet and to their commercial documents a reference indicating that the drug must not be used for the second medical use that has been ruled to be infringing.

ZUSAMMENFASSUNG DER FRANZÖSISCHEN LANDESGRUPPE BEZÜGLICH F.238

i.
ZUSAMMENFASSUNG DER ANALYSE DER GEGENWÄRTIGEN RECHTSLAGE

Gemäß Art. L.611-11 und 16 des Gesetzes über das geistige Eigentum (CPI), die Art. 54 EPÜ 2000 entsprechen, kann nach französischem Recht ein Patent für eine zweite medizinische Indikation erlangt werden.

Somit sind zweite medizinische Indikationsansprüche über ein Produkt, das im Stand der Technik für eine andere medizinische Indikation bekannt ist, über eine neue Gruppe von Patienten oder auch über eine neue technische Wirkung gemäß den Richtlinien des französischen Patentamts (INPI) und der Rechtsprechung patentierbar. Aus der ständigen Rechtsprechung und den Richtlinien des INPI, in denen diese Rechtsprechung berücksichtigt wird, geht jedoch hervor, dass Ansprüche über ein Dosierung nicht zugelassen sind.

Ab Januar 2011 müssen diese Ansprüche wie folgt gefasst sein: „Substanz X ... für ihre Verwendung bei der Behandlung von Krankheit Y …“, da die schweizerische Anspruchsform gemäß den Bestimmungen des EPÜ 2000 nicht mehr akzeptiert wird. Ansprüche über ein Behandlungsverwendungsverfahren oder auch über die Verwendung einer Substanz X … für die Behandlung der Krankheit Y … werden jedoch nicht akzeptiert.

Eine Verletzung der zweiten medizinischen Indikationsansprüche kann sich aus einer unmittelbaren oder einer mittelbaren Verletzung ergeben. Jeder, der an der Vermarktung des streitigen Gegenstands in seiner patentverletzenden zweiten Indikation in Frankreich beteiligt ist, kann als Patentverletzer gelten. Dabei kann es sich um den Importeur, den Hersteller, den Lieferanten, den Verwender (Pharmalaboratorien, Großhändler, Apotheker) handeln, vorausgesetzt, die Handlungen des Herstellens, Anbietens, Inverkehrbringens, Verwendens oder auch der Import oder das Halten zu den oben genannten Zwecken erfolgen in Verbindung mit der patentverletzenden Verwendung und die Patentverletzer wissen oder können darüber nicht in Unkenntnis sein, dass ihre Handlungen mit dieser patentverletzenden Verwendung in Verbindung stehen. Nach französischem Recht können jedoch das Forschungs‑ und Entwicklungslabor, das Versuche vornimmt, und zwar auch zum Zwecke der Erlangung einer Genehmigung für das Inverkehrbringen, der Arzt, der das Medikament für eine patentierte Verwendung verschreibt, oder auch der Patient nicht als Patentverletzer gelten.

Der Nachweis der Patentverletzung ist frei und kann sich aus dem Beipackzettel, aus Vermerken auf der Verpackung, aus der Zusammenfassung der Produktmerkmale, aus medizinischen Wörterbüchern, aus ärztlichen Attesten oder aus Dokumenten ergeben, die im Rahmen einer Beschlagnahmung von Beweismaterial (der so genannten Saisie contrefaçon) erhalten werden. Wenn die vom Anspruch der zweiten medizinischen Indikation abgedeckte Verwendung im Beipackzettel jedoch nicht beschrieben wird, kann es dem Patentinhaber schwerfallen, diese Verwendung nachzuweisen, besonders da es gemäß den gesetzlichen Bestimmungen gestattet ist, Generika für Indikationen zu verschreiben, die nicht in ihrer  Genehmigung für das Inverkehrbringen enthalten sind. Das Rezept eines Arztes ist auch ein möglicher Nachweis, vorausgesetzt, es wurde nach Treu und Glauben und ohne Verletzung der ärztlichen Schweigepflicht erlangt; dieses Rezept hat im Allgemeinen geringere Beweiskraft, weil dort meistens nicht angegeben wird, wofür das Medikament verschrieben wurde.

Wie jeder Patentinhaber kann auch der Inhaber eines Patents für eine zweite medizinische Indikation den Erlass sowohl einer zeitweiligen Unterlassungsverfügung, einschließlich einer vorbeugenden Unterlassungsverfügung, sowie anderer Maßnahmen wie Sicherheitsleistungen, die Beschlagnahmung von beanstandeten Produkten oder auch die vorläufige Beschlagnahmung von Vermögenswerten als auch einer dauerhaften Unterlassungsverfügung in der Sache erlangen. Zur Erwirkung einer zeitweiligen Unterlassungsverfügung muss der Patentinhaber dem befassten Gericht Beweismittel vorlegen, die glaubhaft machen, dass seine Rechte verletzt wurden, oder dass eine derartige Verletzung bevorsteht, während die Unterlassungsverfügung in der Sache im Ermessen des Gerichts liegt.

II.
ZUSAMMENFASSUNG DER „POLITISCHEN“ ERWÄGUNGEN UND DER VORSCHLÄGE ZUR VERBESSERUNG DES GELTENDEN RECHTS
Mit der Genehmigung von zweiten medizinischen Indikationsansprüchen wird die Notwendigkeit berücksichtigt, dass Innovation gefördert und Innovationslaboratorien in der Form eines Exklusivrechts belohnt werden müssen, denn Innovation ist letztendlich zum Nutzen des Patienten. Durch Unterstützung des Markteintritts von Generika nach dem Ablauf von geistigen Eigentumsschutzrechten zielte der Gesetzgeber jedoch auf die Etablierung eines Gleichgewichts ab. Wie aus den Debatten im Parlament hervorgeht, ist die gewählte Lösung zwar nach Ansicht des Gesetzgebers ausgewogen, wird aber von Generikaherstellern mit dem Argument angefochten, dass das gegenwärtige System missbraucht werden könne. Im Gegensatz dazu ist die gegenwärtige Weigerung französischer Richter, Dosierungsansprüchen die Patentfähigkeit zu versagen, nach dem Dafürhalten von Innovationslaboratorien eine Innovationsbremse, aufgrund derer möglicherweise das Inverkehrbringen von Arzneimitteln, die bestehende Therapien verbessern, verhindert wird.

III.
HARMONISIERUNGSVORSCHLAG

Zweite medizinische Indikationsansprüche sollten zugelassen werden, wenn ihr Gegenstand die für jede patentierbare Erfindung geltenden Patentfähigkeitsbedingungen erfüllt, und das Recht in Bezug auf diese Ansprüche muss auf ausgewogene Weise harmonisiert werden, damit die Interessen aller gewahrt sind.

Dazu sollte es möglich sein, dass alle zweiten medizinischen Indikationsansprüche patentfähig sind; insbesondere sollten Ansprüche über eine Dosierung oder ein Verabreichungsschema nicht an sich schon patentunfähig sein. Diese Ansprüche können wie folgt gefasst sein: „Substanzen oder Zusammensetzungen, umfassend Verbindung X … zu ihrer Verwendung bei der Behandlung von Krankheit Y..“, was annehmbar erscheint, während Ansprüche der folgenden Art: „Verwendung der Verbindung X.. zur Behandlung“ aufgrund der Patentunfähigkeit von Behandlungsverfahren nicht angenommen werden dürfen.

Es muss möglich sein, dass jeder, der an der Vermarktung auf dem Gebiet beteiligt ist, das von dem Patent des in seiner zweiten medizinischen Indikation verletzten Gegenstands abgedeckt wird, als Patentverletzer gilt. Patienten und Ärzte und, unter bestimmten Bedingungen, Krankenhausapotheker, die nicht gewerblich handeln, müssen jedoch von der Haftung befreit werden.

Es sollte möglich sein, dass jede gewerbliche Handlung eine Verletzungshandlung eines zweiten Indikationsanspruchs ist, vorausgesetzt, diese Handlung trägt zu der Ausführung dieses Anspruchs bei, wobei der Beweis frei bleiben sollte, damit eine Anpassung an jede Sachlage möglich ist. Die Haftung der Urheber dieser Handlungen kann zwar nicht automatisch sein, muss aber greifen können, wenn die Urheber wissen, oder wenn aus den Umständen klar hervorgeht, dass diese Mittel für diese Ausführung geeignet und bestimmt sind.

Ein vorläufiges Verbot und ein endgültiges Verbot müssen ergehen, wenn die Verletzung des zweiten medizinischen Indikationsanspruchs feststeht. Das Untersagen der Vermarktung eines Medikaments, das für eine nicht patentierte medizinische Indikation vermarktet werden kann, ist jedoch widerrechtlich. Deshalb muss sich das Verbot einzig und allein auf die patentierte Indikation beziehen. Damit das Verbot Wirkung hat, muss für Patentverletzer insbesondere das Risiko bestehen, dass jeder Bezug auf die zweite medizinische Indikation aus ihrem Beipackzettel gestrichen und ein Verweis in demselben Beipackzettel und in ihren gewerblichen Schriften angefügt wird, dass das Arzneimittel nicht für die als Patentverletzung verurteilte zweite medizinische Indikation verwendet werden
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