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2025 – Study Question
Compulsory licensing
I) Current law and practice
Please answer all questions in Part I on the basis of your Group's current law.

 
Availability and use of compulsory licensing regime
[bookmark: _bookmark4]1) Availability of compulsory licenses. Does the law of your jurisdiction provide for a regime for compulsory licensing with respect to patents? Please answer YES or NO and add a brief explanation.
YES. 
French law contains a set of rules for the request and grant of compulsory licenses with - respect to patents. It distinguishes two categories of compulsory license:
· Compulsory licenses granted by a Court (“license obligatoire” or “license judiciaire”) translated as “judicial” licenses (A), and
· Compulsory licenses granted by a public authority (“license d’office” or “license administrative”, translated as “ex officio” or “administrative” license (B).

A. Judicial compulsory licenses for lack or insufficiency of working, or for improvement patents or plant varieties
These licenses are referred to in Articles L. 613-11 to L. 613-15-1, and Articles R. 613-4 to R. 613-9 of the French Intellectual property Code) (IPC).
In a nutshell and as set out in more details below, under these provisions a non-exclusive license can be requested 
(i) by any party if a patentee has not (or insufficiently, in view of the needs of the French market) practiced/exploited the invention for a certain duration (3 or 4 years) and has refused to grant a license to this party, who has demonstrated that it is in a position to exploit the invention in a serious and effective manner, or 
(ii)  by the holder of a patent or plant variety whose working is dependent on a previous patent:
English translation of relevant legal provisions:
L. 613-11 IPC
“Any person governed by public or private law may, at the end of a period of three years after the grant of a patent, or four years from the date of filing of the application, obtain a [judicial] compulsory license for that patent, under the conditions laid down in the following articles, if at the time of the request, and unless there are legitimate grounds for excuse the owner of the patent or his successor in title:
a) Has not started to exploit or made effective and serious preparations to exploit the invention that is the subject of the patent in the territory of a Member State of the European Economic Community or of another State party to the Agreement on the European Economic Area;
b) Has not marketed the product that is the subject of the patent in sufficient quantity to satisfy the needs of the French market.
The same applies when the working provided for in a) above or the marketing provided for in b) above has been abandoned for more than three years.
For the purposes of this article, the importation of patented products manufactured in a State that is party to the agreement establishing the World Trade Organization is considered to be working of that patent.”

L. 613-12 IPC
“The application for a [judicial] compulsory license is filed with the First Instance court: it must be accompanied by proof that the applicant has been unable to obtain a license from the patent owner and that it is in a position to exploit the invention in a serious and effective manner.
The compulsory license is granted under specific conditions, particularly with regard to its duration, its scope of application and the amount of royalties to which it gives rise.
These conditions may be modified by court decision, at the request of the patent owner or the licensee.”

L. 613-13 IPC
“[Judicial] compulsory licenses and [administrative; see below] ex officio licenses are non-exclusive. The rights attached to these licenses may only be transferred with the business, the company or the part of the company to which they are attached.”

L. 613-14 IPC
“If the holder of a compulsory license does not meet the conditions under which the license was granted, the owner of the patent and, where applicable, the other licensees may apply to the court for the revocation of the license.”

L. 613-15 IPC
“The holder of a patent that infringes a prior patent may not exploit his patent without the authorization of the holder of the prior patent; the said holder may not exploit the subsequent patent without the authorization of the holder of the subsequent patent.
Where the holder of a patent cannot exploit it without infringing a prior patent held by a third party, the court may grant him a license to exploit the prior patent to the extent necessary for the working of the patent of which he is the holder and provided that this invention constitutes a significant technical advance in relation to the prior patent and is of considerable economic interest.
The license granted to the holder of the subsequent patent may only be transferred together with the said patent.
The holder of the prior patent shall obtain, upon application to the court, the grant of a cross-license on the subsequent patent.
The provisions of articles L. 613-12 to L. 613-14 shall apply.”

L. 613-15-1 IPC
“Where a plant breeder cannot obtain or exploit a plant variety right without infringing an earlier patent, he may apply for a license for that patent to the extent that such license is necessary for the working of the plant variety to be protected and provided that the variety constitutes significant technical progress with regard to the invention claimed in the patent and is of considerable economic interest.
When such a license is granted, the patent holder obtains, under equitable conditions, upon request presented to the court, the granting of a reciprocal license to use the protected variety.
The provisions of articles L. 613-12 to L. 613-14 are applicable.”

B. Administrative/ex officio licenses granted (i) in the interest of public health or the national economy, for lack, insufficiency or unlawfulness of working or (ii) in the interest of national defense

These licenses are referred to in Articles L. 613-16 to L. 613-19-1 IPC and Articles R. 613-10 to R. 613-42 IPC).
In a nutshell and as set out in more details below, under these provisions a non-exclusive license can be granted:
(i) subject to steps taken by, inter alia, the French Ministers for Health or Agriculture and/or Industrial Property, to the benefit of any third party, on inventions that the patentee has (1) not made available to the public in sufficient quantity or quality, or (2) made available (i) at abnormally high prices, or (ii) under conditions that are contrary to the interests of public health, or constitute practices declared anti-competitive, or seriously prejudice economic development and the public interest (L. 613-16 to L. 613-18 IPC; L. 5141-13 Public Health Code (PHC));
(ii) subject to steps taken by, inter alia, the French Ministers for Defense and Industrial Property, to the benefit of the French State, for the purposes of national defense (L. 613-19 IPC).
English translation of relevant legal provisions:
L. 613-16 IPC
“If the interest of public health so requires and in the absence of an amicable agreement with the patent holder, the minister responsible for industrial property may, at the request of the minister responsible for public health, issue a decree subjecting to the [ex officio] compulsory license system, under the conditions provided for in article L. 613-17, any patent granted for:
a) A medicine, a medical device, an in vitro diagnostic medical device, an ancillary therapeutic product;
b) The process by which they are obtained, a product necessary for their production or a process for manufacturing such a product;
c) An ex vivo diagnostic method.
The patents of these products, processes or diagnostic methods may only be subject to the compulsory licensing system in the interest of public health when these products, or products resulting from these processes or methods, are made available to the public in insufficient quantity or quality or at abnormally high prices, or when the patent is exploited under conditions contrary to the interests of public health or constituting practices declared anti-competitive following an administrative or jurisdictional decision that has become final.
When the license is intended to remedy a practice declared anti-competitive or in case of emergency, the Minister responsible for industrial property is not required to seek an amicable agreement.”

L. 613-17 IPC
[bookmark: _Int_QWbawZTE]“From the day of publication of the decree subjecting the patent to the [ex officio] compulsory license system, any qualified person may apply to the minister responsible for industrial property for the grant of a license. This license is granted by decree of the said minister under specific conditions, in particular as to its duration and scope of application, but excluding the royalties to which it gives rise.
It takes effect on the date of notification of the order to the parties.
In the absence of an amicable agreement approved by the Minister responsible for industrial property and the Minister responsible for public health, the amount of the royalties is set by the judicial court.”

L. 613-17-1 IPC
“The application for a compulsory license, submitted in accordance with Regulation (EC) No. 816/2006 of the European Parliament and of the Council of May 17, 2006, on the grant of compulsory licenses for patents relating to the manufacture of pharmaceutical products intended for export to countries with public health problems, is addressed to the administrative authority. The license is issued in accordance with the conditions determined by Article 10 of this regulation. The decree granting the license sets the amount of royalties due.
The license takes effect on the latest date on which the decree is notified to the applicant and the holder of the right.”

L. 613-18 IPC
“The minister responsible for industrial property may give formal notice to the owners of patents other than those referred to in article L. 613-16 to undertake their working in a manner that satisfies the needs of the national economy.
If the formal notice has not been acted upon within a period of one year and if the lack of working or the insufficiency in quality or quantity of the working undertaken seriously prejudices economic development and the public interest, the patents that are the subject of the formal notice may be subject to the compulsory licensing system by decree of the Council of State [Conseil d’Etat].
The minister responsible for industrial property may extend the one-year period provided for above where the patent holder provides legitimate reasons that are compatible with the requirements of the national economy.
From the day of publication of the decree subjecting the patent to the [ex officio] compulsory licensing system, any qualified person may apply to the minister responsible for industrial property for the grant of a license.
This license is granted by order of the said minister under conditions determined as to its duration and scope of application, but excluding the royalties to which it gives rise. It takes effect on the date of notification of the order to the parties.
In the absence of an amicable agreement, the amount of the royalties is fixed by the judicial court.”

L. 613-19 IPC
“The State may obtain ex officio, at any time, for the purposes of national defense, a license for the working of an invention, the subject of a patent application or a patent, whether this working is carried out by the State itself or on its behalf.
The [ex officio] compulsory license is granted at the request of the minister responsible for defense by order of the minister responsible for industrial property. This decree sets the conditions of the license with the exception of those relating to the royalties to which it gives rise.
The license takes effect on the date of the request for an ex officio license.
In the absence of an amicable agreement, the amount of the royalties is set by the judicial court. At all levels of jurisdiction, the oral hearings take place in camera.”

L. 613-19-1 IPC
“If the patent relates to an invention in the field of semiconductor technology, a [judicial] or [ex officio] compulsory license may only be granted for use for non-commercial public purposes or to remedy a practice declared anti-competitive following a legal or administrative procedure.”

L. 5141-13 PHC
“Without prejudice to the application of the provisions of article L. 613-16 of the French Industrial Property Code, patents granted for veterinary medicinal products may also, when the economics of breeding so require, be subject to the ex officio license system by order of the Minister responsible for industrial property, at the request of the Minister responsible for agriculture”


2) Implementation of TRIPS. Have the provisions of the TRIPS Agreement concerning compulsory licensing (Articles 31 and 31bis TRIPS and TRIPS COVID-19 Vaccines Decision, MC12, June 2022) been implemented in your jurisdiction? Please answer YES or NO and add a brief explanation.

YES. 

A. Article 31 TRIPS
Most provisions of Article 31 of the TRIPS Agreement have been implemented: 
· Article 31(a) TRIPS Agreement provides that uses of the patent without the authorization of the right holder shall only be permitted after having been “considered on its individual merits”.
This is implemented for:
· judicial compulsory licenses: Article L. 613-12 IPC requires that a judicial compulsory license request must include “proof that the applicant (…) is in a position to exploit the invention in a serious and effective manner”;
· ex officio compulsory licenses on patents in the field of public health: Article L. 613-16 IPC provides that the request for such license may only be made by a “qualified person” and must contain “The justification for the applicant's qualification, particularly from a legal, technical, industrial and financial point of view.” (R. 613-18 IPC);
· ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: Article L. 613-18 IPC provides that the request for such license may only be made by a “qualified person”, and must contain “Proof that the applicant is qualified, from a technical, industrial and financial point of view, to exploit the patent in question (…)” (R. 613-29 IPC);
· ex officio compulsory licenses in the interests of national defense: Article R. 613-34 IPC provides that the request for such license in the interests of national defense must contain “all useful details on the conditions necessary for the satisfaction of these interests, relating in particular to: 1° The full or partial nature of the license with regard to the applications of the invention, subject of the patent application or patent; 2° The duration of the license; 3° The respective rights and obligations of the State and the owner of the patent application or patent with regard to improvements or modifications made by one of them to the invention.”

· Article 31(b) TRIPS Agreement provides that use of the patent without the authorization of the right holder shall only be permitted “if, prior to such use, the proposed user has made efforts to obtain authorization from the right holder on reasonable commercial terms and conditions and that such efforts have not been successful within a reasonable period of time”.
This is implemented for:
· judicial compulsory licenses: Article L. 613-12 IPC requires that a judicial compulsory license request must include “proof that the applicant has been unable to obtain a license from the patent owner”;
· ex officio compulsory licenses on patents in the field of public health: Article L. 613-16 IPC provides that such patents can only be subject to the compulsory license scheme “in the absence of an amicable agreement with the patent holder”
· ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: Article L. 613-18 IPC provides that such patents can only be subject to the compulsory license scheme after a “formal notice has not been acted upon within a period of one year”
This is not however implemented for ex officio compulsory licenses in the interest of national defense: Article L. 613-19 IPC provides that the State can obtain such license, “at any time”.

· Article 31 (c) TRIPS Agreement provides that (i) “the scope and duration of such use shall be limited to the purpose for which it was authorized”, and (ii) “in the case of semi-conductor technology shall only be for public non-commercial use or to remedy a practice determined after judicial or administrative process to be anti-competitive”.

Point (i) is implemented for:
· judicial compulsory licenses: Article L. 613-12 IPC provides that such license “is granted under specific conditions, particularly with regard to its duration, its scope of application and the amount of royalties to which it gives rise. These conditions may be modified by court decision, at the request of the patent owner or the licensee”;
· ex officio compulsory licenses on patents in the field of public health: Article L. 613-17 IPC provides that such license “is granted by decree of the said minister under specific conditions, in particular as to its duration and scope of application, but excluding the royalties to which it gives rise”;
· ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: Article L. 613-18 IPC provides that such license “is granted by order of the said minister under conditions determined as to its duration and scope of application”;
· ex officio compulsory licenses in the interest of national defense: Article L. 613-19 IPC provides that the decree ordering such license “sets the conditions of the license with the exception of those relating to the royalties to which it gives rise”.

Point (ii) is implemented in Article L. 613-19-1 IPC (see above).

· Articles 31(d) and (e) TRIPS Agreement provide that licenses shall be “non-exclusive [and] non-assignable, except with that part of the enterprise or goodwill which enjoys such use”.
This is implemented for all judicial and ex officio compulsory licenses, in Article L. 613-13 IPC (see above). 

· Article 31(f) TRIPS Agreement provides that “such use shall be authorized predominantly for the supply of the domestic market of the Member authorizing such use”.

This is implemented for:
· judicial compulsory licenses for licenses granted for lack or insufficiency of working, Article L. 613-11 IPC provides that such license can only be granted if the patent owner “Has not marketed the product that is the subject of the patent in sufficient quantity to satisfy the needs of the French market”, which suggests that the license is granted predominantly for the supply on such French market. 
· ex officio compulsory licenses on patents in the field of public health: L. 613-16 IPC provides that such license may be granted for insufficiency of working or exploited under conditions contrary to the interests of public health. While the notion of “public health” is not explicitly defined as encompassing only the French public and the interest of French public health, it can be deduced that this is the intended scope. As a result, this would suggest that the license is granted predominantly for the supply on said French market.
· ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: L. 613-18 IPC provides that said license may be granted when the patent owner has not been able “to undertake [its] working in a manner that satisfies the needs of the national economy”, which suggests that the license is granted predominantly for the supply to said French public. 
· ex officio compulsory licenses in the interest of national defense: L. 613-19 IPC provides that such license may be required by the French State, “for the purposes of [French] national defense”, which suggests that the license is granted predominantly for use on French territory. 

Articles L. 613-5 IPC (improvement patents) and L. 613-15-1 IPC (plant varieties) do not refer to the needs of the French market/public/economy or the interests of national defense. However, in line with the other types of compulsory license, the Group is of the opinion that such a license would be granted predominantly for use on French territory. This is not implemented for judicial compulsory licenses granted to allow the working of improvement patents or plant varieties: nothing in Article L. 613-15 and L. 613-15-1 IPC suggests that the license is granted predominantly for use on French territory, and this Article does not require that the license only cover manufacture/growth in France and for use in France, and thus does not require that the license should exclude manufacture/growth in France if made for the purposes of supply of foreign markets.

· Article 31(g) TRIPS Agreement provides that “authorization for such use shall be liable, subject to adequate protection of the legitimate interests of the persons so authorized, to be terminated if and when the circumstances which led to it cease to exist and are unlikely to recur. The competent authority shall have the authority to review, upon motivated request, the continued existence of these circumstances”.

This is implemented for:
· judicial compulsory licenses: Article L. 613-12 IPC provides that the conditions under which such license has been granted “may be modified by court decision, at the request of the patent owner or the licensee”, while Article L. 613-14 IPC provides that “the holder of a compulsory license does not meet the conditions under which the license was granted, the owner of the patent and, where applicable, the other licensees may apply to the court for the revocation of the license”
· ex officio compulsory licenses on patents in the field of public health: Articles R. 613-25 and R. 613-25-3 IPC provide that the conditions under which such license has been granted may be amended and that the license may be revoked if the license holder does not meet the obligations imposed therein;
· ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: Article R. 613-33 provides that the conditions under which such license has been granted may be amended and that the license may be revoked if the license holder does not meet the obligations imposed therein.

This is not however implemented for ex officio compulsory licenses in the interest of national defense. 

· Article 31(h) TRIPS Agreement provides that “the right holder shall be paid adequate remuneration in the circumstances of each case, taking into account the economic value of the authorization”.

This is implemented for all judicial and ex officio compulsory licenses, which are granted subject to royalties to be paid to the patent owner, the amount of which is either set by amicable agreement or decided by the First Instance Court (Articles L. 613-12, L. 613-17, L. 613-18 and L. 613-19 IPC).

· Articles 31(i) and (j) TRIPS Agreement provide that “the legal validity of any decision relating to the authorization [and to the remuneration provided in respect] of such use shall be subject to judicial review or other independent review by a distinct higher authority in that Member”.

This is implemented for all judicial and ex officio compulsory licenses, the grant of which may be appealed before the Court of Appeal and the Supreme Court (Cour de cassation) under the conditions applicable to all judgments, both in respect of the principle of the license and the amount of royalties to be paid to the patent owner (Articles R. 613-4, R. 613-7, R. 613-38 IPC).

· Article 31(k) TRIPS Agreement provides that “Members are not obliged to apply the conditions set forth in subparagraphs (b) and (f) where such use is permitted to remedy a practice determined after judicial or administrative process to be anti-competitive. The need to correct anti-competitive practices may be taken into account in determining the amount of remuneration in such cases. Competent authorities shall have the authority to refuse termination of authorization if and when the conditions which led to such authorization are likely to recur”.

This is implemented, only in respect of Article 31(b) TRIPS Agreement, and only for ex officio compulsory licenses on patents in the field of public health, by Article L. 613-16, which provides that “When the license is intended to remedy a practice declared anti-competitive or in case of emergency, the Minister responsible for industrial property is not required to seek an amicable agreement”.

· Article 31(l) TRIPS Agreement provides that “where such use is authorized to permit the working of a patent (“the second patent”) which cannot be exploited without infringing another patent (“the first patent”), the following additional conditions shall apply: (i)  the invention claimed in the second patent shall involve an important technical advance of considerable economic significance in relation to the invention claimed in the first patent; (ii) the owner of the first patent shall be entitled to a cross-license on reasonable terms to use the invention claimed in the second patent; and (iii)  the use authorized in respect of the first patent shall be non-assignable except with the assignment of the second patent.”.

This is implemented, only for judicial compulsory licenses granted to allow the working of improvement patents, by Article L. 613-15, which provides that the improvement invention must “constitute[s] a significant technical advance in relation to the prior patent and [be] of considerable economic interest.”, that “The holder of the prior patent shall obtain, upon application to the court, the grant of a cross-license on the subsequent patent” and that “The license granted to the holder of the subsequent patent may only be transferred together with the said patent”.
This is also partially implemented, for judicial compulsory licenses granted to allow the working of improved plant varieties, by Article L. 613-15-1, which provides that the improved plant variety must “constitute[s] significant technical progress with regard to the invention claimed in the patent and [be] of considerable economic interest” and that “the patent holder obtains, under equitable conditions, upon request presented to the court, the granting of a reciprocal license to use the protected variety”.

B. Article 31 bis TRIPS
Regulation No. 816/2006 of 17 May 2006 on compulsory licensing of patents relating to the manufacture of pharmaceutical products for export to countries with public health problems (“Regulation”), implemented Article 31 bis of the TRIPS Agreement within the EU and is directly applicable in France. 
The Regulation, similar to the Doha Declaration and subsequent WTO decisions to which it directly refers (points 1 to 3 of the Preamble), aims to address the needs of countries with insufficient manufacturing capacity.
[bookmark: _Int_SRmo5HtU]The Group notes that the European Commission’s proposal for a regulation on compulsory licensing for crisis management, amending Regulation 816/2006, is currently under review. The proposal seeks to address EU-wide crisis by introducing a “Union compulsory license” to be granted by the Commission to supply the internal market. The proposal adds new provisions into the Regulation, without modifying the existing ones examined below.
· Article 31 bis (1) of the TRIPS Agreement provides that “the obligations of an exporting Member under Article 31(f) shall not apply with respect to the grant by it of a compulsory license to the extent necessary for the purposes of production of a pharmaceutical product(s) and its export to an eligible importing Member(s).”
 
The Regulation establishes “a procedure for the grant of compulsory licenses in relation to patents and supplementary protection certificates concerning the manufacture and sale of pharmaceutical products, when such products are intended for export to eligible importing countries in need of such products in order to address public health problems” (Article 1).
 
· Article 31 bis (2) of the TRIPS Agreement provides for adequate remuneration to be paid in the exporting Member pursuant to Article 31(h), taking into account the economic value to the importing Member of the use that has been authorized in the exporting Member.
 
Article 10 (9) of the Regulation also provides for an adequate remuneration to be paid to the rights-holder by the licensee, to be determined by the competent national authority based on the same criteria of economic value, but also humanitarian or non-commercial circumstances relating to the issue of the license. However, for cases of extreme urgency, the remuneration shall be a maximum of 4 % of the total price to be paid by the importing country or on its behalf.
 
· Article 31 bis (3) of the TRIPS Agreement enables a pharmaceutical product produced or imported under a compulsory license in a Member State to be exported to the markets of those other developing or least developed country parties to the regional trade agreement that share the health problem in question. At least half of the current membership of such regional trade agreement shall be made up of countries on the United Nations list of least developed countries.
 
Article 10 (4) of the Regulation provides for the same possibility, as an exception to the general rule that the license is strictly limited to the country or countries who applied for it.
For the rest, as per Article 31 bis (5) of the TRIPS Agreement, the conditions for granting compulsory licenses under Article 31 bis are the same as those outlined in Article 31 above.
Following the adoption of the Regulation, Articles L. 613-17-1, L. 613-17-2, and R. 613-25-1 to R. 613-25-4 were added to the IPC to clarify certain aspects of its implementation in France. Inter alia, these provisions appointed the French Ministry of Industrial Property as the competent authority for granting licenses under the Regulation and sanctioned the importation into the EU of products manufactured under these licenses as punishable by three years of imprisonment and a fine of 300 000 euros.

C. TRIPS COVID-19 Vaccines Decision MC12 of June 2022:
The TRIPS COVID-19 Vaccines Decision (“Decision”) has not been implemented in France, since, unlike Articles 31 and 31bis of the TRIPS Agreement, only developing country Members of the WTO are eligible to use the Decision either as an importing or as an exporting country. Indeed, footnote 1 in point 1 of the Decision defines “eligible member” as a developing country. It further states that developing country Members with existing capacity are also encouraged to make a binding commitment not to avail themselves of the Decision.


3) Practice on compulsory licenses:
a. Have compulsory licenses been applied for or granted in your jurisdiction? [Please select the alternative that represents your jurisdiction and provide a brief explanation for your choice.]
[bookmark: _Int_V4ArrnPz](i) Yes, compulsory licenses have been applied for, but not granted.
(ii) Yes, compulsory licenses have been applied for and granted.
(iii) No, there have been no applications for, or grants of, compulsory licenses.
(iv) Not applicable as compulsory licenses are not available in our jurisdiction.

YES, compulsory licenses have been applied for and granted in France.

b. If your answer to subpoint (a) was YES:

i) for which industries the compulsory licenses have been applied or granted for:

1. Pharmaceuticals? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

[bookmark: _Int_aQ2EFb2F]YES and YES

Lack of working in France of a process for preparing water-soluble tetracyclines (Paris First Instance Court, 6 June 1973, Farbwerke Hoechst v. Midy). 

2. Biotech or other life sciences fields (excluding pharma)? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

YES and NO

Case of a knee joint endoprosthesis
The applicant for the license did not demonstrate that the patentee could not satisfy market demand in France – the applicant appealed this decision and the Nancy Court of Appeal ruled on 24 June 2003 that the application for a compulsory license was no longer applicable as the patent had expired in October 1998 and that should a compulsory license be granted, it would only start from the appeal ruling and therefore could not retroactively cover the time when the patent was still in force (Nancy First Instance Court, 29 May 1998, GMT-Geselleschaft fur medizinische technik MBH).

Case of a genetic sequencer 
The applicant for the license did not demonstrate that the patentee could not satisfy market demand in France; and the applicant did not demonstrate that its patents and patent applications were  improvement patents nor that they constituted a significant technical advance, nor that they were of considerable economic interest (Paris First Instance Court, 24 May 2023, MGI INTERNATIONAL SALES Co. Ltd (Chine) v. ILLUMINA CAMBRIDGE Ltd).

3. Semiconductors? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

NO and NO

4. Technologies relating to protection of the environment or the climate? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

NO and NO

5. Cybersecurity? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

NO and NO

6. National security? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

NO and NO

7. Others? [Applied: YES / NO; Granted: YES / NO] Please answer YES or NO and add a brief explanation.

[bookmark: _Int_QaauMoOd]YES and YES

Judicial compulsory licenses have been applied for and sometimes granted for mechanical or electronic devices:

· A compulsory license was applied for but not granted for a process and installation for drying textile materials as no lack of working or abuse of monopoly was found (Seine First Instance Court, 6 February 1960, Standard Fabricators France v. Firme B. Thies (upheld by Paris Court of Appeal 2 May 1963)). This was the first ever decision in respect of a compulsory license in France.

· A compulsory license was applied for and granted on the grounds of lack of working for a two-stage and a liquid ring air pump (Seine First Instance Court, 24 January 1963, Baudot-Hardoll v. Sicmen et Hinsch).

· A compulsory license was applied for and not granted for a zipper as it was found that there had been lack of sufficient prior negotiation to find an amicable agreement with the patent holder (Paris Court of Appeal, 3 April 1965, La Fermeture Ailée v. William Prym Werke K. G).

· A compulsory license was applied for and granted for a cleat (“taquet”) on the grounds of insufficient working in France (Rennes First Instance Court, 16 November 1970, Emery v. Plastimo (upheld by Rennes Court of Appeal, 12 July 1972)).

· A compulsory license was applied for and not granted for a labelling machine as it was found that the applicant did not demonstrate that it had been unable to obtain a license from the patent owner nor that it was in a position to exploit the invention in a serious and effective manner (Toulouse First Instance Court, 13 September 1976, Erika International Distribution Corporation v. Sato Corporation (upheld by Toulouse Court of Appeal, 15 February 1978)).

· A compulsory license was applied for and granted on the grounds of lack of working in France for a coupling head, in particular for compressed air braking systems on motor vehicles (Paris First Instance Court, 25 May 1983, Paul Dahl v. Robert Bosch).

· A compulsory license was applied for and not granted for a drip irrigation hose as it was found that the applicant did not demonstrate that it was in a position to exploit the invention in a serious and effective manner on the date of the application (Paris First Instance Court, 2 May 1990, Société Réunionnaise d’Irrigation Goutte à Goutte v. Eckstein and Naan Mechanical Work).

· A compulsory license was applied for and granted on the grounds of lack of working in France for a rescue device for a multi-cable telecabin (Lyon First Instance Court, 23 November 1999, ETUDES DE TRANSPORTS v. Denis C SA).

· A compulsory license was applied for and granted on the grounds of lack of working in France of an automatic skewer-making machine (French High Court, 11 January 2000, Emsens v. Nijal, Docket No 97-20.822).

· A compulsory license was applied for and not granted for anti-fraud feature for taximeters as the patent owner did not commit any abuse of dominant position by refusing to grant a license to a competitor (Paris First Instance Court, 10 December 2004, ATA v. Siemens, Docket No 00-14654).

· A compulsory license was applied for and not granted for several patents relating to a security management system for gaming machines as it was found that the applicant had not notified the patentee that it wished to obtain a license and that  the applicant had not demonstrated that he was in a position to exploit the invention in a serious and effective manner on the date of the application (Marseille First Instance Court (24 May 2007), Gemplus SA c. Mr.X).

· A compulsory license was applied for and not granted for a safety device to prevent a roof window from being opened from the outside as it was found that the applicant had not fulfilled the procedural requirements set by R. 613-4 IPC and notably did not share its brief containing the application for the license to the French patent office (Marseille First Instance Court, 10 January 2013, Velux France c. Mr. X).








ii. have the compulsory licenses been applied for or granted based on:

1. circumstances referred to in Article 31 of the TRIPS Agreement (e.g., national emergency or other circumstances of extreme urgency or in cases of public non-commercial use or in any other scenario)? Please answer YES or NO and add a brief explanation.

NO
To the knowledge of the French Group no compulsory licenses have been granted by French Courts or Authorities on grounds of national emergency or other circumstances of extreme urgency or in cases of public non-commercial use, as referred to in Article 31 of the TRIPS Agreement 

2. other circumstances? Please answer YES or NO and add a brief explanation.

[bookmark: _Hlk191410354]YES

As seen previously, several compulsory licenses have been granted for lack of (or insufficient) working of a patent and dependent patents as referred to in Article 31 of the TRIPS Agreement (see response to question 3 above for a full list of cases). 


Overriding interests and grounds for granting a compulsory license

4. What are the conditions for the grant of a compulsory license? Please provide a brief explanation. 

See answers provided to question 1.

In more specific:

a. Have the requirements for granting a compulsory license been clearly or expressly specified in the law of your jurisdiction? Please answer YES or NO and add a brief explanation.

YES. 

The requirements for granting compulsory licenses are clearly and expressly specified in the articles of the French Intellectual Property Code (IPC), for each type of judicial and ex officio compulsory license.

b. Does the grant of a compulsory license require that the applicant for the compulsory license has made attempts to seek voluntary licensing prior to seeking a compulsory license? Please answer YES or NO and add a brief explanation.

YES.

It is a requirement for:
· judicial compulsory licenses: Article L. 613-12 IPC requires that a judicial compulsory license request must include “proof that the applicant has been unable to obtain a license from the patent owner”;
· [bookmark: _Int_pIiU0a9R]ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: L. 613-18 IPC provides that such patents can only be subject to the compulsory license scheme after a ”formal notice has not been acted upon within a period of one year”

However, it is not a requirement for ex officio compulsory licenses in the interest of national defense: Article L. 613-19 IPC provides that the French State can obtain such license, “at any time”.

It is unclear whether this is a requirement for ex officio compulsory licenses on patents in the field of public health: L. 613-16 IPC provides that such patents can only be subject to the compulsory license scheme “in the absence of an amicable agreement with the patent holder”. 

c. What kind of interests constitute an overriding interest giving rise to compulsory licensing? Please add a brief explanation.

Different types of interests give rise to the compulsory licensing options provided by French law:
· Avoid non exploited patents:
· judicial compulsory licenses for lack or insufficiency of working 
· Public Health:
· ex officio compulsory licenses in the interest of public health, for lack, insufficiency or unlawfulness of working
· Manufacture of pharmaceutical products for exportation to countries with economic and public health issues - Articles L. 613-17-1 and -2 and Articles R. 613-25-1 et seq. IPC
· National Economy: ex officio compulsory licenses in the interest of the national economy, for lack, insufficiency or unlawfulness of working and judicial compulsory license for improvement patents and plant varieties 
· National Defense: ex officio compulsory licenses in the interest of national defense
· Antitrust/competition law considerations: ex officio compulsory licenses in the interest of public health or the national economy, for unlawfulness of working

· Private interests: interests of all third parties requesting or benefiting from all judicial compulsory licenses mentioned above for improvement. 

i. Are there any technical fields, industries, or applications for which compulsory licensing is not available? Please answer YES or NO and add a brief explanation.

NO.

The French Intellectual Property Code (IPC) does not refer to any technical fields, industries, or applications for which compulsory licensing is unavailable.
However, compulsory licensing of patents relating to inventions in the field of semiconductor technology is severely restricted and such licenses can only be obtained for use for non-commercial public purposes or to remedy a practice declared anti-competitive following a legal or administrative procedure (Article L. 613-19-1 IPC).

d. Are there any technical fields, industries, or applications for which there are special conditions or other special considerations for granting a compulsory license? Please answer YES or NO and add a brief explanation.

YES. 

There are specific provisions for compulsory licenses for patents in the field of public health (Article L. 613-16 IPC).

Compulsory licensing of patents relating to inventions in the field of semiconductor technology is also subject to specific provisions which severely restrict such licenses, which can only be obtained for use for non-commercial public purposes or to remedy a practice declared anti-competitive following a legal or administrative procedure (Article L. 613-19-1 IPC).


5. Who can apply for a compulsory license?

i. Any person? Please answer YES or NO and add a brief explanation.

NO. 

Compulsory licenses may only be requested by “qualified” persons:

· judicial compulsory licenses can be requested by any public or private legal entity (Article L. 613-11 IPC), but Article L. 613-12 IPC requires the applicant to provide “proof that [it] is in a position to exploit the invention in a serious and effective manner”.

· ex officio compulsory licenses on patents in the field of public health: L. 613-16 IPC provides that the request for such license may only be made by a “qualified person” and must contain “The justification for the applicant's qualification, particularly from a legal, technical, industrial and financial point of view.” (R. 613-18 IPC);

· ex officio compulsory licenses on patents other than in the field of public health, in the interest of the national economy: L. 613-18 IPC provides that the request for such license may only be made by a “qualified person”, and must contain “Proof that the applicant is qualified, from a technical, industrial and financial point of view, to exploit the patent in question (…)” (R. 613-29 IPC);

· ex officio compulsory licenses in the interest of national defense: R. 613-34 IPC provides that the request for such license in the interests of national defense may only be made by the French State.


ii. Only a specified category of persons/parties Please answer YES or NO and add a brief explanation.

YES.

See answer provided to question 5) i. above.

1. Person with specific interest? Please answer YES or NO and add a brief explanation.

NO. 

 See answer provided to question 5) i. above.

2. Government? Please answer YES or NO and add a brief explanation.

YES.

See answer provided to question 5) i. above.

3. Commercial operators? Please answer YES or NO and add a brief explanation.

NO.

See answer provided to question 5) i. above.

4. Other? Please add a brief explanation

YES.

See answer provided to question 5) i. above.


Scope and characteristics of a compulsory license

6) Does your current law specify mandatory scope or characteristics for a compulsory license? (E.g., territory (i.e., internal market only or including export), duration, field of use / intended purpose, (non-)transferability, (non-)exclusivity, (non-)sublicensability, the period of time that has passed since the date of the grant of the patent or the filing of the patent application, etc.? Please answer YES or NO and add a brief explanation.

YES.

All compulsory licenses are granted on a non-exclusive basis (L.613-13 IPC). 
Regarding the field of use, the territory, the duration and the conditions of the grant of a compulsory license, a distinction should be made between the judicial compulsory licenses administrative/ex officio compulsory licenses.

A. Judicial compulsory licenses
· [bookmark: _Hlk101377399]Compulsory licenses due to the lack of working of the patent by its holder (L.613-11 and L.613-12, R.613-4 et seq. IPC).
Such licenses may be granted if at the time of the request, the patent owner or their successor:
a) Has not started to exploit or made effective and serious preparations to exploit the invention covered by the patent within the territory of a member state of the European Economic Community or another state party to the agreement on the European Economic Area;
b) Has not marketed the product covered by the patent in sufficient quantity to meet the needs of the French market.
The same applies when the working provided for in a) above or the marketing provided for in b) above has been abandoned for more than three years.
For the application of this article, the importation of patented products manufactured in a state party to the agreement establishing the World Trade Organization is considered as working of this patent (L.613-12 IPC).
Such a judicial license may be requested as from 3 years from the granting of a patent, or 4 years from the filing of a patent application. It may also be granted 3 years from the last act of working from the patentee.
Such a judicial license can only be granted if the patentee has no legitimate excuse for his lack of working.

· Compulsory licenses in respect of subsequent dependent patents (L.613-15 and R.613-4 et seq. IPC). 
Such licenses may be granted if a patent holder may not exploit it without infringing an earlier patent held by a third party, the invention constitutes an important technical advance with respect to the prior patent and is of considerable economic interest, and if the claimant can prove both its ability to seriously and effectively exploit the invention and the impossibility to obtain a negotiated license from the patentee (L.613-12 IPC).  Due to the nature of such compulsory license, its scope is limited to what is strictly necessary to exploit the improvement patent. Additionally, the earlier patentee can request an automatic compulsory cross-license on the improvement patent from the Judicial Court. 

· Judicial licenses in respect of subsequent plant variety certificates (L.613-15-1 and R.613-4 et seq. IPC). 
A similar license to the one described above for improvement patents, can be granted under the same conditions if a claimant cannot obtain or use a plant variety right without infringing an earlier patent held by a third party. 

B. Administrative/ex officio compulsory licenses:
· Ex officio compulsory licenses in the interest of Public Health (L.613-16 and -17, R.613-10 et seq. IPC). Such license may be granted by the Minister in charge of Industrial Property (on a request from the Minister in charge of Public Health) if the following conditions are met:
· The patent must relate to: (i) a drug, a medical device, an in vitro diagnostic medical device, an ancillary therapeutic product; (ii) a process for obtaining them, a product necessary for obtaining them or a process for manufacturing such a product; (iii) an ex vivo diagnostic method.
· These products, or products derived from these processes, or these methods are made available to the public in insufficient quantity or quality or at abnormally high prices, or the patent is exploited under conditions contrary to the interests of Public Health or constituting practices declared to be anti-competitive following an administrative or judicial decision that has become final.
· It was not possible to reach an amicable agreement with the patent holder (except in the case of a declared anti-competitive practice or in the event of an emergency).
This list covers almost all inventions in the medical and pharmaceutical field, although it should be noted that it does not cover in vivo diagnostic methods. On the other hand, this list does not cover inventions outside the medical or pharmaceutical field. It means that the compulsory license could not be imposed on water treatment purification systems for example, but only on products for treating patients. 
Ex officio compulsory licenses in the interest of Public Health must be granted not only to supply the domestic market. Indeed, the TRIPS Agreement, following a decision at the 2001 Doha Ministerial Conference when Ministers, recognized that countries unable to manufacture pharmaceuticals should be able to obtain products under compulsory licenses elsewhere if necessary. The idea is that if such a country needs to turn to the option of compulsory licensing to produce needed affordable pharmaceuticals, producers overseas can step up and supply that need, even if a compulsory license is needed in that country.  It is therefore a compulsory license specially for production in one country, for export, to meet the public health needs of one or more other countries.

· Licenses on veterinary medicines in the interest of the farming industry (L.5141-13 Public Health Code). Such license may be granted by the Minister in charge of Industrial Property (on a request from the Minister in charge of Agriculture), when the farming industry requires it. The French Public Health Code does not specify whether this compulsory license may be exclusive or non-exclusive; however, reference made in article L. 5141-13 of the Public Health Code to Article L. 613-16 of the IPC suggests that the scope and characteristics of compulsory licenses in the interest of public health shall apply to this type of ex officio license. 

· Ex officio compulsory licenses for the manufacture of pharmaceutical products for exportation to countries with economic and public health issues (L.613-17-1 and -2, and R.613-25-1 to 4 IPC and Regulation (CE) n°816/2006).  Reference is made in the IPC to the provisions of Regulation (EC) n°816/2006:
· The granting procedure can be implemented for the benefit of importing countries in need of pharmaceutical products to address public health problems (Article 1).
· Criteria for admissible importing countries are established under Article 4.
· For non-WTO members, additional conditions are set to avoid abuses (Article 5).

· Ex officio compulsory licenses in the interest of the National Economy (L.613-18 and R.613-26 et seq. IPC). A State Council Decree (“Décret en Conseil d’Etat” in French) may authorize an ex officio license, later granted by a Ministerial Order, if the following conditions are fulfilled:
· The Minister in charge of Industrial Property (following a consultation of the Minister in charge of economy and finance and of the Minister in charge of Scientific Research and Atomic and Space Affairs) has given formal notice to the patent holder to undertake their working in such a way as to meet the needs of the National Economy.
· Said formal notice has not been followed within a period of one year (except for an extension of one additional year in case of legitimate excuses compatible with the requirements of the National Economy) and the lack of working or the inadequacy in quality or quantity of the undertaken working is seriously prejudicial to the economic development and the public interest.

· Ex officio compulsory licenses in the interest of National Defence (L.613-19 and R.613-34 et seq. IPC). The Minister in charge of Industrial Property grants such license to the French State (on a request from the Minister in charge of defence) without further justification being necessary.
These licenses are the only ones that could apply both to a granted patent and a patent application.
The licenses can be granted at any time if the French State makes a claim in the interest of national defence, without requiring further justification. 

The rights attached to compulsory licenses are personal and non-transferable, except in the case of an assignment of the business of the company or the part of the company to which the license is attached (“undertaking or part of the undertaking to which they are attached”) L.613-13 IPC). Additionally, in case of a compulsory license granted on dependent patents, the license granted to the licensee (with the subsequent dependent patent) can only be transferred with the subsequent patent.
Regardless of the type of compulsory license, such a license should be granted according to specific conditions, particularly with respect to duration/territory/scope of application (L.613-12, L.613-17, L.613-18, L.613-19 IPC).
Amendments to an ex officio license can be requested by the owner of the patent or by the holder of the ex officio license to the ministry responsible for industrial property, regarding the duration and the scope of the license. An agreement between the parties, or failing that, a judgment of the court, is necessary to amend the amount of royalties (R. 613-25 IPC). 
Amendments to judicial licenses can also be requested by the owner of the patent or the holder of the judicial license to the Judicial court which may amend the granted license (L. 613-12 IPC). Moreover, if the holder of the judicial license does not fulfil its obligations, the owner of the patent and, if any, the other licensees, can request the judicial court to withdraw the compulsory license (L. 613-14 IPC). 





7) Does a compulsory license also cover patent applications (i.e. prior to grant) and/or patent term extensions (e.g., supplementary protection certificates)? Please answer YES or NO and add a brief explanation.

NO.

To be subject to a compulsory license, except in the case of the National Defence, the invention in question must first be covered by a "granted patent". 
Furthermore, the application of these provisions in the interest of Public Health (L.613-16 IPC), to supplementary protection certificates, are not specifically mentioned.
However, regarding compulsory licenses for patents concerning the manufacture of pharmaceutical products intended for export to countries facing public health issues (Article L. 613-17-1 IPC), it is mentioned that the application for a working license provided for in Article R. 613-25-1 IPC identifies the patents and, where applicable, the supplementary protection certificates for which a working license is requested.

8) Does the current law provide for other mandatory obligations (if any) for the patentee vis-à-vis the licensee? E.g.:
a. Is the patent holder required to provide further information on the implementation of the patent to the compulsory licensee? Please answer YES or NO and add a brief explanation.

NO.
French law does not provide for any specific requirement on this matter. Note that, however, according to Article 7 of Regulation n°816/2006 of the European Parliament and of the Council on compulsory licensing of patents relating to the manufacture of pharmaceutical products for export to countries with public health problems, before the grant of the compulsory license, the rights-holder is granted a right (but not an obligation) to comment on the compulsory license application and to provide the competent authority with any relevant information regarding the compulsory license application. 

b. Is the patent holder required to provide to the compulsory licensee trade secrets or other know-how for the purposes of the compulsory licensee to work the invention effectively? Please answer YES or NO and add a brief explanation.

NO.

In order to implement the compulsory license, French law does not require the right holder to provide necessary support, such as know-how and training as in a voluntarily agreed license agreement.
Nor does French law provide for confidentiality obligations except if required by the granted license and for the compulsory license granted in the interest of the national defence where all the proceedings and hearings are confidential. If obtained, a confidentiality obligation will fall under the same regime as a “normal” confidential obligation. 
It has also to be highlighted that regarding licenses in the interest of public health, Data Exclusivity of a Marketing Authorisation could be an obstacle for the execution of a compulsory license or government use of a patent.


Procedural considerations
9) Authority to decide on compulsory licenses. 
a) Who has the power to decide on the grant of a compulsory license in your jurisdiction?
i. Patent authority (e.g., patent office)? Please answer YES or NO and add a brief explanation.

NO.

Under French Law the French Patent Office (INPI) has no direct power to decide on the grant of a compulsory license.
Only a judicial court or the government are competent to grant such compulsory license depending on the type of license to be granted.
However, regarding judicial compulsory licenses, the French Intellectual Property Code (IPC) provides in articles R. 613-5 and R. 613-6 that to be admissible, summons and pleadings in judicial license proceedings have to be sent to the National Institute of Industrial Property within fifteen days of the day of their service or notification, and that the minister responsible for industrial property may submit observations to the Judicial court. 
In this regard, we have an example where the application was inadmissible because the license applicant did not comply with the obligations of Articles R. 613-4 and following of the IPC, particularly the notification to the INPI: “See Marseille First Instance Court, 10 January 2013, Velux France v. Mr. X, the applicant did not fulfil the requirements set by R. 613-4 et seq. of the IPC and notably did not share its brief containing the application for the license to the INPI (National Institute of Industrial Property), therefore, the application is inadmissible).

ii. Court? Please answer YES or NO and add a brief explanation.

YES.

The Paris Judicial Court has the power to grant a judicial compulsory license under certain conditions, and exclusively in the following cases (see detailed information in Q6):
- If the patent in question is not exploited, or not sufficiently to meet the needs of the French market;
- If the patent in question is necessary for the working of a subsequent patent or plant variety right.
The application procedure takes place before a judicial court as part of a standard civil procedure.

iii. Other governmental body? Please answer YES or NO and add a brief explanation.

YES.

This is only true regarding compulsory administrative/ex officio licenses which are granted by a public authority, under certain conditions, and exclusively in the following cases (see detailed information in Q6):
- If required in the interest of public health;
- If a patent is necessary for the manufacture of pharmaceutical products to be exported to countries with public health problems;
- If failure to use the patent in question is seriously prejudicial to economic development and the public interest;
- For the needs of national defence, but in this case the license is granted directly to the State.
- If required in the interest of the farming industry and the Patent covers a veterinary medicine. 
For the applications taking place before the government, the applicant must request the license to the competent ministry depending on the type of license requested.
After a consultation procedure of a few months, the Ministry decides or not to issue a decision submitting the patent to compulsory license.
Then, any other third party may require to be granted a license, and the Ministry will issue other decisions determining the specific conditions.
In the case of interest of public health, the application for an operating license provided for in Article L. 613-17 shall be addressed to the Minister responsible for industrial property, i.e. the French Ministry of Economics and Finance. Then, the Minister shall notify the application without delay to the owner of the patent for the invention and, where applicable, to the holders of licenses entered in the National Patent Register, who shall have a period of fifteen days from receipt of this notification to submit observations.

iv. Arbitration? Please answer YES or NO and add a brief explanation.

NO.

Compulsory licensing is an exception to the patentee's rights and must therefore be interpreted strictly. Only a French judicial court or the French government are competent to grant such compulsory license depending on the type of license to be granted. 
Section 2060(1) of the French Civil Code excludes from arbitration matters of status or capacity of natural persons, divorce or legal separation and public policy. Compulsory licencing as a public policy tool is excluded from arbitration (save from the very specific case provided for in the Euratom treaty – excluded from the field of the question).

v. Other? Please add a brief explanation

NO.
Such as for the question about “arbitration”, compulsory licensing is an exception to the patentee's rights and only a French Court or a public authority has the power to decide on the grant of a compulsory license. 

b. Does the same body decide on remuneration? Please answer YES or NO and add a brief explanation.

YES. For judicial license.
NO. For ex official license.
This only applies to judicial licenses. Article L.613-12 IPC provides that a judicial license is granted on specific terms set by the Court, in particular as regards the amount of royalties to which it gives rise.
For ex officio license, the body which decides on remuneration is different from the body which grants the license.
Regarding an ex officio compulsory license granted in the interest of Public Health for example, an opinion is rendered by the Minister responsible for industrial property who shall issue the decree granting the license, which shall lay down certain conditions of the license, in particular its duration and scope of application, excluding royalties (L.613-17, R.613-20 and R.613-21 IPC). The negotiation of the price of the license is left to the parties and, in lack of an amicable agreement, set by a judicial court (L.613-17 IPC). Article L.613-17 of the IPC is not clear as to when these royalty negotiations should take place and in particular whether they can begin before the compulsory licensing order is made.
As regards, ex officio compulsory licenses granted in the interest of national defence, the Minister responsible for intellectual property shall issue a grant order laying down the conditions of the license in the light of that request. The owner of the patent then communicates its price request for the license, through registered letter. In absence of agreement, the remuneration is to be set by a judicial court (R.613-36 IPC). 
Under French law, the national judge would determine remuneration according to the circumstances of the case such as the average rate of royalties paid in the relevant field, the nature of the invention, the expenses incurred by the patent holder for the development of the invention, the cost of obtaining and maintaining the patent and other relevant elements.

c. Can the decision on compulsory license be appealed and to whom? Please answer YES or NO and add a brief explanation.

YES.

Pursuant to Article R. 613-8 IPC, all decisions made by the courts, the courts of appeal, and the Supreme court (“Cour de cassation”) regarding compulsory licenses are immediately notified to the Director General of the National Institute of Industrial Property. Final decisions are automatically registered in the National Patent Register [Decree No. 69-975 of October 18, 1969, Article 5.]
Decisions granting a judicial license may be appealed following the regular civil appeal procedure (i.e. within one month).
If the holder of the judicial license does not fulfil its obligations, the owner of the patent and, if any, the other licensees, can request the court to withdraw the judicial license (L. 613-14 IPC).
In the absence of an amicable agreement on the remuneration of a compulsory license in the interest of national defence, the matter may be referred to the Paris Court of First Instance (L.613-19 IPC). This referral can only take place after a minimum of four months following receipt of the registered from the patent owner (R.613-36 of the IPC).
If the invention which is the subject of the patent application or patent, or its applications, is of a secret nature, the Paris Court of First Instance shall rule under special conditions preserving such secrecy (articles R613-37 to R613-41 of the IPC) which shall also apply to the court hearing any appeal (R.613-42 of the IPC).
Otherwise, absent other express provisions, decisions may be appealed either: 
1. Following the regular civil appeal/ procedures for licenses granted by the Judicial Court; or 
1. Pursuant to the relevant public law provisions for licenses granted by Public Authority*

10) Rights of patentees
a. Does the patentee have a right to receive prior notification of compulsory licensing? Please answer YES or NO and add a brief explanation (in particular of any exceptions and of any distinction made between situations of extreme urgency and other situations).

YES. 

For instance: 
1. [bookmark: _Int_MBdtRs4F]The Patentee shall be notified of the decision to grant an ex officio license in the interest of Public health (Art. R 613-13 IPC);
1. In the event of ex officio licenses for the manufacture of pharmaceutical products for exportation to countries with economic and public health issues, the license application is notified without delay to the patent holder, who has an opportunity to provide any relevant information. (Art 7 of Regulation n° 816/2006 of the European Parliament and Council; Article R.613-25-1 IPC). 
Furthermore, regarding ex officio license in the interest of Public Health the Ministry is required to engage pre-negotiations for obtaining amicably a license from the patent owner on a voluntary basis before engaging any action for obtaining a compulsory license, except in the case of a declared anti-competitive practice or in the event of an emergency (L.613-16 of the IPC).
Individuals/companies are likely to be most seriously affected by such a decision of a compulsory license and are most likely to be able to positively contribute to a solution to the crisis. It is therefore crucially important that the rights-holder is notified as early as practically possible.
Finally, in the case of a compulsory license in the interest of the national economy, the government should first approach the patentee to address the situation (L613-18).

b. Does the patentee have a right to be heard in cases of compulsory licensing? Please answer YES or NO and add a brief explanation (in particular of any exceptions and of any distinction made between situations of extreme urgency and other situations).

YES.

As an exception, a compulsory license can be granted outside of the frame of an amicable settlement, under the following specific circumstances.
· In the interest of public health: this license is granted if the Ministry failed to obtain an amicable agreement, but this amicable phase is not required in case of an emergency situation or in the case of practices which have been declared as contrary to competition law (L.613-16 of the IPC).
· In the interest of National defence: the patentee can be heard, but only regarding the license remuneration (R. 613-36 of the IPC). Individuals/companies are likely to be most seriously affected by such a decision of a compulsory license and are most likely to be able to positively contribute to a solution to the crisis. It is therefore crucially important that the rights-holder is engaged as early as practically possible.

c. What defences/grounds are available to a patentee against applications for a compulsory license? Please add a brief explanation.
Although there are few decisions handed down on the matter, a possible defence could consist in demonstrating that the conditions to grant the compulsory license are not met (e.g. lack of public interest, possibility to obtain the license in good faith, unreasonable demand from the applicant, inadequate compensation offered, lack of evidence that the alleged deficiencies are due to the patent holder or that the patent holder is not in a position to satisfy the market needs). 
Moreover, regarding Judicial licenses due to the lack of working of the patent by its holder, the right holder can plead a legitimate excuse to justify the lack of working. (L. 613-11 of the IPC).
However, in cases of legitimate excuses, French case law, though limited, applies a high standard. The French Supreme Court has held that the alleged superiority of the technical solution commercialized by the patentee over that claimed by the patent for which a compulsory license was requested does not qualify as a legitimate excuse.

d. Are there any special provisions for independent inventor or small entity patentees? Please answer YES or NO and add a brief explanation.

NO.

There is no article in French law dealing with specific provisions for independent inventor or small entities patentees.


Remuneration

11) How is the remuneration for the patentee determined?
a) Is the patentee always entitled to receive remuneration for the compulsory 
license? Please answer YES or NO, you may add a brief explanation.

YES.

The patentee is always entitled to remuneration when a compulsory license is issued: by definition a license grant will include an obligation of remuneration to the patentee. 
This obligation applies for all type of compulsory licenses and is specifically referred to in French Law:
· Judicial compulsory licenses
Article L613-12 of the Intellectual Property Code (IPC) explicitly provides that: “A compulsory license shall be granted on fixed terms, particularly in respect of its duration, its field of application and the amount of the royalties to be paid in consideration thereof”. This provision applies to judicial licenses granted for lack or insufficiency of working (referred to in Article L613-11 IPC), but also to judicial licenses granted to allow the working of subsequent dependent patents or plant varieties (referred to in Articles L613-15 IPC and L613-15-1 IPC). 

· Administrative/ex officio compulsory licenses
· Article L613-17 IPC, which refers to ex officio licenses granted by a public authority in the interest of public health, explicitly provides that: “In the absence of an amicable agreement approved by the Minister responsible for industrial property and the Minister responsible for public health, the amount of the royalties is set by the Court”. 
· Article L5141-13 CSP (Public Health Code) also provides that “Without prejudice to the application of the provisions of article L. 613-16 of the French Industrial Property Code, patents granted for veterinary medicinal products may also, when the economics of breeding so require, be subject to the ex officio license system by order of the Minister responsible for industrial property, at the request of the Minister responsible for agriculture”. This Article L5141-13 CSP does not specify the conditions under which the patents granted for veterinary medicinal products may be subject to an ex officio license. The reference to Article L613-16 suggests that the system should be modelled on that of ex officio license in the interest of public health. 
· Article L613-17-1 IPC, which refers to ex officio compulsory licenses granted for the patents relating to the manufacture of pharmaceutical products intended for export to countries with public health problem, explicitly provides that: “The license is issued in accordance with the conditions determined by Article 10 of this regulation ([Regulation (EC) No. 816/2006 of the European Parliament and of the Council of May 17, 2006]). The decree granting the license sets the amount of royalties due”. 
· Article L613-18 IPC, which refers to ex officio compulsory licenses granted by a public authority in the interest of national economy, explicitly provides that: “This license is granted by order of the said minister under conditions determined as to its duration and scope of application, but excluding the royalties to which it gives rise. It takes effect on the date of notification of the order to the parties. In the absence of an amicable agreement, the amount of the royalties is fixed by the Court”. 
· Article L613-19 IPC, which refers to ex officio compulsory licenses granted by a public authority in the interest of national defense, explicitly provides that: “The compulsory license is granted at the request of the Minister of Defense by order of the Minister of Industrial Property. This decree sets the conditions of the license with the exception of those relating to the royalties to which it gives rise.  […].  In the absence of an amicable agreement, the amount of the royalties is set by the Court”.
· Reference can also be made to Article L613-19-1 CPI which provides that “If the patent relates to an invention in the field of semiconductor technology, a [judicial] or [ex officio] compulsory license may only be granted for use for non-commercial public purposes or to remedy a practice declared anti-competitive following a legal or administrative procedure. Said judicial license refers to the provisions of Article L613-12 IPC, as explained above. Regarding [ex officio] compulsory license for an invention in the field of semiconductor technology it is assumed it would be within the scope of licenses granted by a public authority in the interest of national economy according to Article L613-18 IPC.
 
b. How and when is the adequacy of the remuneration and the economic value of the compulsory license assessed? Please add a brief explanation.

In France, the adequacy of the remuneration and the economic value of the compulsory license is typically assessed at the time the compulsory license is granted. 
The parties may attempt to agree on the remuneration, but if no amicable agreement is reached, the amount of royalties will be set by the Court or a competent Authority. Factors such as the invention’s importance, expected sales, and average royalty rates could be used. 
French law also allows for subsequent adjustment of terms: Article L613-12 IPC (which applies for compulsory (judicial) licenses) provides that the conditions of a compulsory license (including the royalty) can be modified by the Court at the request of the patentee or the licensee. Therefore, if the initially set remuneration proves too low or too high relative to actual economic outcomes, either party can ask the Court to revise it, ensuring it remains adequate over time. 
For ex officio compulsory licenses granted for the patents relating to the manufacture of pharmaceutical products intended for export to countries with public health problem, granted under Regulation (EC) No. 816/2006 of the European Parliament and of the Council of May 17, 2006, Article 10.9 specifically provides that the adequate remuneration is determined by the competent authority as follows:
(a) the remuneration shall be a maximum of 4% of the total price to be paid by the importing country or on its behalf. Article 10.9(a) applies in situations of national emergency or other circumstances of extreme urgency or in cases of public non-commercial use under Article 31(b) of the TRIPS Agreement. 
(b) in all other cases, the remuneration shall be determined taking into account the economic value of the use authorized under the license to the importing country or countries concerned, as well as humanitarian or non-commercial circumstances relating to the issue of the license.

In very rare cases where a compulsory license was granted the following rates were applied: 
- a royalty rate of 1.5% was considered fair and therefore retained. It was considered that this amount would be "suitably representative in view of the invention's limited contribution to the overall realization of the product sold" (Court of Paris, 4th Chamber, 2 February 1983, Sté Paul Dahl c. Sté Robert Bosch; compulsory license for lack of working).
- a royalty rate of 6% (of sales excluding taxes) was retained by the Court of Appeal. In first instance the Court had retained 8%, taking as a reference the 12% rate for an amicable license granted in Scandinavia but the Court of Appeal considered the rate of 8% was exaggerated and 6% an equitable amount (Court of Appeal Rennes,12 July 1972, Emery c. Sté Plastimo; compulsory license for lack of working).
- 5% payable quarterly within 60 days of the previous quarter's receipts, percentage indicated as normal by the Minister of Industry (TGI Seine, 3rd Ch, 24 January 1963, Sté Baudot-Hardoll c. Siemen et Hinsch; compulsory license for lack of working).

c. Does the patentee have the opportunity to participate in setting the remuneration level? Please answer YES or NO, you may add a brief explanation.

YES.

As mentioned above, the parties may attempt to agree on the remuneration, but if no amicable agreement is reached, the amount of royalties will be set by a Court or a competent authority.
The process under French Law usually requires the prospective licensee to seek a voluntary license on reasonable terms before resorting to a compulsory license. This negotiation requirement means the patentee is involved from the start and can propose or negotiate the remuneration. If the matter goes to Court, the patentee is a party to the case and can present evidence and arguments on what constitutes a fair royalty. Moreover, after a license is granted, the patentee can request the court to modify the royalty rate if new facts warrant it.

Article R613-36 IPC, which refers to ex officio compulsory licenses granted by a public authority in the interest of national defense, explicitly provides that “the owner of the patent application or of the patent notifies the Minister of Defense, by registered letter with acknowledgement of receipt, of his claims to remuneration for the license granted to the State”.

Article 7 of Regulation (EC) No. 816/2006 also provides that “Before the grant of the compulsory license, the competent authority shall give the rights-holder an opportunity to comment on the application and to provide the competent authority with any relevant information regarding the application”. Therefore, the patentee has herein the possibility to provide for his claims to remuneration. 

d. Is there a cap on the level of remuneration? Please answer YES or NO, you may add a brief explanation.

NO. 

French law does not impose any statutory maximum on royalties for compulsory licenses, the determination of the rate is based on the circumstances. The guiding principle is an adequate remuneration, which is set case-by-case considering all the relevant factors (e.g. patent’s value, scope, …).
Therefore, there is no fixed cap on the level of remuneration, aside from specific special regime of Article 10.9(a) of Regulation (EC) No. 816/2006 which refers to a remuneration of a maximum of 4 % of the total price to be paid by the importing country or on its behalf. 
This situation could evolve because a proposal for a regulation of the European Parliament and of the Council on compulsory licensing for crisis management and amending Regulation (EC) No 816/2006 is currently pending before the European commission.
In this regard, the cap of 4% is no longer mentioned in the Presidency revised text of the proposal (i.e. current version of the proposal to be negotiated with the European Parliament, Article 9). Indeed, Article 9 which refers to remuneration solely indicates that “The licensee shall pay an adequate remuneration to the rights-holder. The amount of the remuneration shall be determined by the Commission and specified in the Union compulsory license” and that “When determining the adequate remuneration, the Commission shall take into account the economic value of the relevant activities authorized under the Union compulsory license as well as the circumstances of each case. It should also take into account the opinion of the competent advisory body and any comments received by the concerned right-holders and each potential licensees, after being informed that a Union compulsory license may be granted”. 


Measures for monitoring compliance with a compulsory license

12) Reporting and monitoring. Does your current law specify any mandatory monitoring or reporting requirements for compliance with the terms of the compulsory license? Please answer YES or NO and add a brief explanation.

NO. 

There are no reporting or monitoring duties for a compulsory licensee. Once a compulsory license is granted the licensee must adhere to the defined terms, there is no statutory requirement in French law for monitoring or submitting regular compliance reports to the patentee or authorities. 
Compliance is enforced by the threat of license revocation or court action if the license terms are breached.
However, this does not rule out the possibility of monitoring the situation. 
In practice, the patentee can also monitor the situation informally (e.g. by market observation) and invoke legal remedies if the licensee oversteps.
For ex officio compulsory licenses granted in accordance with the Regulation (EC) No. 816/2006, Article 16.1 provides that “The competent authority shall have the authority to review, upon reasoned request by the rights-holder or the licensee, whether the license conditions have been respected. This review shall be based on the assessment made in the importing country where appropriate”. Article 10.8 also provides that “The competent authority may at the request of the rights-holder or on its own initiative, if national law allows the competent authority to act on its own initiative, request access to books and records kept by the licensee, for the sole purpose of checking whether the terms of the license, and in particular those relating to the final destination of the products, have been met”. 

13) Revocation of a compulsory license. Can a compulsory license be revoked or otherwise terminated during its term? Please answer YES or NO and add a brief explanation.

YES.

Article L613-14 IPC, which specifically applies to judicial compulsory licenses for lack of working, provides that “If the holder of a compulsory license does not meet the conditions under which the license was granted, the owner of the patent and, where applicable, the other licensees may apply to the court for the revocation of the license”.
Pursuant to Article L613-15 IPC, Article L613-14 IPC also applies to judicial compulsory licenses of a first patent for exploiting a second patent which is posterior to the first patent.
Article R613-25 IPC, which specifically applies to ex officio compulsory licenses in the interest of public health (Article L613-16 IPC), provides that the conditions under which such license has been granted may be amended and that the license may be revoked if the licensee does not meet the obligations imposed by the license.
Article 16 of Regulation (EC) No 816/2006 of the European parliament and of the Council of 17 May 2006 applies directly to the termination of an ex officio compulsory license granted for the manufacture of pharmaceutical products for export to countries with public health problems (Article L613-17-1 IPC). It provides that the license may be terminated if the license conditions are not respected by the licensee.
Article R613-33 IPC, which specifically applies to ex officio compulsory licenses in the interest of economic development (Article L613-18 IPC), provides that the procedure for grating the license also applies to the revocation of the license requested by the owner of the patent if the licensee does not meet the obligations imposed by the license.
There are no specific provisions for revoking or terminating an ex officio compulsory license for the needs of national defense. In the absence of case law, it seems reasonable that the patentee could request the revocation or termination of the compulsory license by applying by analogy the provisions of Article R613-25 or R613-33 IPC. However, the particular nature of the licensee in this case, i.e. the French State, may be a limiting factor for the analogy.

a. If the answer to above was YES, what kind of reasons give rise to termination or revocation of a compulsory license under the law of your jurisdiction:
i. End of the situation giving rise to the compulsory license? Please answer YES or NO and add a brief explanation.

NO.

There are no explicit provisions or caselaw according to which a compulsory license could be revoked or terminated in case the situation giving rise to the compulsory license has ended.
Although it seems reasonable that the patentee could request the revocation or the termination of the license in such a case, a balance should be struck with the interests of the licensee which has met the obligations of the license and has made significant investments in order to work the patent that have not yet paid off at the time the revocation or termination of the compulsory license is requested, especially where these investments were made to respond to a public need (public health, export to countries with public health problems, economic development, or national defense).

ii. Breach of the compulsory license? Please answer YES or NO and add a brief explanation.

YES.

If the licensee violates the conditions under which the license was granted the patentee can seek revocation.

iii. Failure to pay remuneration for the compulsory license? Please answer YES or NO and add a brief explanation.

YES.

Paying a remuneration being generally a condition under which a license is granted, failure to pay the remuneration is a cause of revocation or termination of the license. 

iv. Other? Please add a brief explanation.

YES.

If the patent expires or is revoked the compulsory license naturally terminates because there are no patent rights left to license. 

b. Aside from potential termination of the compulsory license, are there any other remedies available for the patentee against breach of the compulsory license? Please answer YES or NO and add a brief explanation.

YES.

Aside from revocation of the compulsory license itself, the patentee has other remedies to address a licensee’s breach.
If the licensee exceeds the scope of the compulsory license, the patentee can treat those acts as patent infringement and pursue normal infringement remedies. This is notably explicitly provided for by Article L613-17-2 IPC in the case of ex officio compulsory licenses granted for the manufacture of pharmaceutical products for export to countries with public health problems.
Furthermore, the patentee can always require that the licensee execute its obligations under the license by a court decision. 


II) Policy considerations and proposals for improvements of your Group's current law
Please answer the questions of this Part II below.

14) According to the opinion of your Group, is your current law regarding compulsory licensing adequate and/or sufficient? Please answer YES or NO and please explain your chosen view briefly.

YES.
The French group supports compulsory licenses and considers compulsory licenses to be a more balanced approach to address specific needs than patent waivers. The current law on compulsory license is generally adequate but it could be improved on the following points:
· the French mechanisms of compulsory licensing are quite complex in terms of application and could be made simpler; 
· The proceedings to grant such licenses are lengthy and might not always be suitable in case of an emergency. In that sense, streamlined procedures would be beneficial to address urgent situations more effectively;
· Ex officio compulsory licenses in the interest of public health could be clearer as to which IP rights are concerned; Compulsory licenses should be possible for patent applications subject to adjustments regarding the amount and payment of royalties;
· It could be useful to clarify whether a compulsory license for lack of exploitation or insufficient exploitation is possible when the patent holder exploits a commercially alternative technology.
· It might be beneficial to have a centralized organization that manages all types of compulsory license applications.

15) According to the opinion of your Group, what is or should be the policy rationale for compulsory licensing?
Each category of compulsory licensing, whether judicial or ex officio, has a specific policy rationale.
That being said, all the various compulsory licenses should have in common that they are available for purposes of general interest, only as a last resort and as an exception, in very specific cases where the benefits that Society derives from granting such licenses may outweigh the harm caused by the implied limitations on a patent holder’s exclusive rights.
In these situations, only public interest should be considered, not private interest.


16) Is there any evidence in your jurisdiction to show that a compulsory license improved access, led to reduced prices, or increased availability of a product? Please answer YES or NO and please explain your chosen view briefly.

NO.
To the best of our knowledge, there is no publicly available information on the situation following the grant of a compulsory license.

17) Are there any other policy considerations and/or proposals for improvement to your Group's current law falling within the scope of this Study Question?

YES.
A proposal could be to consider harmonising and streamlining proceedings for all type of compulsory licenses in France.
The existing dual process - often involving both administrative and judicial bodies - can delay the granting and implementation of compulsory licenses (Articles L.613-17 and L.613-18). A single specialized tribunal or administrative authority could simplify and streamline the process. This proposal resonates with calls from various legal scholars who point to the need for a more unified and agile procedure in particular when public health is at stake. 


III) Proposals for harmonisation
Please answer the questions of this Part III below. 

Overall need for harmonization
18) Do you consider that there is a continued need to have harmonization regarding the compulsory licensing regime? Please answer YES or NO and add a brief explanation.

YES.

See our answers to question 14. 

If your answer to question 18) was YES, please continue to answer the questions below. Even if you answered NO to question 18), please address the following questions to the extent your Group considers that the current law or practice could be improved.
19) Should the existing provisions of the TRIPS Agreement (e.g., 31 and 31bis TRIPS) be considered sufficient for addressing harmonization? Please answer YES or NO and add a brief explanation.

NO. 
The existing provisions leave a certain amount of discretion to member States regarding the implementation of compulsory licensing into their national systems, without however providing sufficient guidance. 

a. If you answered NO, what kind of issues/aspects should in general be subject to additional harmonization?

In the context of harmonizing the law on compulsory licenses, it would be beneficial to have a clear definition of the conditions that should trigger a compulsory licensing process, regardless of the technical field.
The scope of a “crisis-related” compulsory license should be limited to “crisis-relevant products or processes,” defined as products or processes that are indispensable for responding to a crisis or emergency or for addressing the impacts of a crisis or emergency.


Overriding interests and grounds for granting a compulsory license
20) Overriding interests. Should the grant of compulsory licenses be limited to certain specific interests (overriding interests)? Please answer YES or NO and add a brief explanation.

YES.
The grant of compulsory licenses should be limited to overriding interests. It is crucial to emphasize that there is no need to distinguish between different technical fields. What is essential is to ensure that the process is always driven by state interests rather than private interests. This approach guarantees that compulsory licenses serve the public good and address significant societal or security needs.

In more specific, what kind of interests should constitute an overriding interest giving rise to compulsory licensing:
a. Public health (e.g., pandemics such as COVID-19, epidemics such HIV/AIDS, tuberculosis, other public health crises)? Please answer YES or NO, you may add a brief explanation.

NO.
It is crucial to emphasize that there is no need to distinguish between different technical fields. What is essential is to ensure that the process is always driven by state interests rather than private interests.

b. Environmental circumstances and events (e.g., natural disasters, environmental protection, climate change)? Please answer YES or NO, you may add a brief explanation with examples.

NO.
It is crucial to emphasize that there is no need to distinguish between different technical fields. What is essential is to ensure that the process is always driven by state interests rather than private interests.

c. Cybersecurity? Please answer YES or NO, you may add a brief explanation.

NO.
It is crucial to emphasize that there is no need to distinguish between different technical fields. What is essential is to ensure that the process is always driven by state interests rather than private interests.


d. Security of national infrastructure (incl. biological threats)? Please answer YES or NO, you may add a brief explanation.

NO.
It is crucial to emphasize that there is no need to distinguish between different technical fields. What is essential is to ensure that the process is always driven by state interests rather than private interests.


e. National defence? Please answer YES or NO, you may add a brief explanation.

YES.

f. Economic security? Please answer YES or NO, you may add a brief explanation.

NO.
What is essential is to ensure that the process is always driven by state interests rather than private interests.
g. Others? Please answer YES or NO, you may add a brief explanation.

NO.
It is crucial to emphasize that there is no need to distinguish between different technical fields. What is essential is to ensure that the process is always driven by state interests rather than private interests.

21) Should cross-jurisdictional compulsory licensing be available for any of the interests set forth in question 20) (or for any other interests)? Please answer YES or NO, you may add a brief explanation.

NO.
Cross-jurisdictional compulsory licensing should not be available for any interests. The current EU proposal on compulsory licenses provides a relevant example. The European Commission's initiative aims to create an efficient compulsory licensing framework specifically for crisis management at the EU level. This proposal does not address purely national crises but focuses on cross-border emergencies within the EU. The framework is designed to ensure that compulsory licenses are granted only in the context of an EU crisis instrument, emphasizing the importance of addressing significant public health and safety concerns rather than broader interests.
.
a. If you answered YES to 21), should cross-jurisdictional compulsory licensing be categorically available for:
i. Public health (e.g., pandemics such as COVID-19, epidemics such as HIV/AIDS, tuberculosis, other public health crises)? Please answer YES or NO, you may add a brief explanation.
ii. Environmental circumstances and events (e.g., natural disasters, environmental protection, climate change)? Please answer YES or NO, you may add a brief explanation.
iii. Cybersecurity? Please answer YES or NO, you may add a brief explanation.
iv. Security of national infrastructure (incl. biological threats)? Please answer YES or NO, you may add a brief explanation.
v. National defence? Please answer YES or NO, you may add a brief explanation.
vi. Economic security? Please answer YES or NO, you may add a brief explanation.
vii. Others? Please answer YES or NO, you may add a brief explanation.

b. If you answered YES to 21), should there be a special organization or committee for operating such cross-jurisdictional compulsory licensing? Please answer YES or NO, you may add a brief explanation.

c. If you answered YES to 21), should the modalities enshrined in Article 31bis of the TRIPS Agreement be extended to such other cases? Please answer YES or NO, you may add a brief explanation.
 
22) Grounds meriting the grant of a compulsory license. When an overriding interest is present, under what kind of grounds should a compulsory license be available? In more specific, should the following be categorically considered a justified ground for granting a compulsory license in the presence of an overriding interest:
a. National emergency (or regional emergency as applicable). Please answer YES or NO, you may add a brief explanation.

YES

[bookmark: _Int_bTjvK6dJ]b. Other circumstances of extreme urgency. Please answer YES or NO, you may add a brief explanation.

YES

c. General public interest. Please answer YES or NO, you may add a brief explanation.

YES

d. Public non-commercial use. Please answer YES or NO, you may add a brief explanation.

NO.

e. Unmet needs. Please answer YES or NO, you may add a brief explanation.

YES.

f. Unreasonable pricing. Please answer YES or NO, you may add a brief explanation.

NO.

[bookmark: _Int_mMffV4BY]g. Non-working/insufficient working. Please answer YES or NO, you may add a brief explanation.

YES.

h. Related or dependent patent. Please answer YES or NO, you may add a brief explanation.

YES.

i. To remedy anti-competitive practice(s). Please answer YES or NO, you may add a brief explanation

NO.

j. Other. Please answer YES or NO, you may add a brief explanation.

NO.


Scope and conditions for a compulsory license

23) Should compulsory licenses be available for both patents and pending patent applications alike? Please answer YES or NO, you may add a brief explanation.

YES.
When all the conditions for the request and grant of a compulsory license are met, there should be no condition preventing a request from being filed and a license granted based on a patent application.  
On the contrary, preventing the grant of an otherwise well-founded compulsory license for patent applications goes against the legitimate interests that serve as a basis for the license such as public health and safety.
In that situation, the royalty set for such a license must take into account the fact that a patent has not yet been granted. The license conditions should be revised upon the grant or non-grant of the patent to reflect the updated status. This ensures that the interests of both the patent applicant and the public are balanced appropriately.

24) Should compulsory licenses also be extended to patent term extensions (e.g. supplementary protection certificates). Please answer YES or NO, you may add a brief explanation.

YES.
A compulsory license for a basic patent should extend to the supplementary protection certificate (SPC) based on the basic patent, including the optional paediatric extension. 
Where relevant, the compulsory license should specify such an extension to the SPC.
This extension would allow a compulsory license on a basic patent to produce its effect should the crisis-relevant products no longer be protected by the basic patent while being protected through a SPC after the expiration of the basic patent. 
However, such a license should be extended to the SPC only if the normal term of the patent does not cover the entire duration of the license as granted on the basic patent and only if an SPC has been validly granted in the Member State of interest for the compulsory license.
It should also apply to a SPC in isolation where the license is granted after the expiry of the patent.

25) Provided that other criteria for the grant of a compulsory license are met, should compulsory licenses be available for any person: [Please select the alternative that represents your Groups view the best and provide a brief explanation for your choice.]
a. Yes, to any (local or foreign) party.

YES.
A compulsory license should be available to any public or any private entity or any qualified person who/which would be able to exploit the patent concerned locally. Foreigners or foreign companies can also apply for such compulsory license. 
b. Yes, but to local parties only. 
c. No, only to certain categories of local compulsory licensees. 
d. No, only to certain categories of local or foreign compulsory licensees. 
e. No, to only to another specific group of compulsory licensees.

26) If your answer to question 25) was YES (answer a or b), please move forward to question 27). If your answer to question 25) was NO, should in general compulsory licenses be available for:
a. Governmental bodies? Please answer YES or NO, you may add a brief explanation.
b. Non-commercial research organizations? Please answer YES or NO, you may add a brief explanation.
c. Other non-profit organizations? Please answer YES or NO, you may add a brief explanation.
d. Commercial entities? Please answer YES or NO, you may add a brief explanation.
e. Other? Please answer YES or NO, you may add a brief explanation.

27) Article 31 of the TRIPS Agreement lays out certain requirements (e.g., required effort to obtain a voluntary license for a reasonable period of time) for a compulsory license to be granted. Are there other or more detailed conditions that should be met prior to the grant of a compulsory license? E.g.:
a. Should there continue to be a requirement of an effort to obtain a license on commercial terms (a voluntary license)? Please answer YES or NO, you may add a brief explanation.

YES.
The negotiation of a voluntary license should be an obligatory prerequisite before initiating any compulsory licensing process. In accordance with international obligations (i.e. Article 31 of the TRIPS Agreement), as a condition for making use of compulsory licensing, efforts should have been made to obtain prior authorisation from the rights-holder on reasonable commercial terms and conditions and such efforts should have not been successful within a reasonable period of time.

i. If your answer to subpoint a above was YES, what kind of efforts should be considered sufficient? E.g., what role should the express refusal or express willingness to license play in assessing whether compulsory license should be granted?
An express refusal or express willingness to license should be a good reason in assessing whether compulsory license should be granted.

ii. For how long period of time should voluntary licensing negotiations have been ongoing before a compulsory license could be applied for and subsequently granted?
The time limit for voluntary licensing negotiations should be short, particularly in the event of an emergency for the public and define on a case-by-case basis.
However, as indicated above, voluntary agreements should be encouraged, and this is best met by providing for a reasonable time period for the rights holder to reach a voluntary agreement in the event of a crisis. Without this, there is little incentive for a third party seeking a compulsory license to contemplate a voluntary license, which will inevitably hamper the efforts to resolve the crisis.
In any case, the time period to agree to such a voluntary license shall be sufficient to enable negotiations with potential partners, taking into account the urgency of the matter.

iii. Should disagreement on the cost of a voluntary license in itself constitute a sufficient criterion for initiation of procedure of compulsory licensing? 

NO.
A disagreement on the cost of a voluntary license in itself should not constitute a sufficient criterion for initiation of procedure of compulsory licensing because in all cases (voluntary or compulsory) a price will have to be negotiated.

b. Should there be any minimum requirements for working/non-working of the patent? E.g.:
i. Compulsory license should be available irrespective of how the patent has been, or has not been, worked within the jurisdiction involved; Please answer YES or NO, you may add a brief explanation.

NO.
[bookmark: _Hlk194420183]The need of setting strict requirements for lack of exploitation of the patent arises from several considerations: 
· compulsory Licensing represents an exception to the normal exclusivity enjoyed by a right-holder and, as such, must be applied narrowly;
· the patent owner must have had a sufficient opportunity to work its patent and enjoy an exclusivity before a third party can be granted a compulsory license for lack of or insufficient exploitation of the patent;
· the requirement of lack of or insufficient exploitation of the patent must take into consideration the existence of alternative patented or non-patented technology worked by the patentee, offering commercial alternative products or services. 
Consequently, a compulsory license should be available only when a certain threshold of non-working is met or to combat certain abuses of intellectual property rights.
In any case, the patent owner must be informed and heard on the use that is contemplated of the object covered by his patent before engaging any proceeding regarding compulsory licensing, except in case of national defence or national economy.

ii. Compulsory license should not be available if the patent is currently being worked within the jurisdiction involved; Please answer YES or NO, you may add a brief explanation.

YES.
See the brief explanation just above in i).

iii. Compulsory license should not be available if the patent is currently not being worked within the jurisdiction involved but has in the past been worked within the jurisdiction involved. Please answer YES or NO, you may add a brief explanation.

NO.
See the brief explanation just above in i).

28) Procedural considerations:
a. Who should bear the burden of proof of establishing that conditions for the grant of a compulsory license are met?

In the context of compulsory licensing, the burden of proof typically falls on the party seeking the compulsory license. This means that the applicant must provide sufficient evidence to demonstrate that the conditions for granting the compulsory license are met. 
b. Should the patentee always have a right to receive prior notification of a potential compulsory license before such is granted? Please answer YES or NO and add a brief explanation (in particular of any exceptions).

YES. 
See the brief explanation just above in question 27.

c. Should the patentee always have a right to be heard in cases of compulsory licensing? Please answer YES or NO and add a brief explanation (in particular of any exceptions).

YES.
See the brief explanation just above in question 27.


Scope and characteristics of a compulsory license

29) Should compulsory licenses be categorically:
a. Non-exclusive / Exclusive / Depend on the case [please choose one alternative, you may add a brief explanation]
Non-exclusive.

b. Transferable / Non-transferable / Non-transferable except in the context of transfer of the relevant business/assets / Depend on the case [please choose one alternative, you may add a brief explanation]
Non-transferable.

[bookmark: _Int_oS7f7aTe][bookmark: _Int_iqOYH7jm]c. Sublicensable / Non-sublicensable / Non-sublicensable except as needed to effect the exploitation of the permitted license (e.g., sublicensing required within supply chain) / Depend on the case [please choose one alternative, you may add a brief explanation]
[bookmark: _Int_NJmSj2md]Non-sublicensable except as needed to effect the exploitation of the permitted license (e.g. to a subcontractor involved in the supply chain).

d. Available for all activities (manufacturing, selling, using, etc.) within the scope of the patent. Please answer YES or NO and add a brief explanation.

YES.

30) How should the territorial scope of a compulsory license be determined?
The territorial scope of a compulsory license is typically determined based on the jurisdiction issuing the license and the specific needs of the situation. Here are some key considerations:
1. Jurisdictional Authority: The compulsory license is usually granted by a government authority or court within a specific country. This means the license is valid within the borders of that country.
2. Cross-Border Supply Chains: In cases of international crises or emergencies, the territorial scope may need to cover multiple countries to ensure the effective distribution of essential products and technologies. For example, the European Union is working on a framework to ensure that compulsory licenses can address cross-border supply chains during crises.
3. Public Health Needs: The scope can also be influenced by the public health needs of the region. If a health emergency affects multiple countries, the license may be extended to cover those areas to ensure adequate access to necessary medical products.
4. International Agreements: Some compulsory licenses may be influenced by international agreements or treaties that facilitate broader territorial coverage, especially in the context of global health emergencies.

31) How should the term of the compulsory license be determined? E.g., should the compulsory license be limited strictly for the period during which the overriding interest subsists or should it be available for a fixed term irrespective of the continuation of the existence of the overriding interest:
a. For the duration of the existence of the overriding interest?
NO.

b. For fixed term(s)?
YES.
The compulsory license should be granted for a fixed term, irrespective of the continuation of the overriding interest. This approach provides certainty and stability for both the licensee and the patent holder, as the duration is predefined and not subject to change based on external factors.

c. Other? Please add a brief explanation.
The compulsory license could be granted for an initial fixed term with the possibility of renewal based on the continuation of the overriding interest. This approach provides a balance between flexibility and predictability
32) Should compulsory license be limited to:
a. Specified products/processes? Please answer YES or NO and add a brief explanation.
YES.

b. Specified quantities or volumes? Please answer YES or NO and add a brief explanation.
YES.

c. Specified uses of the patented invention? Please answer YES or NO and add a brief explanation.
YES.

33) What kind of obligations (if any) should the patentee have vis-à-vis the licensee? E.g.:
a. Should the patent holder be required to provide further information on the implementation of the patent to the compulsory licensee? Please answer YES or NO and add a brief explanation. 
NO.

b. Should the patent holder be required to provide to the compulsory licensee trade secrets or other know-how for the purposes of the compulsory licensee to work the invention effectively? Please answer YES or NO and add a brief explanation.
NO.
A Party may not require the patent owner to provide undisclosed information or technical know-how related to a patented invention that has been authorised for use.
[bookmark: _Int_27EiPJ6Y]Pursuant to Article 39.1 of TRIPS, Members must ensure effective protection for trade secrets (“undisclosed information”) and for data submitted to obtain a marketing authorisation (RDP).  Members must respect minimum standards of protection preventing disclosure, acquisition, and use of trade secrets without the consent of persons in lawful control in a manner contrary to honest commercial practices (TRIPS Art 39.2). Members must also protect data submitted for the marketing authorisation of pharmaceutical products from “unfair commercial use” and “disclosure“ (TRIPS Art. 39.3). 
[bookmark: _Int_Pl82TyWa]Consequently, allowing an access to rights-holder’s trade secret or other know how is a wholesale disregard of fundamental IP rights. The very nature of trade secrets is such that their value is extinguished immediately on disclosure, and once a trade secret is out it is impossible to put the genie back into the bottle. Finally, the selection of a qualified licensee to whom a CL is granted – one who can be expected to successfully produce goods to resolve a given crisis – should mean that any such knowledge transfer is unnecessary.
[bookmark: _Int_LhC4hlOc]Additionally, in any case, the patent specification must fulfill the criteria of sufficiency of disclosure, ensuring that all the information needed to reproduce the invention covered by the patent is included in it. This guarantees that the invention can be effectively utilized under the compulsory license without requiring to provide any trade-secret or know-how.


Remuneration
34. How should the remuneration to the patentee be determined:
a. Should the patentee be always entitled to a remuneration for the compulsory license? Please answer YES or NO and add a brief explanation.

YES.
The patentee should always be entitled to remuneration for the compulsory license.
A license is defined as a contract by which the patentee authorizes a third party, the licensee, to exploit the patent, in return for remuneration. A compulsory license (both judicial and ex officio) should be no exception, otherwise it would be an expropriation.
This ensures that the patent holder receives fair compensation for the use of their intellectual property, even when the license is granted under compulsory conditions. This principle is supported by international agreements such as the TRIPS Agreement, which mandates that remuneration should be provided to the patent holder under reasonable terms.

b. How and when should the adequacy of the remuneration be determined?
The remuneration should be determined at the time the compulsory license (both judicial and ex officio) is initially granted. This ensures that the patent holder receives fair compensation from the outset. However, this should not exclude the possibility to revise the remuneration to ensure it remains adequate over time. 
The parties should first attempt to reach an amicable agreement, and in case of failure, the Court or a competent Authority should determine the remuneration considering all the relevant factors (e.g. patent’s value, average royalty rates in this industry, …).
The remuneration should be reviewed at regular intervals (e.g., annually) to adjust for changes in market conditions, usage, and the ongoing value of the patent. This helps maintain fairness over time.
Either party (patent holder or licensee) should have the right to request a review of the remuneration if there are significant changes in circumstances that could affect the value of the license. This provides flexibility to adapt to new developments.

c. Should remuneration be based on reasonable compensation comparable to a license fee. Please answer YES or NO and add a brief explanation.

YES. 
One of the criteria used to determine the reasonable compensation is the average royalty rate in the licenses in the technical field. 

i. If you answered YES to c, how should the reasonable compensation be determined?
The reasonable compensation should only be determined on a case-by-case basis. 
The remuneration should reflect the economic value of the authorization, considering factors such as the market price of the patented product, the cost of development, and the potential impact on public health. It can be useful to compare the royalty rates of similar voluntary licenses in the same industry to ensure fairness. 

d. Should there be a fixed cap on remuneration (e.g., a certain percentage of revenue)? Please answer YES or NO and add a brief explanation.
NO.
The guiding principle should be an adequate remuneration, determined on a case-by-case basis considering all the relevant factors (e.g. patent’s value, average royalty rates in this industry, …).

e. Who should determine the remuneration?
As mentioned above, when it is possible, the parties should first attempt to reach an amicable agreement, and in case of failure, the Court or a competent Authority should determine the remuneration.
When it is deemed more appropriate the competent Authority could also determine the remuneration on its own motion when granting the compulsory license (for example for the manufacture of pharmaceutical products for export to countries with public health problems).

f. Should the method for calculating the remuneration be the same for compulsory licenses granted in situations of extreme urgency and of other nature? Please answer YES or NO and add a brief explanation.

YES.
The guiding principle should in any cases be an adequate remuneration and the possibility to revise it to ensure it remains adequate over time. Situations of emergency should be no exception. However, the determination of the remuneration should not be an obstacle to the issuance of the compulsory license in situations of extreme urgency. In such cases, the remuneration could be regularized after the issuance of the compulsory license.


Measures for monitoring compliance with a compulsory license
35) Reporting and monitoring.
a. What kind of reporting obligations should apply with respect to compulsory licenses:
i. Should the compulsory licensee be required to provide periodic reporting of the exploitation of the license? Please answer YES or NO and add a brief explanation.

YES. 
A licensee is usually required to provide periodic reporting of the exploitation of the license. A compulsory license should be no exception. 
The compulsory licensee should be required to provide periodic reporting of the exploitation of the license. This ensures transparency and accountability in the use of the licensed technology or product. 

ii. Should the patentee have the right to audit the compulsory licensee? Please answer YES or NO and add a brief explanation.

YES.
As for any other licenses, the patentee should have the right to perform regular audits, such as royalty audits. The patentee should be able be perform this audit either directed or indirectly (with an auditor such as a certified accountant).

iii. Other? Please add a brief explanation.

YES.
When the competent Authority grants the license, this authority should have access to periodic reporting of the exploitation of the license. For example, for a compulsory license granted under Regulation (EC) n°816/2006, the licensee should report to the competent authority the sales and exportations of the products. 
The competent authority should be able to closely monitor and audit the licensee when a compulsory license is granted for regulated industries.  

b. What kind of other measures should be in place to ensure that the use of the compulsory license remains within its permitted sphere? Please add a brief explanation.
When products are exported under a compulsory license, customs officials could be involved in reporting and/or monitoring.  

36) Revocation of a compulsory license.
a. Should a compulsory license be revocable or otherwise capable of being terminated during its term? Please answer YES or NO and add a brief explanation.

YES.
However, the revocation or termination should be balanced with the interests of the licensee or of the public.

b. What kind of reasons should give rise to termination or revocation of the compulsory license:
i. circumstances having led to the compulsory license ceasing to exist or being unlikely to recur? Please answer YES or NO and add a brief explanation.
YES.
Compulsory licenses being an exception to the rights of the patentee, it seems reasonable to apply them strictly and to terminate them as soon as possible, in particular if the circumstances having led to the compulsory license cease to exist or are unlikely to recur.
However, this should be balanced with the interest of the licensee who has met its obligations under the compulsory license, who has made significant investments in order to work the patent that have not yet paid off at the time the revocation or termination of the compulsory license is requested, especially where these investments were made to respond to a public need (public health, export to countries with public health problems, economic development or national defence).

ii. Breach of the compulsory license? Please answer YES or NO and add a brief explanation.
YES.
Compulsory licenses being an exception to the rights of the patentee, it seems reasonable to apply them strictly and to sanction the licensee in case of breach.
However, in the case of compulsory license granted in the interest of the public (public heath, export to countries with public health problems, economic development, national defense) it should be verified that the revocation or termination of the compulsory license does not unduly affect the public, in which case another sanction of the licensee should be pursued.

iii. Failure to pay remuneration for the compulsory license? Please answer YES or NO and add a brief explanation.
YES.
Remuneration being what distinguishes compulsory license from expropriation, it seems reasonable to condition the existence of the compulsory license to the payment of a remuneration.
However, in the case of compulsory license granted in the interest of the public (public heath, export to countries with public health problems, economic development, national defense) it should be verified that the revocation or termination of the compulsory license does not unduly affect the public, in which case another sanction of the licensee should be pursued.

iv. Other? Please add a brief explanation.
NO.

c. Who should bear the responsibility of monitoring that the conditions for grant of a compulsory license continue to subsist during the term of the compulsory license?
The responsibility of monitoring that the conditions for the grant of a compulsory license continue to subsist during its term typically falls on the regulatory authority or government body that issued the license. A difference should be made between the judicial and ex officio compulsory licenses.This ensures that the license is being used appropriately and that the conditions justifying its issuance are still valid. This approach helps maintain the integrity of the compulsory licensing system and ensures that it continues to serve its intended purpose.
In the case of an ex officio compulsory license, the administrative authority having granted the license should bear this responsibility.
In the case of a judicial compulsory license, each party should monitor that the conditions for grant of a compulsory license continue to subsist during the term of the compulsory license and the party which considers that the conditions cease to exist bear the responsibility of seizing the judicial authority to request an amendment or the revocation/termination of the license. In some cases, independent experts or stakeholders may be involved in the monitoring process to provide additional oversight and ensure transparency.


d. Aside from potential termination of the compulsory license, should there be other remedies available for the patentee against breach of the compulsory license? Please answer YES or NO and add a brief explanation. 
YES.

i. Damages? Please answer YES or NO and add a brief explanation. 
YES.
The patentee should be offered compensation in case of breach of the license.

ii. Fines? Please answer YES or NO and add a brief explanation.
YES.
However, compensation of the patentee through damages should be favored.

iii. Other remedies? Please answer YES or NO and add a brief explanation.
NO.

37) Please comment on any additional issues concerning any aspect of compulsory licensing that you consider relevant to this Study Question.
N.A.

38) Please indicate which industry sector views provided by in-house counsels are included in your Group’s answers to Part III.
Pharmaceuticals
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