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As many laboratories around the world are making every effort to �nd a treatment for Covid-19 and more
clinical trials are conducted[1], it is worth considering the legal mechanisms that could facilitate the
quantitatively and qualitatively suf�cient, and �nancially acceptable, exploitation of patent rights that will
prove useful in curbing the epidemic and preventing a new one.  
 
In a study published in 2019, WIPO[2] identi�ed 156 countries or territories which provide for the exception regarding
compulsory licensing. Such exception allows for the use of a patent without the consent of the owner[3].   
 
The study concluded that "the mechanism has been rarely used, considering the total number of patent grants"[4], but that
in some countries such as Brazil, Canada or the United-States, "the existence of such provisions, or announcement of
intention to invoke such provisions, promotes willingness on the side of the patentees to conclude licensing agreements.
Thus, the potential to issue compulsory license can be part of the policy tool". 
 
This possibility is strictly limited by Article 31 of the 1994 TRIPS Agreement[5], to which the majority of the world's
countries are signatories as members of the World Trade Organization. 
 
Nevertheless, according to such Article 31, this strict framework may be made more �exible "in the case of a national
emergency or other circumstances of extreme urgency or in cases of public non-commercial use". The 2001 Declaration
on the TRIPS Agreement and Public Health clari�ed this concept of emergency or urgency by stating, inter alia, that
"Each member has the right to determine what constitutes a national emergency or other circumstances of extreme
urgency, it being understood that public health crises, including those relating to HIV/AIDS, tuberculosis, malaria and other
epidemics, can represent a national emergency or other circumstances of extreme urgency"[6].  
 
As the Covid-19 pandemic is undoubtedly a "case of extreme urgency", some countries have begun to adopt
extraordinary measures to ease the conditions governing the use of compulsory licenses[7], and the WHO
Director-General has expressed support for the establishment of open access or licensing on reasonable terms for all
countries regarding drugs, vaccines and diagnostics used against Covid-19[8]. 
 
In France, the emergency law n° 2020-290 of 23 March 2020 to deal with the covid-19 epidemic introduced
a new article L.3131-15 in the public health code.  
 
This article allows the Prime Minister, when a state of health emergency is declared, and for the sole purpose of
guaranteeing public health :

- to order the requisition of all goods and services necessary to �ght the health disaster and of any person
necessary for the operation of these services or the use of these goods ; 
- to take all measures to make available to patients appropriate medicines for the eradication of the health
disaster;

Such measures must be "strictly proportionate to the health risks at stake and appropriate to the circumstances of the
time and place" and "shall be terminated without delay when they are no longer necessary". Compensation for requisitions
is governed by the Code of defence[9]. 
 
This text gave rise to intense discussions at the French Parliament during which the Minister of Health indicated that "I
do not exclude the possibility of applying for compulsory licenses or price ceilings for drugs that would not be
produced in France, for example, for products with proven ef�cacy (...) for example, a sequestration of drugs that would
otherwise leave France. Overly complex mechanisms waste time”[10].  
 
The existing legislative framework on compulsory licenses needs to be reviewed in order to better understand why this
framework is so ill-suited to the current situation and why these emergency measures were therefore necessary. 
 
France has had several compulsory licensing mechanisms in place since Law No. 68-1 of 2 January 1968 on
patents.  
 
The Intellectual Property Code ("IPC") refers to “licence obligatoire” for compulsory licenses granted by a judicial
authority i.e. a Court, under certain conditions, and exclusively in the following cases:

- If the patent in question is not exploited, or not suf�ciently to meet the needs of the French market (L613-11 to
L613-14 and R613-4 et seq. IPC) ; 
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- If the patent in question is necessary for the exploitation of a subsequent patent or plant variety right, provided
that the invention or variety protected by that subsequent right constitutes, with respect to the earlier patent,
"signi�cant technical progress and is of considerable economic interest" (L613-15 and L613-5-1 and R613-4
et seq. IPC).

Disputes relating to these licenses must be heard by the Paris Court of First Instance. However, for the time being while
con�nement is on-going, the Court only deals with "essential litigation" i.e. in practice, certain litigation in criminal and
family matters, civil matters being limited - for the most part - to urgent summary proceedings[11]. Litigation concerning
intellectual property rights is therefore excluded. The implementation of these compulsory licenses would consequently
only be possible, for the time being, subject to the applicant's demonstrating urgency which, in view of the time limits
laid down in the IPC, would not be easy despite the situation. 
 
The term “license d’of�ce” is used for compulsory licenses granted by decision of the public authorities, under certain
conditions, and exclusively in the following cases:

- If required in the interest of public health (L613-16 and R613-10 et seq. IPC) ; 
 
- If a patent is necessary for the manufacture of pharmaceutical products to be exported to countries with public
health problems (L613-17-1 et seq. and R613-25-1 et seq. IPC implementing the Regulation (EC) No
816/2006 in France) ; 
 
- If failure to use the patent in question is seriously prejudicial to economic development and the public interest
(L613-18 and R613-26 et seq. IPC); 
 
- For the needs of national defence, but in this case the license is granted directly to the State (L613-19 and
R613-34 et seq. ICC).

In all these cases, the license is non-exclusive. 
 
We will focus on these compulsory licenses granted by public authorities, with the national territory as their object. 
 
1. Compulsory license in the interest of public health (L613-16 and R613-10 et seq. IPC) 
 
The conditions for the application of the system of compulsory licensing in the interest of public health (1.) and the
mechanism to be respected for its implementation (2.) are complex and highly regulated, which may explain why this
system has never been implemented in France by the public authorities[12] and why it is relatively unsuited to the current
crisis, contrary to what its title suggests. 
 
1.1. Conditions for the application of a compulsory license in the interest of public health

(a) Conditions as to the patent at stake

In order to be subject to a compulsory license in the interest of public health, the invention in question
must �rst be covered by a "granted patent"[13]. 
 
This regime is therefore excluded for patent applications, which constitutes a �rst limit to the use of this mechanism in
the current crisis. For example, if research led to the discovery of a new molecule to treat the virus, a patent application
would be �led and the patent granted probably within several years. The compulsory license under Article L613-16
would therefore be inapplicable immediately. One may also question the application of these provisions to
supplementary protection certi�cates, a separate title from patents, which are not speci�cally mentioned. This absence
adds a bias. 
 
In order to be subject to a compulsory license in the interest of public health, the invention must also relate
to :

- A medicinal product, a medical device, an in vitro diagnostic medical device, an ancillary therapeutic product; 
- Process for obtaining them, a product necessary for obtaining them or a process for manufacturing such a
product ; 
- An ex vivo diagnostic method.

This list covers almost all inventions in the medical and pharmaceutical �eld, although it should be noted that it does not
cover in vivo diagnostic methods, but these are not in the current debate. 
 
On the other hand, this list does not cover inventions outside the medical or pharmaceutical �eld. Thus, for example, if
France were faced with a drinking water supply problem, the compulsory license could not be imposed on water
collection systems or water treatment �lters, but only on products for treating patients suffering from the problem. Nor
would it likely apply to products that inactivate or remove viruses and bacteria from water.

(b) Conditions relating to unsatisfactory market supply



A compulsory license in the interest of public health may be implemented only if the market is unsatisfactorily supplied
for, inter alia, at least one of the following reasons :

- The products, products resulting from processes, or methods, covered by the patent are made available to the
public in insuf�cient quantity, or 
- They are made available to the public in insuf�cient quality, or 
- They are made available to the public at abnormally high prices[14], [...]

A product of satisfactory quality, available in suf�cient quantity but at an abnormally high price could thus
enter the mechanism. This is what some parliamentarians have recalled, between 2014 and 2017, during the
discussions on the social security �nancing bills. For four years, senators have proposed adding to Article L138-19-1 of
the Social Security Code, relating to the price of hepatitis C drugs, a paragraph indicating that in the absence of an
amicable agreement between the CEPS[15] and the companies holding the exploitation rights on the price of these
drugs, the mechanism of compulsory licenses in the interest of public health could be implemented[16]. These
proposed amendments, which were systematically rejected because they merely recalled the existence of a mechanism
already provided in the law, were intended solely to spark debate on the non-use of this mechanism to control the price
of medicines. 
 
A good quality product, at a reasonable price but with volumes that cannot satisfy demand, could also enter
into this mechanism. This is the hypothesis addressed by the bill to combat shortages of medicines and vaccines,
tabled on 16 April 2019 in the Senate[17]. This text proposes to add an article L5124-9-2 to the Public Health Code,
according to which, in the event of a marketing stoppage or recurrent supply disruptions of medicines of major
therapeutic interest[18], certain activities (such as manufacturing, importing, exporting and wholesale distribution) could
be carried out, exceptionally and for a limited period, by public institutions, under a compulsory license in the interest of
public health, the conditions of implementation of which would be speci�ed by a speci�c decree. 
 
The use of compulsory licensing "whenever necessary to obtain supplies of generic medicines or to limit the price of
innovative medicines in the interest of public health" is also one of the recommendations of the CNCDH[19] in its opinion
of 22 May 2018 on abuse in the health system[20]. 
 
1.2. The implementation of the mechanism of compulsory license in the interest of public health 
 
The implementation of such compulsory license mechanism consists of two phases.

(a) An amicable phase

The text provides, in the �rst instance, for an amicable phase between the patent holder and the Minister of Industrial
Property. 
 
However, this amicable phase is not required "in case of urgency" (L613-16 last paragraph of the ICC)[21]. Most
probably, this derogation was not seen in itself suf�cient to make this text suitable for the current pandemic situation,
since the health minister is now considering the grant of compulsory licenses not on the basis of this text but on the
basis of the extraordinary powers granted to him by the emergency law of 23 March 2020 (see above).

(b) A phase of consultation between the various ministries and decision-making

This phase is organized as follows:

- The Minister responsible for industrial property shall, at the request of the Minister responsible for public health,
refer the matter to a special committee comprising representatives of the health sector and the industrial property
sector. The composition of this commission is very dense and requires various appointments, making its creation
dif�cult[22]. 
 
- This committee shall collect the observations of the patentee and any licensees and could hear them, as well as
the applicant for the license[23]. It shall deliver a reasoned opinion not later than two months after the matter has
been referred to it[24]. 
 
- At the request of the Minister responsible for public health and on the basis of the opinion of the Commission,
the Minister responsible for industrial property shall issue an initial order making the patent in question subject to
the compulsory license system[25]. 
 
- This order is automatically entered in the National Patent Register ("NPR")[26]. It is an appeal by the State to
the attention of "any quali�ed person", i.e. a person having the capacity to produce the invention which is the
subject of the patent. This may be a private or public person (such as the National Public Health Agency, as
provided for in Article L.1413-4 of the Public Health Code). This person then asks the Minister in charge of
industrial property to issue a second order in which it is granted a compulsory license[27]. In the current state of
operation of the INPI related to the crisis, the registration in the NPR could take several weeks. 
 
- The Commission has a further two months from that request to deliver a second reasoned opinion, after hearing
the comments of the license applicant, the patentee and any licensees[28]. 
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- It is on the basis of this second opinion that the Minister responsible for industrial property 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[29]. 
 
- Negotiation of the price of the license is left to the parties[30] but subject to the approval of the two
aforementioned Ministries. In the absence of an approved agreement, the Paris Court of First Instance which will
decide in an accelerated manner[31]. The Paris Court of First Instance currently (while con�nement is on-going)
only deals, in civil matters, with urgent summary proceedings[32]. The implementation of these provisions would
therefore only be possible at present if the applicant could demonstrate urgency.

With regard to the remuneration of the patent holder, Article 31 of the 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". On the basis of such provision, a Senate report on drug policy[33] has stated that "The risk in the event of
recourse to a compulsory license is therefore that the national judge will order the State to pay the price charged by the
laboratory, which price will, from the point of view of public �nances, be added to the cost of purchasing or at least
producing the drugs produced on the basis of the compulsory license". This needs to be quali�ed. The State would only
be liable for this "adequate remuneration" if it took the license directly, and not if the license was taken by private
companies such as generic producers. Furthermore, it is conceivable that a national judge would not impose exactly the
amount of royalties requested by the patent holder but would determine one according to the circumstances of the case
such as the average rate of royalties paid in the relevant �eld, 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[34]. 
 
The deterrent effect of the mechanism of compulsory licensing in the interest of public health is primarily due to the
complexity and length of the consultation and decision-making process described above. Moreover, this license takes
effect only from the noti�cation of the granting order to the parties[35] i.e. at least four months after the referral to the
special commission. 
 
This complexity and the length of the process make this mechanism unsuitable for the current crisis. 
 
2. The compulsory license in the interest of economic development (L613-18 and R613-26 to R613-33 of the
IPC) 
 
For patents other than those referred to in Article L613-16 - i.e., in general, all those not related to public health – a
compulsory licensing mechanism is also provided for in the event that such patents are not satisfactorily exploited to
meet the needs of the national economy. 
 
The conditions for the implementation of this compulsory license are as follows:

- In the �rst instance, the Minister responsible for industrial property shall consult the Minister for the Economy
and Finance and the Minister responsible for Scienti�c Research and Atomic and Space Matters[36] ; 
 
- After this consultation, it shall take a reasoned decision in which it shall urge the owner of the patent to
undertake the exploitation of the patent in such a way as to satisfy the needs of the national economy, which
needs must be explicitly speci�ed[37] ; 
 
- If, within one year of receipt of this formal notice (which could be extended for a further year in case of legitimate
excuses), the exploitation is still insuf�cient and is "seriously prejudicial to the economic development and the
public interest", the patent may be subject to the compulsory license regime by decree of the Council of State; 
 
- This decree is issued on the basis of a joint report by at least two ministers: the minister responsible for
industrial property and the minister responsible for scienti�c research and atomic and space matters, and
possibly also the minister responsible for the subject matter of the patent[38]; 
 
- As with licensing in the interest of public health, quali�ed persons may then apply for a compulsory license[39] ; 
 
- The owner of the patent and any licensees may submit their observations within two months of noti�cation of the
request[40]; 
 
- It is only at the end of these two months that the Minister in charge of industrial property may issue the order
granting the license, which shall determine its duration and scope, the royalties being �xed by the Paris Court of
First Instance in the absence of agreement between the parties.

Again, the license takes effect on the date of noti�cation of the grant order to the parties. 
 
Although somewhat less complex than the mechanism of compulsory license in the interest of public health, the
mechanism of compulsory license in the interest of economic development is nonetheless extremely long, given the
minimum one-year period granted to the patentee to resume satisfactory exploitation of the patent. 
 
It therefore seems particularly ill-suited to the current crisis. 
 



3. Compulsory license or expropriation for the needs of national defence (L613-19 and R613-34 et seq. of
the IPC) 
 
Articles L613-19 and L613-20 provide respectively for a mechanism of compulsory license and expropriation of the
patent holder for national defence purposes. 
 
These are the only mechanisms for using an invention without the authorization of the title holder that could apply not only
to a granted patent but also to a patent application. 
 
It might seem strange to pretend that a text related to national defence could apply to the current health crisis situation.
However, on reading Article L. 1111-1 of the Defence Code, the contours of the notion of "national defence" seem
relatively �exible: 
 
"The defence policy aims to ensure the integrity of the territory and the protection of the population against armed
aggression. It contributes to the �ght against other threats to national security[41]. It ensures respect for international
alliances, treaties and agreements and participates, within the framework of the European treaties in force, in the Common
European Security and Defence Policy". 
 
It can already be noted that, with regard to compensation for requisitions, the new article L3131-15 of the Public Health
code refers to the regime of compensation for requisitions for the general needs of the nation provided for in the
Defence Code[42]. 
 
Could we have gone even further, taking literally the words of the French President Macron equating the current crisis to
a "war" and considering that this epidemic does indeed constitute a "threat to national security" justifying the application
of the system of compulsory licensing or expropriation for the needs of national defence? 
 
That is what the State of Israel seems to have done as Israel would indeed be the �rst country where a compulsory
licence related to Covid-19 would have been granted and this licence would have been issued under section 104 of the
Patent Law allowing the State to circumvent the patent law for national defence purposes. This license authorizes the
State of Israel to import from India a generic version of AbbLife Kaletra, solely for the treatment of patients with
coronavirus. This would be the �rst compulsory license issued in the country under Article 104 since the introduction of
this provision in 1967. 
 
The advantage of using this mechanism lies in the fact that it could apply not only to granted patents, but also to patent
applications and probably also to supplementary protection certi�cates. 
 
Its implementation is relatively less complex than that of compulsory licensing in the interest of public health:

- The Minister in charge of national defence shall send a request for compulsory license to the Minister in charge
of Industrial Property explaining "all useful details" on the conditions necessary to meet the needs of national
defence, in particular the scope of the license (total or partial), its duration and the fate of any improvements[43]. 
 
- 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[44]. The
texts do not specify the deadline by which this letter must be sent. 
 
- In the absence of an amicable agreement on this remuneration, the matter may be referred to the Paris Court of
First Instance. This referral can only take place after a minimum of four months following receipt of the registered
from the patent owner[45]. 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[46] which shall also apply to the court hearing any appeal[47].

This implementation is also faster. Indeed, unlike licensing in the interest of public health :

- The granting order is much quicker since it does not require an amicable agreement to be reached, nor does it
require a special commission to be set up (the amicable phase only begins a posteriori and on the sole subject of
the amount of the license, not on its principle or on the other conditions); 
- The license for national defence purposes shall take effect on the date of the request of the Minister
responsible for national defence[48].

Therefore, it appears to be a much shorter mechanism than the compulsory license in the interest of public health and
therefore one could have imagined that it would be implemented for the purposes of the current crisis. 
 
Nevertheless, if the government had thought of using it at all, it would probably have given rise to a great deal of
discussion and criticism since it would have been based on a broad interpretation of the concept of "national defence". 
 
In conclusion, no existing compulsory licensing mechanism was really adapted to the current situation.  
 
It is therefore understandable that the Government preferred to resort to the emergency measures of Law 2020-290



and in particular to the new article L3131-15 of the Public Health Code, which provides, in a much more �exible and
less regulated manner, for the possibility of taking requisition measures and any measures to make available to patients
appropriate medicines for the eradication of the health disaster, while recalling, in its last paragraph, that such measures
must be "strictly proportionate to the health risks at stake and appropriate to the circumstances of the time and place" and
that "they shall be terminated without delay when they are no longer necessary". It should also be noted that these
emergency measures would also apply to other industrial property rights such as registered designs which are likely to
protect certain medical devices, such as masks; another limitation of the current texts was the restriction on patents. 
 
Aware of the inapplicability of the current system, the government was correct to envisage a new legal mechanism. 
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