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ALBANIA

Law No. 9947 of July 7, 2008, on Industrial Property (as amended up to Law No. 55/2014 of May
29,2014)

Articles 50 and 51

Article 50 Compulsory Licenses

1. On request, the court is entitled to grant a compulsory license to any Person who can
demonstrate the capability to exploit the invention which is the subject-matter of the granted
patent in the Republic of Albania when he meets all the requirements defined in the
implementing regulation of this Law, provided that:

a) four years have expired from the filing of the application and three years have expired from
the grant of the patent;

b) the patent owner has not exploited the patent on reasonable terms or has not made effective
and serious preparations to do so, unless he provides legitimate reasons to justify his inaction.
c) the Person requesting the compulsory license has made efforts to obtain authorization from
the patent owner on reasonable commercial terms and conditions, and if such efforts have not
been successful within a reasonable period of time.

2. Based on the request, for a non-exclusive use of the patent protected invention or the plant
species protected by this right, the court is entitled to grant a compulsory licence in respect of a
first patent to the patent owner or right holder on the plant species, who cannot use the second
patent or right on a plant species without infringing the first patent, by making a payment
established by an expert appointed by the court, provided that:

a) the invention claimed in the second patent or the protected plant species involves a technical
advance of considerable economic significance in relation to the invention claimed in the first
patent; b) they have requested to the patent or right holder on the plant species, the right to be
provided with a contractual licence and have not been provided with the same.”

2/a. The court, for a non-exclusive use of the protected invention, takes any measure it deems
necessary to verify the existence of such a situation.

2/b. In the case of a compulsory licence, as provided under paragraph 2 of this Article, the owner
of the first patent or the holder of the right on a plant species shall be entitled to use the
subsequent patented invention or protected plant species under a combined licence on
reasonable terms.

3. On request, the court is entitled to grant a compulsory license in respect of patents and

supplementary protection certificates relating to the manufacture and sell of pharmaceutical
products, when such products are intended for export to importing countries in need of such
products in order to address public health problems, subject to the implementing regulation.

4. The type of use covered and the conditions to be met shall be specified by the court. The
following conditions shall apply:

a) The scope and duration of the exploitation shall be limited to the purpose for which it was
authorized;

b) The exploitation shall be non-exclusive;

c) The exploitation shall be non-assignable. In the case of a compulsory licence, as provided by
paragraph 2 of this Article, the authorised exploitation regarding the first patent shall be non-
assignable, except with the assignment of the second patent or plant species.

¢) The amount of products manufactured under the license shall not exceed what is necessary to
meet the needs of the importing country or countries cited in the application, taking into account
the amount of products manufactured under other compulsory licenses granted elsewhere.
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5. The exploitation shall be authorized, above all, to supply the market of the Republic of Albania,
except in the case provided in paragraph 3 of this article.

6. A compulsory license shall be valid until the end of the time period designated by the court or
until the end of the term of the patent. However, the court may, on reasoned request, decide to
cancel the authorization, subject to adequate protection of the legitimate interests of the Persons
so authorized, if and when the circumstances which led to it cease to exist and are unlikely to
recur.

7. Compulsory licenses shall be registered in the patent register.

8. The owner of the patent shall be entitled to adequate compensation for a compulsory license,
taking into account the economic value of the authorization. When the parties do not agree, the
amount of this compensation shall be set by the court.

9. The holder of a compulsory license may renounce at it at any time. If the holder does not begin
exploitation within one year from the final grant of the compulsory license, the owner of the
patent may claim for the compulsory license to be modified or annulled.

10. The requirements of paragraphs 1(c) and 5 of this article shall not be applicable when 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 of in
determining the amount of remuneration in such cases. The court shall have the authority to
refuse termination of an authorization if the conditions that led to such authorization are likely
to recur.

Article 51 Exploitation by the Government or Third Parties Authorized by the Government

1. When the interests of essential defense or national security require it, the Minister of Defense
or the Minister of Health may, even without the approval of the owner of the patent or the
applicant, by a notification in the GDPT Gazette, authorize a governmental agency or a specific
Person to make, use or sell the invention for which the patent application was submitted, or the
patent was granted, subject to payment of equitable remuneration to the owner of the patent or
to the patent applicant. The owner of the patent or the patent applicant shall be notified as soon
as possible.

2. An appeal to the court can be taken against the decision of the Minister of Defense or the
Minister of Health.

ALGERIA

Loin®03-19 du 9 Ramadhan 1424 correspondant au 4 novembre 2003 portant approbation de
I'ordonnance n® 03-07 du 19 Joumada El Oula 1424 correspondant au 19 juillet 2003 relative aux
brevets d’'invention

Articles 38-49

38. Toute personne peut, a tout moment apres I’expiration d’'un délai de quatre (4) années a
compter de la date de dép6t de la demande d’un brevet ou de trois (3) années a compter de la
date de délivrance du brevet d’invention, obtenir auprés du service compétent, une licence
d’exploitation pour cause de défaut ou d’insuffisance d’exploitation.

Pour l'appréciation du délai cité a I'alinéa ci-dessus, le service compétent appliquera celui qui
expire le plus tard.
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La licence obligatoire ne peut étre accordée par le service compétent, qu’apres vérification de la
réalité du défaut ou de l'insuffisance d’exploitation et s’il n’existe pas de circonstances qui
justifient ce défaut ou cette insuffisance d’exploitation de 'invention brevetée.

39. Toute personne demandant une licence obligatoire conformément aux articles 38 et 47 de la
présente ordonnance, doit apporter la justification qu’elle s’est préalablement adressée au
titulaire du brevet d’invention et n’a pu obtenir de lui une licence contractuelle a des conditions
équitables.

40. La licence obligatoire, visée a I’article 38 ci-dessus, ne peut étre accordée qu’a un requérant
présentant les garanties nécessaires a une exploitation apte a remédier aux déficiences qui en
ont motivé 'octroi.

41. La licence obligatoire est accordée moyennant une indemnisation adéquate, selon le cas
d’espéce, compte tenu de la valeur économique de la licence.

4?2. Lalicence obligatoire ne peut étre transmise qu’avec la partie de I'entreprise ou du fonds de
commerce qui en a la jouissance. Une telle transmission ne peut étre effectuée qu’avec
l'autorisation du service compétent.

43. La licence obligatoire ou la transmission de licence obligatoire doit étre inscrite aupres du
service compétent moyennant le paiement de la taxe prescrite.

44. Sur requéte du titulaire du brevet d’invention ou du bénéficiaire de la licence obligatoire, le
service compétent peut modifier la décision d’octroi de la licence obligatoire dans la mesure ou
des faits nouveaux justifient une telle modification en particulier lorsque le titulaire du brevet
accorde des licences contractuelles a des conditions plus avantageuses pour le licencié
contractuel.

45. Sans préjudice des dispositions du dernier alinéa du présent article et sur demande du
titulaire du brevet d’invention, la licence obligatoire peut étre retirée par le service compétent
dans les cas suivants;

1°) si les conditions qui justifient 'octroi de la licence obligatoire ont cessé d’exister,

2°) si le bénéficiaire de la licence obligatoire ne satisfait plus aux conditions fixées.

Le service compétent ne retire pas la licence obligatoire s’il acquiert la conviction qu'’il existe des
circonstances qui justifient le maintien de la licence et en particulier dans le cas visé au point 1)
ci-dessus, lorsque le bénéficiaire de la licence exploite industriellement 'invention brevetée ou a
fait des préparatifs sérieux en vue de cette exploitation industrielle.

46. La demande de licence obligatoire d'un brevet d’'invention qui doit faire 'objet de la
justification prévue a I'article 39 ci-dessus, est formulée aupres du service compétent.

Le service compétent convoque et entend le demandeur et le titulaire du brevet ou leurs
représentants.

Si le service compétent accorde la licence obligatoire, il doit en fixer les conditions en précisant
notamment sa durée et, sauf accord entre les parties, le montant de 'indemnisation due au
titulaire du brevet, sans préjudice, dans ce dernier cas, du recours aupres de la juridiction
compétente qui statue en premier et dernier ressort.

Les dispositions du présent article s’appliquent au cas de transmission de la licence obligatoire
d’un brevet d’'invention tel que prévu a I'article 42 de la présente ordonnance.

47.Si une invention protégée par un brevet d’'invention ne peut étre exploitée sans qu'il soit
porté atteinte aux droits découlant d’'un brevet d’invention antérieur, il peut étre accordé, sur
demande, une licence obligatoire au titulaire du brevet d’invention ultérieur.
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Une telle licence sera accordée dans la mesure nécessaire a ’exploitation de I'invention, pour
autant que celle-ci présente un progres technique notable et soit d’'un intérét économique
important, par rapport a I'invention objet du brevet antérieur.

Le titulaire du brevet antérieur a droit a une licence réciproque, a des conditions raisonnables,
pour utiliser I'invention objet du brevet ultérieur.

48. La licence obligatoire visée a I'article 38 ci-dessus sera non exclusive et aura principalement
pour objet I'approvisionnement du marché national.

49. Une licence obligatoire peut étre accordée a tout moment par le ministre chargé de la
propriété industrielle 4 un service de I’Etat ou & un tiers désigné par le ministre, pour une
demande de brevet ou pour un brevet d'invention, dans I'un des cas suivants :

1) Lorsque l'intérét public, en particulier la sécurité nationale, la nutrition, la santé ou le
développement d’autres secteurs de I'’économie nationale I'exige, et notamment lorsque la
fixation, pour les produits pharmaceutiques brevetés, de prix excessifs ou discriminatoires par
rapport aux prix moyens du marché;

2) Lorsqu’un organe judiciaire ou administratif juge que la maniére dont le titulaire du brevet ou
son preneur de licence exploite 'invention est anticoncurrentielle et lorsque le ministre chargé
de la propriété industrielle est convaincu que I’exploitation de I'invention en application du
présent alinéa, permettra de remédier a cette pratique.

ANDORRA

Law on Patents (dated 10/06/1999)
Article 34

Article 34 - Compulsory licenses

(1) Any person who proves his ability to work the patented invention in Andorra, after the
expiration of a period of four years from the filing date of the application or three years from the
grant of the patent, whichever is later, may institute legal proceedings in front of the Civil Court
to request a the grant of a compulsory license to exploit the patented invention if it is not
worked or is insufficiently worked in Andorra.

(2) The scope and duration of any compulsory license shall be limited to the purpose for which it
is granted, and such license shall be

(a) non-exclusive,

(b) non-assignable, except with that part of the enterprise or goodwill which enjoys such
authorization,

(c) granted exclusively for the supply of the domestic market.

(3) The grant of a compulsory license shall be subject to the payment of adequate remuneration
to the proprietor of the patent. Such license may only be granted if, prior, the person requesting
it has made efforts to obtain authorization from the proprietor on reasonable commercial terms
and conditions and that such efforts have not been successful within a reasonable period of time.

(4) A compulsory license shall not be granted if the Judicial Authority determines that
circumstances exist which justify the non-working or insufficient working of the patented
invention in Andorra, and in particular if the product covered by the patent is put on the market
in Andorra in sufficient quantity to satisfy the needs in Andorra.
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(5) Proceedings mentioned in paragraph (1) shall follow the “procediment abreujat” (summary
procedure) and therefore the Court shall give both the proprietor of the patent and the person
requesting such license an adequate opportunity to present arguments.

(6) The proprietor of a patent may institute legal proceedings in front of the Civil Court
requesting the revocation of a compulsory license when the circumstances which led to its
granting cease to exist and are unlikely to recur. The Court shall take into account the legitimate
interests of the proprietor of the patent and of the licensee.

ANTIGUA AND BARBUDA

Patents Act, 2018
Sections 34 and 35

34. Exploitation by Government or person authorized thereby

(1) Where -

(a) the public interest, in particular, national security, nutrition, health, or the development of
other vital sectors of the national economy so requires; or

(b) the Minister has determined that the manner of exploitation, by the owner of the patent or
his licensee, is anti-competitive, and he is satisfied that the exploitation of the invention in
accordance with this subsection would remedy such practice,

the Minister may decide that, even without the agreement of the owner of the patent, a
Government agency or a third person designated by the Minister may exploit the invention.

(2) The exploitation of the patented invention shall be limited to the purpose for which it was
authorized and shall be subject to the payment to the said owner of an adequate remuneration
therefor, taking into account the economic value of the Minister’s authorisation, as determined
in the said decision, and, where a decision has been taken under subsection (1) (b), the need to
correct anti-competitive practices.

(3) The Minister shall make his decision after hearing the owner of the patent and any interested
person.

(4) A request for the Minister’s authorisation to exploit a patented invention shall be
accompanied by evidence that the owner of the patent has received, from the person seeking the
authorisation, a request for a contractual licence, but that that person has been unable to obtain
such a licence on reasonable commercial terms and conditions and within a reasonable time.

(5) Subsection (4) shall not apply in cases of:

(a) national emergency or other circumstances of extreme urgency provided, however, that in
such cases the owner of the patent shall be notified of the Minister’s decision as soon as
reasonably practicable;

(b) public non-commercial use, and

(c) anti-competitive practices determined as such by the Minister in accordance with subsection

(1) b).

(6) The exploitation of a patented invention in the field of semi-conductor technology shall only
be authorised for public non-commercial use or where a judicial or administrative body has
determined that the manner of exploitation of the patented invention, by the owner of the patent
or his licensee, is anticompetitive, and if the Minister is satisfied that the issuance of the non-
voluntary licence would remedy such practice.
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(7) The authorisation shall not exclude:
(a) the conclusion of licence contracts by the owner of the patent; or
(b) the continued exercise, by the owner of the patent, of his rights under section 32.

(8) Where a third person has been designated by the Minister, the authorisation may only be
transferred with the enterprise or business of that person or with the part of the enterprise or
business within which the patented invention is being exploited.

(9) The exploitation of the patented invention by the Government agency or third person
designated by the Minister shall be predominantly for the supply of the market in Antigua and
Barbuda.

(10) Upon the request of the owner of the patent, of the Government agency or of the third
person authorised to exploit the patented invention, the Minister may, after hearing the parties,
vary the terms of the decision authorising the exploitation of the patented invention to the
extent that changed circumstances justify such variation.

(11) Upon the request of the owner of the patent, the Minister shall terminate the authorisation
if he is satisfied, after hearing the parties, that the circumstances which led to his decision have
ceased to exist and are unlikely to recur, or that the Government agency or third person
designated by him has failed to comply with the terms of the decision.

(12) Notwithstanding subsection (11), the Minister shall not terminate the authorisation if he is
satisfied that the need for adequate protection of the legitimate interests of the Government
agency or third person designated by him justifies the maintenance of the decision.

35. Compulsory Licenses

Where -

(a) the public interest, in particular, national security, nutrition, health or the development of
other vital sectors of the national economy so requires; or

(b) ajudicial or administrative body has determined that the manner of exploitation, by the
owner of the patent or his licensee, is anti-competitive, and the Minister is satisfied that the
exploitation of the invention in accordance with this subsection would remedy such practice;
or

(c) the owner of the patent is abusively exercising his exclusive rights and/or neglecting in
taking measures to prevent his licensee(s) from abusively exercising the licensed exclusive
rights; or

(d) the invention is not available in sufficient quantities or quality or at predetermined
reasonable prices in the territory of Antigua and Barbuda, either through manufacture in
Antigua and Barbuda, or through importation; or

(e) when a patent (the “second patent”) claiming an invention that involves an important
technical advance of considerable economic significance in relation to an invention claimed
in a patent (the “first patent”) without infringing which the second patent cannot be
exploited;

the Minister may decide that, even without the agreement of the owner of the patent, a

Government agency or a third person desisnated by the Minister may exploit the invention. Each

request for a compulsory license shall be considered by the Minister on its individual merits. The

exploitation of the invention shall be limited to the purpose for which it was licensed and shall

be subject to the payment to the said owner of an adequate remuneration in the circumstances

of each case, taking into account the economic value of the Minister’s decision, as determined in

the said decision, and, where a decision has been taken under item (b) of this section, the need to

correct anti-compettitive practices. The Minister shall take his decision after hearing the owner

of the patent and any interested person if they wish to be heard.



SCP/30/3
Appendix, page 12

(2) The public interest according to subsection (1) (a) includes public health problems such as
HIV, tuberculosis, malaria and other epidemics. Therefore, the Minister in the case of national
emergency or other circumstances of extreme urgency has the authority to grant a compulsory
license or authorize a public noncommercial use for the importation of a pharmaceutical
product, a product produced by a patented process or a process of making a pharmaceutical
product provided an alternative process of making the same product is not known or not
available, under the terms and conditions contained in Article 31 bis of the TRIPS Agreement,
the Annex to the Agreement and the Appendix to the Annex.

(3) A compulsory license may not be applied for on the ground of insufficient availability of the
patented product or of the product manufactured with the patented process, as established in
subsection (1)(4), before the expiration of a period of four years from the date of filing of the
patent application or three years from the date of the grant of the patent, whichever period
expires last; it shall be refused if the patentee justifies his inaction or insufficient action by
legitimate reasons.

(4) Upon request of the owner of the patent, or of the Government agency or of the third person
authorized to exploit the patented invention, the Minister may, after hearing the parties, if either
or both wish to be heard, vary the terms of the decision authorizing the exploitation of the
patented invention to the extent that changed circumstances justify such variation.

(5) Upon the request of the owner of the patent, the Minister shall -

(a) terminate the compulsory license if he is satisfied, after hearing the parties, if either or both
wish to be heard, that the circumstances which led to his decision have ceased to exist and
are unlikely to recur or that the Government agency or third person designated by him has
failed to comply with the terms of the decision;

(b) notwithstanding paragraph (a) of this subsection, not terminate the compulsory license if he
is satisfied that the need for adequate protection of the legitimate interests of the
Government agency or third person designated by him justifies the maintenance of the
decision or, if the compulsory license was granted to remedy an anti-competitive practice
under subsection (1) (b) if and when the conditions which led to such compulsory license
are likely to recur.

(6) The compulsory license may only be transferred with the enterprise or business of that
person or with the part of the enterprise or business within which the patented invention is
being exploited.

(7) The compulsory license shall always be non-exclusive. Therefore, it shall not exclude:

(a) the exploitation of the invention by the patent owner himself, either through manufacture in
Antigua and Barbuda or through importation or both; and

(b) the conclusion of license contracts by the owner of the patent; and

(c) the continued exercise, by the owner of the patent, of his rights as stated in section 32 of this
Act.

(8) A request for the compulsory license shall be addressed to the Minister and shall be

accompanied by the following:

(a) evidence that the owner of the patent has received, from the person seeking the compulsory
license, a request for a contractual license, but that that person has been unable to obtain
such a license on reasonable commercial terms and conditions and within a reasonable time.
Unless the particular circumstances of the case show otherwise, a period of up to a
maximum of six months between the date on which the patent owner was informed by the
proponent of the request and the proposed conditions for a voluntary license and the date
on which the proponent of the voluntary license was informed by the patent owner on his
final decision to refuse the proposal shall be deemed a reasonable time;
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(b) evidence concerning a previous attempt of obtaining a voluntary license, under section 37
subsection (1) shall not be required in cases of national emergency or other circumstances of
extreme urgency or in cases of public non-commercial use or when the license is granted to
remedy a practice determined after judicial or administrative process to be anti-competitive,
provided, however, that in such cases the owner of the patent shall be notified of the
Minister’s decision as soon as reasonably practicable.

(9) The exploitation of the invention by the Government agency or third person licensed by the
Minister shall be predominantly for the supply of the market in Antigua and Barbuda, except,
when it is permitted to remedy a practice determined to be anticompetitive according
subsection (1) (2); or when the compulsory license concerns a patent claiming a pharmaceutical
product or a process of making a pharmaceutical product, and the purpose of the license is to
export the patented products or the products manufactured by the patented process for an
importing Member with no or with insufficient manufacturing capacity, in accordance with the
terms and conditions of Article 31 bis of the TRIPS Agreement.

(10) Where a compulsory license is granted under subsection (1) (e):

(a) 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

(b) the license of the first patent shall be non-assignable except with the assignment of the
second patent.

(11) The provisions of this article shall apply, where appropriate, and mutatis mutandis, to
pending patent applications, except in the case of insufficient availability of the patented product
or of the product manufactured with the patented process.

(12) Any decision by the Minister as regards a request for a compulsory license or a compulsory
license granted, including the decision relating to the remuneration, may be subject to an appeal
by the patent applicant or owner or by the requesting party, in accordance with section 63 of
this Act.

(13) Adequate remuneration of compulsory license under subsection 2 shall take place only in
the exporting country according to Article 31 bis (2) of the TRIPS Agreement.

ARGENTINA

Ley N°24.481 de 30 marzo de 1995, de Patentes de Invencién y Modelos de Utilidad (con las
modificaciones introducidas hasta el Decreto N°27/2018 de 10 de enero de 2018)

Articles 42-50

CAPITULO VII

OTROS USOS SIN AUTORIZACION DEL TITULAR DE LA PATENTE

ARTICULO 42. — Cuando un potencial usuario haya intentado obtener la concesion de una
licencia del titular de una patente en términos y condiciones comerciales razonables en los
términos del articulo 43 y tales intentos no hayan surtido efecto luego de transcurrido un plazo
de CIENTO CINCUENTA (150) dias corridos contados desde la fecha en que se solicitd la
respectiva licencia, el INSTITUTO NACIONAL DE LA PROPIEDAD INDUSTRIAL, podra permitir
otros usos de esa patente sin autorizacién de su titular. Sin perjuicio de lo mencionado
precedentemente, se debera dar comunicacion a las autoridades creadas por la Ley N 22.262 o la
que la modifique o sustituya, que tutela la libre concurrencia a los efectos que correspondiere.
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ARTICULO 43. — Transcurridos TRES (3) afnos desde la concesién de la patente, o UATRO (4)
desde la presentacidon de la solicitud, si la invencién no ha sido explotada, salvo fuerza mayor o
no se hayan realizado preparativos efectivos y serios para explotar la invencion objeto de la
patente o cuando la explotacion de ésta haya sido interrumpida durante mas de UN (1) afio,
cualquier persona podra solicitar autorizacion para usar la invencidn sin autorizacion de su
titular.

Se consideraran como fuerza mayor, ademas de las legalmente reconocidas como tales, las
dificultades objetivas de caracter técnico legal, tales como la demora en obtener el registro en
Organismos Publicos para la autorizacién para la comercializacién, ajenas a la voluntad del
titular de la patente, que hagan imposible la explotacién del invento. La falta de recursos
econdmicos o la falta de viabilidad econémica de la explotacién no constituiran por si solos
circunstancias justificativas.

EL INSTITUTO NACIONAL DE LA PROPIEDAD INDUSTRIAL notificara al titular de la patente el
incumplimiento de lo prescripto en el primer parrafo antes de otorgar el uso de la patente sin su
autorizacion.

La autoridad de aplicacién previa audiencia de las partes y si ellas no se pusieran de acuerdo,
fijara una remuneracién razonable quepercibira el titular de la patente, la que sera establecida
segun circunstancias propias de cada caso y habida cuenta del valor econémico

de la autorizacién, teniendo presente la tasa de regalias promedio para el sector de que se trate
en contratos de licencias comerciales entre partes independientes. Las decisiones referentes a la
concesion de estos usos deberan ser adoptadas dentro de los NOVENTA (90)

dias habiles de presentada la solicitud y ellas seran apelables por ante la Justicia Federal en lo
Civil y Comercial. La sustanciacion del recurso no tendra efectos suspensivos.

ARTICULO 44. — Sera otorgado el derecho de explotacién conferido por una patente, sin
autorizacion de su titular, cuando la autoridad competente haya determinado que el titular de la
patente ha incurrido en practicas anticompetitivas. En estos casos, sin perjuicio de los

recursos que le competan al titular de la patente, la concesion se efectuara sin necesidad de
aplicar el procedimiento establecido en el articulo 42.

Alos fines de la presente ley, se consideraran practicas anticompetitivas, entre otras, las
siguientes:

a) La fijacidn de precios comparativamente excesivos, respecto de la media del mercado o
discriminatorios de los productos patentados; en particular cuando existan ofertas de
abastecimiento del mercado a precios significativamente inferiores a los ofrecidos por el titular
de la patente para el mismo producto;

b) La negativa de abastecer al mercado local en condiciones comerciales razonables;

c) El entorpecimiento de actividades comerciales o productivas;

d) Todo otro acto que se encuadre en las conductas consideradas punibles por la Ley N 22.262 o
la que la reemplace o sustituya.

ARTICULO 45. — EL PODER EJECUTIVO NACIONAL podra por motivos de emergencia sanitaria
o seguridad nacional disponer la explotacidn de ciertas patentes mediante el otorgamiento del
derecho de explotacion conferido por una patente; su alcance y duracién se

limitara a los fines de la concesion.

ARTICULO 46. — Se concedera el uso sin autorizacion del titular de la patente para permitir la
explotacion de una patente —segunda patente— que no pueda ser explotada sin infringir otra
patente —primera patente— siempre que se cumplan las siguientes condiciones:
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a) Que la invencidn reivindicada en la segunda patente suponga un avance técnico significativo
de una importancia econémica considerable, con respecto a la invencidén reivindicada en la
primera patente;

b) Que el titular de la primera patente tenga derecho a obtener una licencia cruzada en
condiciones razonables para explotar la invencién reivindicada en la segunda patente, y

¢) Que no pueda cederse el uso autorizado de la primera patente sin la cesion de la segunda
patente.

ARTICULO 47. — Cuando se permitan otros usos sin autorizacion del titular de la patente, se
observaran las siguientes disposiciones:

a) La autorizacion de dichos usos la efectuara el INSTITUTO NACIONAL DE LA PROPIEDAD
INDUSTRIAL;

b) La autorizacién de dichos usos sera considerada en funcidn de las circunstancias propias de
cada caso;

c) Para los usos contemplados en el articulo 43 y/o 46 previo a su concesidn el potencial usuario
debera haber intentado obtener la autorizacion del titular de los derechos en término y
condiciones comerciales conforme al articulo 43 y esos intentos no hubieren surtido

efectos en el plazo dispuesto por el articulo 42. En el caso de uso publico no comercial, cuando el
gobierno o el contratista, sin hacer una bisqueda de patentes, sepa o tenga motivos
demostrables para saber que una patente valida es o sera utilizada por o para el gobierno,

se informara sin demoras a su titular;

d) La autorizacién se extendera a las patentes relativas a los componentes y procesos de
fabricacién que permitan su explotacion;

e) Esos usos seran de caracter no exclusivo;

f) No podran cederse, salvo con aquella parte de la empresa o de su activo intangible que la
integre;

g) Se autorizaran para abastecer principalmente al mercado interno, salvo en los casos
dispuestos en los articulos 44 y 45;

h) El titular de los derechos percibird una remuneracién razonable segun las circunstancias
propias de cada caso, habida cuenta del valor econémico de la autorizacidn, siguiendo el
procedimiento del articulo 43; al determinar el importe de las remuneraciones en los casos en
que los usos se hubieran autorizado para poner remedio a practicas anticompetitivas se tendra
en cuenta la necesidad de corregir dichas practicas y se podra negar la revocacién de la
autorizacion si se estima que es probable que en las condiciones que dieron lugar a la licencia se
repitan;

i) Para los usos establecidos en el articulo 45 y para todo otro uso no contemplado, su alcance y
duracion se limitara a los fines para los que hayan sido autorizados y podran retirarse si las
circunstancias que dieron origen a esa autorizacion se han extinguido y no sea probable que
vuelvan a surgir, estando el INSTITUTO NACIONAL DE LA PROPIEDAD INDUSTRIAL facultado
para examinar, previa peticién fundada, si dichas circunstancias siguen existiendo. Al dejarse sin
efecto estos usos se deberan tener en cuenta los intereses legitimos de las personas que
hubieran recibido dicha autorizacidn. Si se tratara de tecnologia de semiconductores, s6lo podra
hacerse de ella un uso publico no comercial o utilizarse para rectificar una practica declarada
contraria a la competencia tras un procedimiento judicial o administrativo.

ARTICULO 48. — En todos los casos las decisiones relativas a los usos no autorizados por el
titular de la patente estaran sujetos a revision judicial, como asimismo lo relativo a la
remuneraciéon que corresponda cuando ésta sea procedente.

ARTICULO 49. — Los recursos que se interpusieran con motivo de actos administrativos
relacionados con el otorgamiento de los usos previstos en el presente capitulo, no tendran
efectos suspensivos.



SCP/30/3
Appendix, page 16

ARTICULO 50. — Quien solicite alguno de los usos de este Capitulo debera tener capacidad
econdmica para realizar una explotacion eficiente de la invencion patentada y disponer de un
establecimiento habilitado al efecto por la autoridad competente.

ARMENIA

Law of the Republic of Armenia of June 10, 2008, on Inventions, Utility Models and Industrial
Designs

Articles 69-71

Article 69. Compulsory License

(1) Any person or the Republic of Armenia may, without the consent of the patent owner
(rightholder), use the protected invention, utility model or industrial design (compulsory
license) by court decision where:

(a) the public interest demands, in particular, national security, nutrition, health or the
development of other vital sectors so requires;

(b) itis determined that the owner of the patent or his licensee abuses the patent rights, in
particular where the manner of exploitation, contrary to the adopted regulations, restrains
competition;

(c) the invention, utility model, industrial design has not been used or has been used
unconscientiously during the period of 4 years from filing the application or 3 years from
granting patent (certificate) (the later filing date shall be applied).

(2) The court shall grant compulsory licenses under paragraph (1) of this Article with regard to
given circumstances and after hearing the right holder.

(3) Compulsory licenses under paragraph (1) of this Article shall be granted provided that the
person filing the request proves that he has made efforts to conclude a license contract with the
rightholder on reasonable commercial terms and that such efforts failed to succeed within a
reasonable period of time.

(4) Paragraph (3) of this Article shall not apply if a state of war or emergency has been declared.

Article 70. Conditions for Granting Compulsory Licenses

(1) Compulsory licenses under Article 69 shall be granted under the following conditions:

(a) scope and duration shall be limited with regard to their purposes;

(b) they shall be only non-exclusive;

(c) they may not be transferred to third parties, with the exception of the licensee enterprise or
business;

(d) they shall be granted primarily for the suffice of the internal market demand.

(2) Where a patent, hereinafter referred to as “the second patent”, cannot be exploited without
infringing another patent, hereinafter referred to as “the first patent”, the following conditions,
in addition to paragraph (1) above, for the grant of compulsory license in respect of the first
patent it is necessary that:

(a) the invention protected by the second patent shall involve a technical advance of
considerable economic significance compared to the invention protected by the first patent;

(b) the owner of the first patent shall, under reasonable conditions, be entitled to a cross-license
to use the invention protected by the second patent;
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(c) the use authorized in respect of the first patent shall be transferred by the person having the
compulsory license only with the simultaneous transfer of the company’s part, where the use of
the mentioned subject matter is realized.

(3) The compulsory license is recognized as expired by the court decision:

(a) if the circumstances which led to it have been eliminated and are unlikely to recur;
(b) after receiving compulsory license the license-holder didn’t undertake the necessary
preparatory work to use it during one-year period.

(4) In the case of semiconductor technologies a compulsory license may be granted only by the
State for exclusively non-commercial use as well by judicial or administrative authorities for
prevention of unfair competition.

Article 71. Remuneration for Compulsory Licenses
(1) A compulsory license shall be granted to the owners of patents against equitable
remuneration.

(2) The amount of the remuneration shall be determined with regard to the circumstances of
each
case and taking into account the economic significance of such an authorization.

AUSTRALIA

Sections 132A-136M and 163-170 of Patents Act 1990 (consolidated as of August 25, 2018)
Section 12.1 of Patents Regulations 1991 (consolidated as of October 17, 2018)

132A Simplified outline of this Chapter
This Chapter provides for court orders requiring the grant of compulsory licences in respect of
patented inventions.

Special provision is made for compulsory licences to exploit patented pharmaceutical
inventions. This is to enable the manufacture of a pharmaceutical product in Australia for export
to an eligible importing country, to address public health problems in that country.

This Chapter also provides generally for the surrender of patents, and for court orders revoking
patents.

132B Simplified outline of this Part
The Federal Court may make an order under this Part requiring the grant of a compulsory
licence to work a patented invention.

The court may order a compulsory licence to be granted if the reasonable requirements of the
public are not being met with respect to a patented invention.

The reasonable requirements of the public relate, broadly speaking, to whether Australian trade
or industry is unreasonably affected by the actions of the patentee in relation to the manufacture
or licensing of the invention (or the carrying on of a patented process).

The court may also order a compulsory licence to be granted if the patentee has engaged in
restrictive trade practices in connection with the patent under the Competition and Consumer
Act 2010 or under an application law (within the meaning of that Act).
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The court may order a patent to be revoked after an order for a compulsory licence has been
made (on the same grounds that apply to an order for a compulsory licence).

The patentee must be paid an agreed amount of remuneration, or an amount of remuneration
determined by the court.

133 Compulsory licenses-general

(1) Subject to subsection (1A), a person may apply to the Federal Court, after the end of the
prescribed period, for an order requiring the patentee to grant the applicant a licence to work
the patented invention.

Note: For compulsory licences for the manufacture and export of patented pharmaceutical
inventions to eligible importing countries, see Part 3. However, Part 3 does not prevent a
compulsory licence from being ordered under this Part in relation to such an invention (see
section 136C).

(1A) A person cannot apply for an order in respect of an innovation patent unless the patent has
been certified.

(2) After hearing the application, the court may make the order if satisfied that:

(a) all the following conditions exist:

(i) the applicant has tried for a reasonable period, but without success, to obtain from the
patentee an authorisation to work the invention on reasonable terms and conditions;

(ii) the reasonable requirements of the public with respect to the patented invention have not
been satisfied;

(iii) the patentee has given no satisfactory reason for failing to exploit the patent; or

(b) the patentee has contravened, or is contravening, Part IV of the Competition and Consumer
Act 2010 or an application law (as defined in section 150A of that Act) in connection with the
patent.

(3) An order must direct that the licence:

(a) is not to give the licensee, or a person authorised by the licensee, the exclusive right to work
the patented invention; and

(b) is to be assignable only in connection with an enterprise or goodwill in connection with
which the licence is used;

and may direct that the licence is to be granted on any other terms specified in the order.

(3B) If the patented invention cannot be worked by the applicant without his or her infringing
another patent:

(a) the court is to make the order only if the court is further satisfied that the patented invention
involves an important technical advance of considerable economic significance on the invention
(other invention) to which the other patent relates; and

(b) the court must further order that the patentee of the other invention:

(i) must grant to the applicant a licence to work the other invention insofar as is necessary to
work the patented invention; and

(ii) is to be granted, if he or she so requires, a cross-licence on reasonable terms to work the
patented invention; and

(c) the court must direct that the licence granted by the patentee of the other invention may be
assigned by the applicant:

(i) only if he or she assigns the licence granted in respect of the patented invention; and

(ii) only to the assignee of that licence.
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(4) An order operates, without prejudice to any other method of enforcement, as if it were
embodied in a deed granting a licence and executed by the patentee and all other necessary
parties.

(5) The patentee is to be paid in respect of a licence granted to the applicant under an order:

(a) such amount as is agreed between the patentee and the applicant; or

(b) if paragraph (a) does not apply-such amount as is determined by the Federal Court to be just
and reasonable having regard to the economic value of the licence and the desirability of
discouraging contraventions of Part IV of the Competition and Consumer Act 2010 or an
application law (as defined in section 150A of that Act).

(6) The patentee or the Federal Court may revoke the licence if:

(a) the patentee and the licensee are agreed, or the court on application made by either party
finds, that the circumstances that justified the grant of the licence have ceased to exist and are
unlikely to recur; and

(b) the legitimate interests of the licensee are not likely to be adversely affected by the
revocation.

134 Revocation of patents after grant of compulsory licence
(1) Where a compulsory licence relating to a patent is granted, an interested person may apply
to the Federal Court, after the end of the prescribed period, for an order revoking the patent.

(2) After hearing the application, the court may make the order if satisfied that:

(a) both:

(i) the reasonable requirements of the public with respect to the patented invention have not
been satisfied; and

(ii) the patentee has given no satisfactory reason for failing to exploit the patent; or

(b) the patentee is contravening Part IV of the Competition and Consumer Act 2010 or an
application law (as defined in section 150A of that Act) in connection with the patent.

135 Reasonable requirements of the public.

(1) For the purposes of sections 133 and 134, the reasonable requirements of the public with
respect to a patented invention are to be taken not to have been satisfied if:

(a) an existing trade or industry in Australia, or the establishment of a new trade or industry in
Australia, is unfairly prejudiced, or the demand in Australia for the patented product, or for a
product resulting from the patented process, is not reasonably met, because of the patentee’s
failure:

(i) to manufacture the patented product to an adequate extent, and supply it on reasonable
terms; or

(ii) to manufacture, to an adequate extent, a part of the patented product that is necessary for
the efficient working of the product, and supply the part on reasonable terms; or

(iii) to carry on the patented process to a reasonable extent; or

(iv) to grant licences on reasonable terms; or

(b) a trade or industry in Australia is unfairly prejudiced by the conditions attached by the
patentee (whether before or after the commencing day) to the purchase, hire or use of the
patented product, the use or working of the patented process; or

(c) if the patented invention is not being worked in Australia on a commercial scale, but is
capable of being worked in Australia.

(2) If, where paragraph (1)(c) applies, the court is satisfied that the time that has elapsed since
the patent was sealed has, because of the nature of the invention or some other cause, been
insufficient to enable the invention to be worked in Australia on a commercial scale, the court
may adjourn the hearing of the application for the period that the court thinks sufficient for that
purpose.
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Chapter 17 of the Patents Act 1990 relates to The Crown. Sections 163 - 172 are relevant to this
question.

[]

136B Simplified outline of this Part

The Federal Court may make an order under this Part requiring the grant of a compulsory
licence to exploit a patented pharmaceutical invention for manufacture and export to an eligible
importing country.

The court may order a compulsory licence to be granted if the proposed use of the
pharmaceutical product is to address a public health issue in the eligible importing country:

(a) in a national emergency (or other extremely urgent circumstances); or

(b) by the public non-commercial use of the product.

The order may be amended or revoked by another order of the court.

The patentee must be paid an agreed amount of remuneration, or an amount of remuneration
determined by the court.

136C Relationship between Parts 2 and 3
This Part does not prevent a compulsory licence from being ordered under Part 2 in relation to a
patented pharmaceutical invention.

Division 2—Patented pharmaceutical invention compulsory licences

136D PPI compulsory licences—applications for orders

Application for order

(1) A person (the PPI order applicant) may apply to the Federal Court for an order (the PPI
order) under section 136E requiring the patentee of a patented pharmaceutical invention to
grant the PPI order applicant a licence (a PPI compulsory licence) to exploit the invention to the
extent necessary for the purposes of manufacturing a pharmaceutical product in Australia for
export to an eligible importing country.

Note 1: A patented pharmaceutical invention may be a patented product or a patented process:
see the definition of patented pharmaceutical invention in Schedule 1.

Note 2: For remuneration in respect of a licence, see section 136].

(2) However, a person cannot apply for an order in respect of an innovation patent unless the
patent has been certified. Statement—eligible importing country

Statement—eligible importing country

(3) An application must include a copy of a statement made by or on behalf of, and with the
authorisation of, the eligible importing country to the effect that it will take reasonable measures
within its means, proportionate to its administrative capacities and to the risk of trade diversion,
to prevent re-exportation from its territory of a pharmaceutical product imported into its
territory in accordance with a PPI compulsory licence.

Statement—importer

(4) If the pharmaceutical product is to be imported on behalf of, and with the authorisation of,
the eligible importing country, an application must also include a copy of a statement made by
the importer to the effect that it will take reasonable measures within its means to prevent the
pharmaceutical product from being used other than in accordance with a PPI compulsory
licence.
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Parties

(5) The following are parties to proceedings on an application under this section:
(a) the PPI order applicant;

(b) the patentee;

(c) any person claiming an interest in the patent as exclusive licensee or otherwise;
(d) at the option of the eligible importing country—that country.

136E PPI compulsory licences—orders

(1) After hearing an application for a PPI order under section 136D, the Federal Court may,
subject to this Part, make the order sought if the court is satisfied of all of the following matters:
(a) the application is made in good faith;

(b) the pharmaceutical product is to be imported:

(i) by the eligible importing country; or

(ii) by a person (the third party importer) on behalf of, and with the authorisation of, the
eligible importing country;

(c) the proposed use of the pharmaceutical product is to address a public health problem in the
eligible importing country:

(i) in circumstances of national emergency or other circumstances of extreme urgency; or

(ii) in other circumstances—by the public non-commercial use of the pharmaceutical product;
(d) exploiting the patented pharmaceutical invention is necessary to enable the import and
proposed use of the pharmaceutical product as mentioned in paragraphs (b) and (c);

(e) if subparagraph (c)(ii) applies:

(i) the PPI order applicant has given the patentee a notice in the approved form seeking from the
patentee an authorisation to exploit the patented pharmaceutical invention for public
non-commercial use; and

(ii) during the 30 days beginning when the notice was given, the PPI order applicant has tried,
without success, to obtain such an authorisation from the patentee on reasonable terms and
conditions;

(f) the notification requirements prescribed by regulation in relation to the importation of the
pharmaceutical product into the eligible importing country have been complied with;

(g) the PPI order applicant, the eligible importing country and, if there is a third party importer,
that importer, will take reasonable measures to prevent a pharmaceutical product that is
exported from Australia in accordance with a PPI compulsory licence from being used for a
purpose other than the purpose of addressing the public health problem mentioned in
paragraph (c).

(2) Without limiting the matters that the court may take into account in deciding whether it is
satisfied of a matter mentioned in subsection (1), the court must take into account any matters
prescribed by regulation.

(3) Aregulation made for the purposes of paragraph (1)(f) may:

(a) without limiting subsection 33(3A) of the Acts Interpretation Act 1901, prescribe different
notification requirements for the importation of pharmaceutical products into eligible importing
countries of different kinds; and

(b) despite subsection 14(2) of the Legislation Act 2003, refer to eligible importing countries (or
different kinds of eligible importing countries) by applying, adopting or incorporating, with or
without modification, any matter contained in any other instrument or other writing as in force
or existing from time to time.

136F PPI compulsory licences—terms

(1) A PPI order must direct that the PPI compulsory licence is granted on the following terms:
(a) no more than the quantity of the pharmaceutical product that is determined by the Federal
Court to be necessary to meet the needs of the eligible importing country is manufactured;
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(b) the entirety of the pharmaceutical product manufactured for that purpose is exported to that
country;

(c) the pharmaceutical product is labelled and marked in accordance with the regulations;

(d) before shipment of the pharmaceutical product begins, the shipment information prescribed
by regulation is made available on a website by, or on behalf of, the licensee for a minimum
period prescribed by regulation;

(e) the duration of the licence is only for the period of time determined by the Federal Court to
be necessary to address the public health problem concerned;

(f) the licence does not give the licensee, or a person authorised by the licensee, the exclusive
right to exploit the patented pharmaceutical invention;

(g) the licence is to be assignable only in connection with an enterprise or goodwill in
connection with which the licence is used;

(h) the licensee must give the Commissioner the information prescribed by regulation in relation
to the licence in accordance with the regulations.

(2) A PPI order may also direct that the licence is to be granted on any other terms specified in
the order, including terms covering:

(a) other requirements relating to the labelling and marking of the pharmaceutical product; and
(b) other information to be made available by the licensee and the way in which it is to be made
available.

(3) However, a term specified in a PPI order must not be inconsistent with any regulations
prescribed for the purposes of paragraph (1)(c), (d) or (h).

136G PPI compulsory licences—amendment

Application for order

(1) A person may apply to the Federal Court for an order amending any of the following terms of
a PPI compulsory licence:

(a) the quantity of the pharmaceutical product concerned;

(b) how the pharmaceutical product is labelled and marked;

(c) the duration of the licence;

(d) the information that is to be made available by the licensee and the way it is to be made
available.

Note: For remuneration in respect of the licence as amended, see section 136].

Order

(2) The court may make the order sought in relation to a term if it is satisfied that:

(a) itis just to do so in all the circumstances; and

(b) the legitimate interests of the following are not likely to be adversely affected by the
amendment of the term:

(i) the patentee;

(ii) any person claiming an interest in the patent as exclusive licensee or otherwise;

(iii) the licensee;

(iv) the eligible importing country.

(3) However, an amended term must not be inconsistent with any regulations prescribed for the
purposes of paragraph 136F(1)(c), (d) or (h).

Parties

(4) The following are parties to any proceedings under this section:

(a) the applicant under subsection (1);

(b) the patentee;

(c) any person claiming an interest in the patent as exclusive licensee or otherwise;
(d) the licensee;
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(e) at the option of the eligible importing country—that country.

136H PPI compulsory licences—revocation
Application
(1) A person may apply to the Federal Court for an order revoking a PPI compulsory licence.

Note: For remuneration in respect of the use of a PPl compulsory licence while it is in force, see
section 136].

Federal Court may revoke licence

(2) The Federal Court may make the order sought if the court is satisfied that:

(a) one or more of the following applies:

(i) the substantive circumstances that justified the grant of the licence have ceased to exist and
are unlikely to recur;

(ii) the licensee has not complied with the terms of the licence;

(iii) if an amount of remuneration has been agreed or determined under section 136]—the
amount has not been paid within the time agreed or determined; and

(b) the legitimate interests of the licensee or the eligible importing country are not likely to be
adversely affected by the revocation.

Parties

(3) The following are parties to any proceedings under this section:
(a) the applicant for revocation;

(b) the licensee;

(c) at the option of the eligible importing country—that country.

136] PPI compulsory licences—remuneration

Working out amount of remuneration

(1) The patentee is to be paid an amount agreed or determined under subsection (3) in respect
of the use of a patented pharmaceutical invention authorised by a PPI compulsory licence.

(2) For the purposes of subsection (1), the use of a patented pharmaceutical invention
authorised by the PPI compulsory licence is:

(a) while it is in force—the use authorised by the licence as granted and as amended (from time
to time) under section 136G; or

(b) if it has ceased to be in force (whether because it was revoked or otherwise)—the actual use
of the patented pharmaceutical invention under the licence while it was in force.

(3) For the purposes of subsection (1), the amount is:

(a) an amount agreed between the patentee and the PPI order applicant, licensee or former
licensee (as the case requires); or

(b)if paragraph (a) does not apply—an amount determined by the Federal Court to be adequate
remuneration taking into account the economic value to the eligible importing country of the use
of the patented pharmaceutical invention authorised by the PPI compulsory licence.

Application to make or amend a determination

(4) A person may apply to the Federal Court:

(a) to make a determination under paragraph (3)(b); or

(b) to amend a determination made under that paragraph.

Note: Grounds for an application under paragraph (b) may include the fact that the terms of the
PPI compulsory licence have been amended, or the licence has been revoked.
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Parties

(5) The following are parties to any proceedings under this section:

(a) the applicant for the determination or the amendment of the determination;

(b) the PPI order applicant;

(c) the licensee;

(d) the patentee of the patented pharmaceutical invention;

(e) any person claiming an interest in the patent as exclusive licensee or otherwise.

Can PPI be exploited if remuneration is not agreed or determined?

(6) To avoid doubt, if the proposed use of the pharmaceutical product is to address a public
health problem in the eligible importing country in circumstances of national emergency or
other circumstances of extreme urgency, the licensee may exploit a patented pharmaceutical
invention under a PPI compulsory licence, as granted or amended (as the case may be), whether
or not an amount has been agreed or determined under this section.

(7) However, if the proposed use of the pharmaceutical product is to address a public health
problem in the eligible importing country in other circumstances, by the public non-commercial
use of the pharmaceutical product, the licensee must not exploit a patented pharmaceutical
invention under a PPI compulsory licence unless an amount has been agreed or determined
under this section.

Can PPI compulsory licence be revoked if remuneration is not agreed or determined?
(8) To avoid doubt, a PPI compulsory licence may be revoked whether or not an amount has
been agreed or determined under this section.

Division 4—General

136K PPI compulsory licences—nature of orders

Without prejudice to any other method of enforcement, a PPI order operates as if it were
embodied in a deed granting or amending a licence and executed by the patentee and all other
necessary parties.

136L PPI compulsory licences—consistency of orders with international agreements
A PPI order must not be made that is inconsistent with a treaty between the Commonwealth and
a foreign country.

136M PPI compulsory licences—applications heard together

Nothing in this Part prevents the Federal Court from dealing with the following applications
together:

(a) applications for different PPI orders, or for the amendment or revocation of such orders;

(b) applications for determinations under paragraph 136](3)(b) for remuneration in relation to
different PPI compulsory licences, or for the amendment of such determinations.

[..]

163. Exploitation of inventions by Crown

(1) Where, at any time after a patent application has been made, the invention concerned is
exploited by the Commonwealth or a State (or by a person authorised in writing by the
Commonwealth or a State) for the services of the Commonwealth or the State, the exploitation is
not an infringement:

(a) if the application is pending-of the nominated person’s rights in the invention; or

(b) if a patent has been granted for the invention-of the patent.
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(2) A person may be authorised for the purposes of subsection (1):

(a) before or after any act for which the authorisation is given has been done; and

(b) before or after a patent has been granted for the invention; and

(c) even if the person is directly or indirectly authorised by the nominated person or patentee to
exploit the invention.

(3) Subject to section 168, an invention is taken for the purposes of this Part to be exploited for
services of the Commonwealth or of a State if the exploitation of the invention is necessary for
the proper provision of those services within Australia.

164 Nominated person or patentee to be informed of exploitation

As soon as practicable after an invention has been exploited under subsection 163 (1), the
relevant authority must inform the applicant and the nominated person, or the patentee, of the
exploitation and give him or her any information about the exploitation that he or she from time
to time reasonably requires, unless it appears to the relevant authority that it would be contrary
to the public interest to do so.

165 Remuneration and terms for exploitation

[-]

(2) The terms for the exploitation of the invention (including terms concerning the
remuneration payable to the nominated person or the patentee) are such terms as are agreed, or
determined by a method agreed, between the relevant authority and the nominated person or
the patentee or, in the absence of agreement, as are determined by a prescribed court on the
application of either party.

(3) For the purposes of subsection (2), the terms, or the method, may be agreed before, during
or after the exploitation.

(4) When fixing the terms, the court may take into account any compensation that a person
interested in the invention or the patent has received, directly or indirectly, for the invention
from the relevant authority.

165A Exploitation of invention to cease under court order

(1) A prescribed court may, on the application of the nominated person or the patentee, declare
that the exploitation of the invention by the Commonwealth or the State is not, or is no longer,
necessary for the proper provision of services of the Commonwealth or of the State if the court is
satisfied that, in all the circumstances of the case, it is fair and reasonable to make the
declaration.

(2) The court may further order that the Commonwealth or the State is to cease to exploit the
invention:

(a) on and from the day specified in the order; and

(b) subject to any conditions specified in the order. In making the order, the court is to ensure
that the legitimate interests of the Commonwealth or of the State are not adversely affected by
the order.

166 Previous agreements inoperative

An agreement or licence (whether made or given before or after the commencement of this Act)
fixing the terms on which a person other than the Commonwealth or a State may exploit an
invention is inoperative with respect to the exploitation, after the commencement of this Act, of
the invention under subsection 163 (1), unless the agreement or licence has been approved:
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(a) if the relevant authority is the Commonwealth-by the Minister; or
(b) if the relevant authority is a State-by the Attorney-General of the State.

167 Sale of products
(1) The right to exploit an invention under subsection 163 (1) includes the right to sell products
made in exercise of that right.

(2) Where under subsection 163 (1) the sale of products is not an infringement of:

(a) a patent; or

(b) a nominated person’s rights in the products;

the buyer, and any person claiming through the buyer, is entitled to deal with the products as if
the relevant authority were the patentee or the nominated person.

168 Supply of products by Commonwealth to foreign countries

Where the Commonwealth has made an agreement with a foreign country to supply to that
country products required for the defence of the country:

(a) the use of a product or process by the Commonwealth, or by a person authorised in writing
by the Commonwealth, for the supply of that product is to be taken, for the purposes of this
Chapter, to be use of the product or process by the Commonwealth for the services of the
Commonwealth; and

(b) the Commonwealth or the authorised person may sell those products to the country under
the agreement; and

(c) the Commonwealth or the authorised person may sell to any person any of the products that
are not required for the purpose for which they were made.

169 Declarations that inventions have been exploited

(1) Subject to subsection (4), a patentee who considers that the patented invention has been
exploited under subsection 163 (1) may apply to a prescribed court for a declaration to that
effect.

(2) In proceedings under subsection (1):

(a) the alleged relevant authority is the defendant; and

(b) the alleged relevant authority may apply by way of counter-claim in the proceedings, for the
revocation of the patent.

(3) The provisions of this Act relating to the revocation of patents apply, with the necessary
changes, to a counter-claim.

(4) An application under subsection (1) in respect of an innovation patent cannot be made
unless the patent has been certified.

170 Sale of forfeited articles

Nothing in this Chapter affects the right of the Commonwealth or a State, or of a person deriving
title directly or indirectly from the Commonwealth or a State, to sell or use an article forfeited
under a law of the Commonwealth or the State.

171 Acquisition of inventions or patents by Commonwealth
(1) The Governor-General may direct that a patent, or an invention that is the subject of a patent
application, be acquired by the Commonwealth.

(2) When a direction is given, all rights in respect of the patent or the invention are, by force of
this subsection, transferred to and vested in the Commonwealth.
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(3) Notice of the acquisition must be:

(a) given to the applicant and the nominated person, or the patentee; and

(b) published in the Official Journal and the Gazette unless, in the case of the acquisition of an
invention that is the subject of an application for a patent, a prohibition order, or an order under
section 152, is in force in respect of the application.

(4) The Commonwealth must pay a compensable person such compensation as is agreed
between the Commonwealth and the person or, in the absence of agreement, as is determined by
a prescribed court on the application of either of them.

172 Assignment of invention to Commonwealth
(1) An inventor, or an inventor’s successor in title, may assign the invention, and any patent
granted or to be granted for the invention, to the Commonwealth.

(2)The assignment and all covenants and agreements in the assignment are valid and effectual,
even if valuable consideration has not been given for the assignment, and may be enforced by
proceedings in the name of the Minister.

Part 1—Compulsory licences (general)

12.1 Applications for orders for compulsory licences

(1) For the purposes of subsection 133(1) of the Act, the period of 3 years after the date of
granting of the patent to which the application relates is prescribed.

(2) An applicant must lodge with the Registrar of the Federal Court:

(a) a copy of the application that includes:

(i) the name and address of the applicant; and

(ii) the address for service in relation to the application; and

(iii) the identity of the patent; and

(iv) if the applicant relies on the ground mentioned in paragraph 133(2)(a) of the Act—facts
supporting the assertion that the reasonable requirements of the public with respect to the
patented invention have not been satisfied; and

(iva) if the applicant relies on the ground mentioned in paragraph 133(2)(b) of the Act—facts
supporting the assertion that the patentee has contravened, or is contravening, Part IV of the
Trade Practices Act 1974 or an application law (as defined in section 150A of that Act) in
connection with the patent; and

(v) for an innovation patent—the date that the patent was certified; and

(b) adeclaration by the applicant to the effect that the facts in the statement are true to the best
of the knowledge of the applicant.

(2A) For subparagraph (2)(a)(ii), the address for service must be an address that is mentioned
in Rules made by the Federal Court for the service of the application, as in force from time to
time.

Note: In a transitional period after this subregulation commences, there may be different Rules
made by the Federal Court to deal with suitable addresses for service in particular
circumstances.

(3) The applicant must:

(a) serve a copy of the application and declaration on the patentee and any other person who
claims an interest in the patent as soon as practicable after lodgment; and

(b) lodge with the Registrar notice of the date when, and the place where, he or she complied
with paragraph (a).

(4) For subregulation (3), the applicant must serve the copy in accordance with Rules made by
the Federal Court for the service of the application and declaration, as in force from time to time.
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Note: In a transitional period after this subregulation commences, there may be different Rules
made by the Federal Court to deal with service in particular circumstances.

AUSTRIA

Patentgesetz 1970 (zuletzt gedndert durch das Bundesgesetz BGB1. I. Nr. 37/2018)
Sections 36 and 37

Zwangslizenzen

§ 36. (1) Kann eine patentierte Erfindung nicht verwertet werden, ohne eine mit besserem
Zeitrang

patentierte Erfindung (alteres Patent) zu verletzen, hat der Inhaber des jiingeren Patentes
Anspruch auf eine nicht ausschliefiliche Lizenz an dem alteren Patent, wenn die mit dem
jingeren Patent geschiitzte Erfindung gegeniiber der mit dem &lteren Patent geschiitzten
Erfindung einen wichtigen technischen Fortschritt von erheblicher wirtschaftlicher Bedeutung
darstellt. Im Falle der Lizenzeinrdumung hat auch der Inhaber des ilteren Patentes Anspruch auf
eine nicht ausschlieflliche Lizenz am jiingeren Patent.

(2) Kann ein Pflanzenziichter ein Sortenschutzrecht nicht erhalten oder verwerten, ohne eine
mit

besserem Zeitrang patentierte Erfindung (alteres Patent) zu verletzen, hat er Anspruch auf eine
nicht

ausschliefiliche Lizenz an dem Patent, soweit die Pflanzensorte einen bedeutenden technischen
Fortschritt von erheblichem wirtschaftlichen Interesse gegeniiber der patentgeschiitzten
Erfindung darstellt und soweit diese Lizenz zur Verwertung der zu schiitzenden Pflanzensorte
erforderlich ist.

(3) Wird dem Inhaber eines Patentes fiir eine biotechnologische Erfindung eine nicht
ausschliefiliche

Lizenz fiir eine durch ein mit besserem Zeitrang erteiltes Sortenschutzrecht (dlteres
Sortenschutzrecht)

geschiitzte Pflanzensorte erteilt, weil er die biotechnologische Erfindung nicht verwerten kann,
ohne ein alteres Sortenschutzrecht zu verletzen, dann hat der Inhaber des dlteren
Sortenschutzrechtes Anspruch auf eine nicht ausschlieflliche Lizenz an dem jiingeren Patent zur
Verwertung der geschiitzten Erfindung.

(4) Wird eine patentierte Erfindung im Inland nicht in angemessenem Umfang ausgelibt, wobei
die

Austlibung auch durch Import erfolgen kann, und hat der Patentinhaber nicht alles zu einer
solchen

Austlibung Erforderliche unternommen, so hat jedermann fiir seinen Betrieb Anspruch auf eine
nicht

ausschlief3liche Lizenz an dem Patent, es sei denn, der Patentinhaber weist nach, dafd die
Ausiibung der Erfindung im Inland wegen der der Austlibung entgegenstehenden
Schwierigkeiten nicht oder nicht in gréf3erem Umfang zumutbar ist, als dies geschehen ist.

(5) Ist die Erteilung einer Lizenz an einer patentierten Erfindung im 6ffentlichen Interesse
geboten,

hat jedermann fiir seinen Betrieb Anspruch auf eine nicht ausschliefdliche Lizenz an der
Erfindung. Der

diesbeziigliche Anspruch der Bundesverwaltung ist hingegen an keinen Betrieb gebunden.
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§ 37. (1) Verweigert der zur Einrdumung einer Lizenz gemaf? § 36 Berechtigte deren
Einrdumung,

obwohl sich der Lizenzwerber bemdiiht hat, die Zustimmung innerhalb einer angemessenen Frist
zu

angemessenen geschaftsiiblichen Bedingungen zu erhalten, so entscheidet auf Antrag des
Lizenzwerbers das Patentamt in dem fiir die Anfechtung von Patenten vorgeschriebenen
Verfahren. Im Fall der Lizenzeinrdumung ist eine angemessene Vergiitung zu bestimmen, wobei
der wirtschaftliche Wert der Lizenz in Betracht zu ziehen ist. Die gegebenenfalls erforderliche
Sicherstellung sowie die sonstigen Bedingungen der Beniitzung sind unter Berticksichtigung der
Natur der Erfindung und der Umstédnde des Falles festzusetzen. Umfang und Dauer der Lizenz
gemafd § 36 werden vorwiegend fiir die Versorgung des inldndischen Marktes gestattet und sind
auf den Zweck zu begrenzen, der sie erforderlich gemacht hat. Im Falle der Halbleitertechnik
kann die Lizenz nur fiir den 6ffentlichen, nicht gewerblichen Gebrauch oder um eine in einem
Gerichts- oder Verwaltungsverfahren festgestellte wettbewerbswidrige Praxis abzustellen,
eingeraumt werden.

(2) Die Einrdumung einer Lizenz gemaf3 § 36 Abs. 4 kann erst vier Jahre nach der Anmeldung
oder

drei Jahre nach der Kundmachung der Erteilung des Patentes, an dem die Lizenz begehrt wird,
beantragt werden; mafdgebend ist diejenige Frist, die zuletzt ablauft.

(3) Vom Erfordernis der Einholung der Zustimmung des zur Einrdumung einer Lizenz
Berechtigten

kann im Fall des § 36 Abs. 5 bei Vorliegen eines nationalen Notstandes oder sonstiger Umstidnde
von

duflerster Dringlichkeit abgesehen werden. In diesem Fall ist durch Zwischenentscheidung eine
vorlaufige Bewilligung zur Bentitzung der Erfindung zu erteilen.

(4) Eine gemaf3 Abs. 1 eingerdumte Lizenz ist vorbehaltlich eines angemessenen Schutzes der
berechtigten Interessen der ermachtigten Personen auf Antrag aufzuheben, wenn und sofern die
Umstdnde, die zu ihr gefiihrt haben, zu bestehen aufhéren und wahrscheinlich nicht wieder
eintreten. Das Patentamt entscheidet tiber diesen Antrag in dem fiir die Anfechtung von
Patenten vorgeschriebenen Verfahren.

(5) Bei Verfahren tiber die Einrdumung oder Aufhebung von Lizenzen gemaf3 § 36 Abs. 2 und 3
hat jedem Senat der Nichtigkeitsabteilung ein Mitglied anzugehoren, das auf Vorschlag des
Bundesministers fiir Land- und Forstwirtschaft, Umwelt und Wasserwirtschaft vom
Bundesminister fiir Verkehr, Innovation und Technologie ernannt worden ist.

AZERBAJIAN

The Law of Azerbajian Republic “On Patent” 2009
Articles 18 and 20

Article 18. Using of the subject matter of industrial property without consent of patent owner
With the objectives of safeguarding the interests of national security respective body of
executive power has the right of giving his consent on use of the subject matter of industrial
property without the consent of patent owner. In this case remuneration compensation is paid
to patent owner. In the case when the patent owner is not satisfied with the amount of



SCP/30/3
Appendix, page 30

compensation, he may appeal to the Court in an order established by legislation the Republic of
Azerbaijan.

Article 20. Compulsory license concerning granted of right on use

1. Where the owner of a patent or his right successor does not use the subject matter of
industrial property within 3 years time from the date a patent is granted without any valid
reason and does not made serious preparation to use or suspend more than 3 years and refuses
from grant the license after termination of this period, any legal entity or natural person may
appeal to the Court with a request for the grant compulsory license on use the subject matter of
industrial property.

Compulsory license shall be of non-exclusive character. Where in the licensee does not use
compulsory license within the period of 2 years from the date of obtaining, the owner of patent
may appeal the Court for cancellation of the license in an order established by the legislation.
Relations between patent owner and person obtained the compulsory license from the date of
granting of compulsory license considered equal to the relations between licensor and licensee
established by the present Law.

2. If a patent owner is not able to exploit the subject matter of industrial property without
infringing the rights of another patent owner, he shall be entitled to require the latter to
conclude with him a license agreement. Litigations concerning this problem consider by the
Court proceedings in an order established by legislation.

BAHRAIN

Law No. 1 of 2004 on Patents and Utility Models
Articles 24-27

Chapter (4) Compulsory licensing for exploiting a patent

Article (24)

The Minister of Trade may issue compulsory non-exclusive licensing for the exploitation of the
patents in the following cases:

a. National emergencies, persisting necessity or for the purposes of noncommercial public utility
provided that the patentee shall be informed of that, when possible, after granting the license.

b. Where the owner has not exploited the patented invention or has insufficiently exploited it
with respect to the needs of local market in the Kingdom at reasonable prices -taking into
account the counterpart prices prevalent in other countries - within three years of the date of
patent registration or four years of the filing application whichever is longer. Should the
Ministry of Trade deem that despite the lapse of the period stated in this clause that failure to
exploit the subject invention is due to reasons that are beyond the control of the patentee, it may
grant him a grace period not exceeding two years to exploit the patented invention completely
or otherwise the Ministry may issue a compulsory license for any person whom the patentee
either denied licensing for exploitation or

bound it to unfair commercial terms.

c. Where the exploitation of a patent that implies a technical progress that is of great significance
to industry cannot be exploited without the exploitation of another patent, the patentee of the
first patent may be granted a compulsory licensing for exploiting the other patent in which case
abandonment of the licensed exploitation shall not take place without the abandonment of the
first patent.The patentee of the other patent, in return, shall have the right to get a compulsory
licensing to exploit the first patent with reasonable terms.

d. In case the patentee is exercising his rights in such a manner that would prevent others from
engaging in fair competition.
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Article (25)

The following shall be taken into consideration upon granting compulsory licenses:

a. Each application for a license shall be decided separately for its specific conditions and
circumstances, following the payment of the due fees.

b. The license shall only be granted for meeting the demand in the local market.

c. The applicant for a license shall be able to seriously exploit the patent through a firm
established in the Kingdom.

d. The applicant shall have tried to obtain a license from the patentee under reasonable
commercial remuneration and conditions but did not reach an agreement during a reasonable
period of time, notwithstanding the case stipulated in item (a) of the previous article.

e. The applicant for a compulsory licensing shall undertake that the scope and duration of the
license shall be limited to the purpose for which it is granted by the licensing decision.

f. Should the invention relate to “semi-conductors” technologies, licensing shall only be
permitted for public, general, and non-commercial purposes, or to rectify practices proven to be
anticompetitive.

g. The licensee shall not assign the license of exploiting the patented invention except to the firm
concerned with this exploitation or to the part related to the exploitation of the patent subject to
the prior approval by the Ministry of Trade.

h. The patentee shall receive an equitable remuneration which takes into account the economic
value of the license. It shall also be taken into consideration the necessity of rectifying
anticompetitive practices -if they exist- when estimating the remuneration value.

i. The terms prescribed in items (b) and (d) shall not apply in the case of licensing issued to
rectify practices deemed to be constraining fair competition.

j- The Minister of Trade of his own motion or upon request of those concerned amends the
licensing terms should the conditions for which a license has been given change.

Article (26)

The competent authority at the Ministry of Trade shall provide the patentee with a copy of the
licensing application -in cases other than the one stipulated in item (a) of Article (24) of this law,
in which case the patentee may submit to the competent authority a written response to the
application subject to the periods and procedures defined by the Executive By-laws. In all cases,
the Minister shall issue a decision to either accept or reject the application or keep the
application pending on some requirements he stipulates and in all cases the Ministry shall be
committed to notify the patentee and the license applicant of its decision within thirty days of
issuance thereof. Such decision shall be recorded in the patent register and shall be published in
the manner prescribed by the Executive By-laws.

Article (27)

The Minister of Trade may, of his own motion or upon request from the patentee, terminate the
license before it expires in the following cases:

a. Lapse of the reasons that led to license him provided that it is likely that these reasons will not
arise again, in the case of which an adequate protection shall be granted to the legal interests of
the licensee, subject to the conditions and procedures prescribed by the Executive By-laws.

b. Failure on the part of the licensee to exploit the license within two years of the licensing date.
c. Licensee violation of any condition according for which the license was given, or failure to
undertake the obligations stipulated in this law and the decisions issued in the implementation
thereof.
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BANGLADESH

The Patents and Designs Act (Act No. 1l of 1911) (2003)
Sections 22 and 23A

Section 22 - Compulsory Licenses and Revocation

22. (1) Any person interested may present a petition to the Government which shall be left at the
Department of Patents, Designs and Trade Marks, together with the prescribed fee, alleging that
the demand for a patented article in Bangladesh is not being met to an adequate extent and on
reasonable terms and praying for the grant of a compulsory license, or, in the alternative, for the
revocation of the patent.

(2) The Government shall consider the petition, and if the parties do not come to an
arrangement between themselves the Government may, as it thinks fit either dispose of the
petition itself or refer it to the High Court Division for decision.

(3) The provisions of sub-section (4) of section 15, prescribing the procedure to be followed in
the case of references to the Court under that section, shall apply in the case of references made
to the Court under this section.

(4) If the Government is of opinion, or, where a reference has been made under subsection (2) to
the High Court Division, that Court finds that the demand for the patented article in Bangladesh
is not being met to an adequate extent and on reasonable terms, the patentee may be ordered to
grant licenses on such terms as the Government or the High Court Division, as the case may be,
may think just, or, if the Government or the High Court Division is of opinion that the demand
will not be adequately met by the grant of licenses, the patent may be revoked by order of the
Government or the High Court Division: Provided that an order of revocation shall not be made
before the expiration of four years from the date of the patent, or if the patentee gives
satisfactory reasons for his default.

(5) For the purposes of this section the demand for a patented article shall not be deemed to
have been met to an adequate extent and on reasonable terms-

(a) if by reason of the default of the patentee to manufacture to an adequate extent and supply
on reasonable terms the patented article, or any parts thereof which are necessary for its
efficient working, or to carry on the patented process to an adequate extent or to grant licenses
on reasonable terms, any existing trade or industry or the establishment of any new trade or
industry in Bangladesh is unfairly prejudiced,; or

(b) if any trade or industry in Bangladesh is unfairly prejudiced by the conditions attached by
the patentee to the purchase, hire or use of the patented article or to the using or working of the
patented process.

Revocation of patents worked outside Bangladesh

23. (1) At any time not less than four years after the date of a patent granted under this Act, any
person may apply to the Government for relief under this section on the ground that the
patented article or process is manufactured or carried on exclusively or mainly outside
Bangladesh.

(2) The Government shall consider the application, and, if after inquiry it is satisfied-

(a) that the allegations contained therein are correct; and

(b) that the applicant is prepared, and is in a position, to manufacture or carry on the patented
article or process in Bangladesh; and

(c) that the patentee refuses to grant a license on reasonable terms,
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then, subject to the provisions of this section, and unless the patentee proves that the patented
article or process is manufactured or carried on to an adequate extent in Bangladesh, or gives
satisfactory reasons why the article or process is not so manufactured or carried on, the
Government may make an order-

(a) revoking the patent either-

(i) forthwith; or

(ii) after such reasonable interval as may be specified in the order, unless in the meantime it is
shown to its satisfaction that the patented article or process is manufactured or carried on
within Bangladesh to an adequate extent; or

(b) ordering the patentee to grant a license to the applicant which may be a license exclusive to
him or otherwise as the Government may direct.

(3) No order revoking a patent shall be made under the last sub-section which is at variance
with any treaty, convention, arrangement or engagement with any foreign country

(4) The Government may, on the application of the patentee, extend the time limited in any
order made under sub-section (2), clause (ii), for such period not exceeding two years as it may
specify in a subsequent order, or revoke any order made under sub-section (2), clause (ii), or
any subsequent order if sufficient cause is in its opinion shown by the patentee.

Operation of order under section 22 or section 23

[23A. An order of the High Court Division under section 22 or of the Government under section
22 or section 23, directing the grant of any license shall, without prejudice to any other method
of enforcement, operate as if it were embodied in a deed granting a license and executed by the
patentee and all other necessary parties.]

BARBADOS

Patents Act, 2001 (Cap. 314) (as amended by Act No. 2 of 2006)
Sections 49 and 50

Use by Government or third party

49. (1) Where Exploitation by Crown, government

(a) the exploitation within Barbados of an invention protected by agency or patent is, in the
opinion of the Minister, necessary

(i) in the interests of national security;

(ii) in the interests of national health;

(iii) in the interests of national nutrition;

(iv) in the interests of the development of an essential sector of the economy of Barbados; or
(v) for other public interests;

(b) the High Court has determined that the manner of exploitation by the owner of a patent or
his licensee is anti-competitive,

the Minister may, without the consent of the owner of the patent, but subject to the payment of a
reasonable amount for its exploitation, authorize by order the exploitation of the invention in
Barbados by the Crown, by a government agency or by any person named in the order.

(2) Before the Minister makes an order under subsection (1),

(a) the views of the Director must be obtained regarding the use of the invention;

(b) the owner of the patent for the invention, and, where there is a licence-contract, his licensee,
must be notified of the Minister’s intention to make an order under subsection (1).
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(3) All persons who have been notified under subsection (2), and any other interested persons
shall, together with any person whose participation the Minister considers desirable, be invited
by the Minister to a hearing concerning authorisation of the exploitation of the invention.

(4) In determining a reasonable amount of payment under subsection (1), the Minister shall take
into account the economic value of the use of the patented invention and the need to correct
anti-competitive practices.

(5) A request for the Minister’s authorisation must be accompanied by evidence that the owner
of the patent has received, from the person seeking the authorisation, a request for a contractual
licence, but that that person has been unable to obtain such a licence on reasonable commercial
terms and conditions and within a reasonable time.

(6) The following exceptions are applicable:

(a) subsections (2), (3) and (5) do not apply where a state of emergency has been declared
pursuant to any enactment, or in other circumstances of extreme national urgency, but in any
such case, the owner of the patent shall be notified of the Minister’s decision as soon as
reasonably practicable;

(b) subsection (5) does not apply where the use is for public non-commercial purposes; and
(c) subsection (3) does not apply where the High Court has determined that the manner of
exploitation by the owner of a patent or his licensee is anti-competitive.

(7) The exploitation of a patented invention in the field of semiconductor technology shall only
be authorised either for public non-commercial use or where the High Court has determined
that the manner of exploitation of the patented invention, by the owner of the patent or his
licensee, is anti-competitive and if the Minister is satisfied that the grant of the authorisation
would remedy such practice.

(8) The authorisation shall not exclude
(a) the conclusion of licence-contracts by the owner of the patent; or
(b) the continued exercise by the owner of the patent of his rights under section 5(2).

(9) Where a third party has been designated by the Minister, the authorisation may only be
transferred with the enterprise or business of that party or with the part of the enterprise or
business within which the patented invention is being exploited.

(10) The exploitation of the invention by the Crown, government agency or third person
referred to in subsection (1), shall be predominantly for the supply of the market in Barbados
and shall be limited to the purposes for which it was authorised.

(11) The Minister may, upon the request of the owner of the patent, the Crown, government
agency or the third person referred to in subsection (1), after hearing the parties, if any or both
of them wish to be heard, vary the terms of the decision authorising the exploitation of the
patented invention, to the extent that changed circumstances justify such variation.

(12) Upon the request of the owner of the patent, the Minister shall terminate the authorisation
if he is satisfied, after hearing the parties, if any or both of them wish to be heard, that the
circumstances which led to his decision have ceased to exist and are unlikely to recur, or that the
Crown, government agency or third person referred to in subsection (1) has failed to comply
with the terms of the decision.

(13) Notwithstanding subsection (12), the Minister shall not terminate the authorisation if he is
satisfied that the need for adequate protection of the legitimate interests of the Crown,
government agency or third person justifies the maintenance in force of the decision.
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(14) A person aggrieved by a decision of the Minister under subsection (1), (11) or (12) may
appeal to a Judge in chambers.

Non-voluntary licences

50. (1) After the expiration of a period of 4 years from the date of voluntary filing of the patent
application or 3 years from the date of the grant of licences. the patent, whichever period expires
last, any person interested may apply to the High Court for the grant of a non-voluntary licence
under a patent, on the ground that the patented invention is not exploited or is insufficiently
exploited by working the invention locally or by importation in Barbados.

(2) Notwithstanding subsection (1), a non-voluntary licence shall not be issued if the owner of
the patent satisfies the High Court that circumstances exist which justify the non-exploitation or
insufficient exploitation of the patented invention in Barbados.

(3) The High Court shall make an order setting out

(a) the scope and function of the licence;

(b) the time limit within which the licensee shall begin to exploit the patented invention; and
(c) the amount to be paid to the owner of the patent and the conditions of payment.

(4) Any person to whom a licence is granted under this section, shall exploit the patented
invention in Barbados in accordance with the terms of the order under subsection (3), and shall
exploit the patented invention sufficiently.

(5) Where

(a) the invention claimed in a patent (in this section referred to as the “later patent”) cannot be
exploited in Barbados without infringing a patent granted on the basis of an application
benefiting from an earlier application (in this section referred to as the “earlier patent”); and
(b) the invention claimed in the later patent involves an important technical advance of
considerable economic importance in relation to the invention claimed in the earlier patent, the
High Court may, upon the request of the owner of the later patent, issue a non-voluntary licence
to the extent necessary to avoid infringement of the earlier patent.

(6) Where a non-voluntary licence is granted under subsection (5), the High Court shall, upon
the request of the owner of the earlier patent, issue a non-voluntary licence in respect of the
later patent.

(7) In the case of the grant of a non-voluntary licence under subsection (5), subsection (3)
applies, mutatis mutandis, with the exception that no time limit need be fixed.

(8) In the case of a non-voluntary licence issued under subsection (5), the transfer may be made
only with the later patent, or, in the case of a non-voluntary licence granted under subsection
(6), only with the earlier patent.

(9) A licence granted under this section

(a) is not exclusive;

(b) shall not be assigned otherwise than in connection with the goodwill of the business in which
the patented invention is used; and

(c) is limited to the supply of the patented invention predominantly in Barbados.

(10) Where the High Court is satisfied that the grounds on which any licence granted under this
section have ceased to exist, it may, on the application of any interested party, terminate such
licence.
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(11) Any person to whom a licence is granted under this section shall pay such remuneration to
the owner of the patent as may be agreed, or as may be determined by a method agreed upon
between that person and the owner of the patent or, in default of agreement, as is determined by
the High Court on the application of either party.

(12) Alicence shall not be granted under this section unless the person applying for the licence,
having taken all reasonable steps to do so, has been unable to obtain a licence or to obtain a
licence on reasonable terms from the owner of the patent.

(13) Alicence shall not be granted under this section in respect of a patent relating to an
integrated circuit.

(14) A non-voluntary licence granted under this section is subject to payment of the prescribed
fee.

BELARUS

Law of the Republic of Belarus No. 160-Z of December 16, 2002, on Patents for Inventions, Utility
Models, Industrial Designs (as amended up Law No. 328-Z of December 22, 2011)

Article 38

Compulsory Licensing

38. Where the owner of a patent has failed to use or has insufficiently used an invention within
five years or a utility model or an industrial design within three years following the date of the
grant of the patent, any person who wishes to use the patented invention, utility model or
industrial design and is in a position to do so, but with whom the owner of the patent has
refused to conclude a licensing agreement, may apply to the courts for the grant of a non-
exclusive compulsory license. The court shall grant a compulsory license and shall lay down the
limits on the use of the invention, utility model or industrial design, as also the amount, dates
and procedure for the payment of royalties, unless the owner of the patent is able to prove that
the failure to use or the insufficient use of the invention, utility model or industrial design is
justified by legitimate reasons.

BELGIUM

Code of Economic Law 2018
Articles X1.37 to X1.46

Art. X1.37. [§ ler. Le ministre peut octroyer, conformément aux articles XI.40 a X1.42, une licence
d’exploitation d’'une invention couverte par un brevet :
1° lorsqu’un délai de quatre années a compter de la date de dépo6t de la demande de brevet, ou
de trois années a compter de la délivrance du brevet, le délai qui expire le plus tard devant étre
appliqué, s’est écoulé sans quel’invention brevetée soit exploitée par importation ou une
fabrication sérieuse et continue en Belgique et sans que le titulaire du brevet justifie son inaction
par des excuses légitimes.

Dans le cas d'un brevet ayant pour objet une machine, la fabrication sérieuse et continue
en Belgique par le titulaire du brevet de produits obtenus a I'aide de cette machine peut étre
considérée comme valant exploitation de I'invention brevetée en Belgique lorsque cette
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fabrication apparait comme plus importante pour I'’économie du pays que celle de la machine
elle-méme.

Une licence obligatoire pour défaut ou insuffisance d’exploitation ne sera accordée qu’a
condition que la licence soit octroyée principalement pour I'approvisionnement du marché
national.

2° lorsqu’une invention, couverte par un brevet appartenant au demandeur de la licence, ne peut
étre exploitée sans porter atteinte aux droits attachés a un brevet issu d'un dépot antérieur et
pour autant que le brevet dépendant permette un progres technique important, d'un intérét
économique considérable, par rapport a I'invention revendiquée dans le brevet dominant et a
condition que la licence soit octroyée principalement pour I'approvisionnement du marché
national;

3°lorsqu’un obtenteur ne peut obtenir ou exploiter un droit d’obtention végétale sans porter
atteinte a un brevet antérieur, dans la mesure ou cette licence est nécessaire pour I'exploitation
de la variété végétale a protéger et pour autant que la variété représente un progres technique
important d'un intérét économique considérable par rapport a I'invention revendiquée dans le
brevet et a condition que cette licence soit octroyée principalement pour I’approvisionnement
du marché national;

4° au titulaire d'un droit d’obtention végétale, lorsque le titulaire d’'un brevet concernant une
invention
biotechnologique a, conformément aux dispositions de la loi sur la protection des obtentions
végétales, obtenu une licence obligatoire pour I'exploitation non-exclusive de la variété végétale
protégée par ce droit d’obtention végétale parce qu’il ne peut exploiter I'invention
biotechnologique sans porter atteinte a ce droit d’obtention végétale antérieur et a condition
que cette licence soit octroyée principalement pour 'approvisionnement du marché national.
Dans le cas de la technologie des semi-conducteurs telle que définie dans la directive
87/54 du Conseil du 16 décembre 1986, les licences visées au 1° et au 2° du présent paragraphe
ne peuvent étre accordées que si elles sont destinées a remédier a une pratique dont il a été
déterminé, a I'issue d’'une procédure judiciaire ou administrative, qu’elle est
anticoncurrentielle.]

§ 2. Le demandeur de la licence doit établir:

1) dans les cas visés au paragraphe précédent :

a) que le titulaire du brevet tombe sous I'application de I'une de ces dispositions;

b) qu’il s’est vainement adressé au titulaire du brevet pour obtenir une licence a I'amiable;

2) en outre, si la licence est réclamée par application du 1° du paragraphe précédent, qu'il
disposerait, dans I'hypothése ot la licence lui serait octroyée, des moyens nécessaires pour
assurer une fabrication sérieuse et continue en Belgique d’aprés l'invention brevetée.

§ 3. Toute action en contrefacon d'une invention couverte par un brevet dont une licence
obligatoire est demandée et intentée contre le demandeur d'une telle licence suspend la
procédure d’octroi de la licence jusqu’au moment ot le jugement ou I'arrét acquiert force de
chose jugée. Si la contrefacon est établie, la demande de licence obligatoire est rejetée.

§ 4. Est réservée 'application des lois prévoyant I'octroi de licences d’exploitation d’inventions
brevetées en des matiéres spéciales, notamment la défense nationale et I'énergie nucléaire.]

Art. X1.38. [§ 1er. Dans I'intérét de la santé publique, le Roi peut, par arrété délibéré en Conseil
des

ministres, octroyer une licence d’exploitation et d’application d’'une invention couverte par un
brevet pour :
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a) un médicament, un dispositif médical, un dispositif médical ou un produit de diagnostic, un
produit

thérapeutique dérivé ou a combiner;

b) la méthode ou le produit nécessaire pour la production d’un ou plusieurs produits
mentionnés sous a);

¢) une méthode de diagnostic appliquée en dehors du corps humain ou animal.

§ 2. Le demandeur de la licence obligatoire doit établir qu'il dispose, dans le cas ou la licence
obligatoire lui serait octroyée, des moyens ou de 'intention loyale d’obtenir les moyens qui sont
nécessaires pour la fabrication et/ou 'application sérieuse et continue en Belgique de
I'invention brevetée.

§ 3. Toute procédure concernant une action en contrefagon d’'une invention couverte par un
brevet pour lequel une licence obligatoire pour des raisons de santé publique a été demandée et
qui est intentée contre le demandeur d’une telle licence, est suspendue en ce qui concerne la
question de la contrefacon jusqu’au moment ou une décision concernant la licence obligatoire
est prise par le Roi conformément au paragraphe ler.

§ 4. Les licences octroyées en application du présent article ne sont pas exclusives.

§ 5. La licence obligatoire peut étre limitée dans le temps ou en ce qui concerne son champ
d’application.

§ 6. Le demandeur d'une licence obligatoire soumet sa demande au ministre et adresse une copie
de celle-ci au Comité consultatif de Bioéthique.

Le ministre transmet la demande dans un délai de dix jours au Comité consultatif de
Bioéthique. Durant le méme délai, le ministre informe le titulaire du brevet qui fait I'objet d’'une
demande de licence obligatoire, du contenu de la demande et I'invite a faire connaitre son point
de vue concernant I'octroi possible d’une licence obligatoire ainsi que ses observations relatives
a une rémunération raisonnable au cas ou une licence obligatoire serait accordée, dans un délai
d’un mois au Comité consultatif de Bioéthique avec une copie a lui-méme.

Le Comité consultatif de Bioéthique soumet au ministre un avis motivé et non
contraignant sur le bien-fondé de la demande.

Dans un délai de trois mois apres réception de I'avis du Comité consultatif de Bioéthique,
le ministre soumet, pour délibération au Conseil des ministres, un projet d’arrété royal motivé
sur le bien-fondé de la demande. Le ministre soumet également une proposition de
rémunération pour le titulaire du brevet.

Si le Roi décide, conformément au paragraphe ler, d’octroyer la licence obligatoire, Il
détermine le cas échéant, par arrété délibéré en Conseil des ministres, la durée, le champ
d’application et les autres conditions d’exploitation de cette licence. Les conditions
d’exploitation fixent également la rémunération afférente a 'exploitation de I'invention brevetée
durant la procédure d’octroi de la licence.

En cas de crise de santé publique et sur proposition du ministre ayant la santé publique
dans ses attributions, le Roi peut, par arrété délibéré en Conseil des ministres, prendre des
mesures en vue d’accélérer la procédure mentionnée dans le présent paragraphe. Il peut, le cas
échéant, prévoir que I'avis du Comité consultatif de Bioéthique ne doit pas étre obtenu, afin
d’accélérer la procédure de prise d’octroi de licence.

Les décisions prises dans le cadre des procédures visées aux alinéas précédents sont
publiées au Moniteur belge et mentionnées au Recueil.

La licence obligatoire produit ses effets a compter du jour de I'exploitation et au plus tét a
dater de la demande de la licence obligatoire.

§ 7. Une rémunération raisonnable doit étre versée par le demandeur de la licence pour
I'utilisation de I'invention brevetée durant la période entre la demande de licence obligatoire
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pour des raisons de santé publique et I'arrété royal qui octroie la licence obligatoire. Dans ce cas,
le Roi fixe le montant de la rémunération, par arrété délibéré en Conseil des ministres.

§ 8. Dés I'octroi de la licence obligatoire, les rapports entre le titulaire du brevet et le licencié
sont assimilés, sauf dérogations décidées en vertu du paragraphe 6, a ceux existant entre un
concédant et un licencié contractuels.

§ 9. L'octroi de la licence obligatoire, ainsi que les décisions s’y rapportant, sont inscrites au
registre.

§ 10. Pour autant que des éléments nouveaux soient intervenus, le Roi peut, par arrété délibéré
en Conseil des ministres, a la requéte du titulaire du brevet ou du licencié et conformément aux
procédures prévues par le paragraphe 6, procéder a la révision de ce qui a été décidé en ce qui
concerne leurs obligations réciproques et, le cas échéant, les conditions d’exploitation.

§ 11. Ala demande de tout intéressé et aprées avoir a nouveau pris connaissance de ’avis du
Comité consultatif de Bioéthique, le Roi peut, par arrété délibéré en Conseil des ministres, retirer
la licence obligatoire octroyée pour des raisons de santé publique si, apreés I'expiration du délai
fixé pour I'exploitation, le licencié n’a pas exploité en Belgique I'invention brevetée par une
fabrication sérieuse et continue.

L’arrété de retrait est publié par extrait au Moniteur belge et mentionné au Recueil.

§ 12. Les articles X1.37, X1.40 a X1.46 ne s’appliquent pas a la licence obligatoire visée au présent
article. Les dispositions du présent article ne s’appliquent pas aux licences obligatoires visées
par les articles XI.37, X1.40 a X1.46.]

Art. XI1.39. [§ ler. Sans préjudice du paragraphe 2, le Roi est 'autorité compétente au sens de
I'article 2.4. du Réglement (CE) N°816/2006 du Parlement européen et du Conseil du 17 mai
2006 concernant I'octroi de licences obligatoires pour des brevets visant la fabrication de
produits pharmaceutiques destinés a ’exportation vers des pays connaissant des problemes de
santé publique.

Les décisions relatives a I'octroi, a la révision, au rejet et au retrait d'une licence
obligatoire sont prises par arrété délibéré en Conseil des ministres.

§ 2. Le Roi peut désigner les autorités belges compétentes pour mettre en oeuvre les articles 6.1,
7,14,16.1, alinéa 2, 16.3 et 16.4 du Réglement (CE) N° 816/2006.

§ 3. Le Roi est habilité a fixer des exigences purement formelles ou administratives nécessaires
pour le

traitement efficace des demandes de licence obligatoire visées par le Réglement (CE) N°
816/2006.

§ 4. Les articles X1.37, X1.38 et X1.40 a X1.46 ne s’appliquent pas a la licence obligatoire visée au
présent

article. Les dispositions du présent article ne s’appliquent pas aux licences obligatoires visées
aux articles X1.37, X1.38 et X1.40 a X1.46.]

Art. X1.40. [§ 1er. Les licences obligatoires octroyées par application de I'article XI.37 ne sont pas
exclusives.

§ 2. Sans préjudice du deuxiéme alinéa de l'article X1.37, § 1er, 1°, la licence octroyée par
application dudit 1° du paragraphe 1er, ne confere au licencié que le droit d’exploiter 'invention
brevetée par fabrication sérieuse et continue en Belgique. Le ministre fixe le délai dans lequel
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une telle fabrication doit étre réalisée, cette fabrication impliquant I'application intégrale du
procédé éventuellement revendiqué dans le brevet.

La licence obligatoire peut étre limitée dans le temps ou a une partie seulement de
I'invention lorsque celle-ci permet la réalisation d’autres fabricats que ceux requis pour
satisfaire les besoins dont question a I'article XI1.37, § 1er.

Des I'octroi de la licence obligatoire, les rapports entre le titulaire du brevet et le licencié
sont assimilés, sauf dérogations prévues par I'arrété de I'octroi, a ceux existant entre un
concédant et un licencié contractuels.

§ 3. La licence octroyée par application de 'article XI1.37, § 1er, 2°, est limitée a la partie de
I'inventioncouverte par le brevet dominant dont I'utilisation est indispensable pour
I'exploitation de I'invention brevetée dépendante et ne permet cette utilisation qu’en liaison
avec ladite exploitation.
Le troisiéme alinéa du paragraphe 2 est applicable a la licence obligatoire.

Le titulaire du brevet auquel la licence obligatoire est imposée peut, si les deux inventions
se rapportent au méme genre d’industrie, se faire octroyer a son tour une licence du brevet dont
le demandeur de la licence obligatoire s’est prévalu.

§ 4. La licence octroyée en application de I'article X1.37, § 1er, 3° ou 4°, est limitée a la partie de
I'invention couverte par le brevet dominant dont l'utilisation est indispensable pour
I'exploitation de I'invention brevetée dépendante ou de la variété protégée par le droit
d’obtention végétale dépendante et ne permet cette utilisation qu’en liaison avec ladite
exploitation.

Le troisiéme alinéa du paragraphe 2 est applicable a la licence obligatoire octroyée en
application de I'article X1.37, § 1er, 3° ou 4°.]

Art. X1.41. [1 § 1er. Dans les cas visés a I'article X1.37, § 1er, le ministre octroie les licences
obligatoires sur requéte.

§ 2. Larequéte est transmise par le ministre a la Commission des licences obligatoires afin que
celle-ci entende les intéressés, les concilie s'il se peut et, dans le cas contraire, lui donne un avis
motivé sur le bien-fondé de la demande. La Commission joint a son avis le dossier de I'affaire.

Le ministre décide de la suite a réserver a la requéte et notifie sa décision aux intéressés
par envoi recommandé.

§ 3. Dans les cas visés a l'article X1.37, § 1er, 2° et 3°, la demande de licence obligatoire est
déclarée fondée si le titulaire du brevet dominant ne conteste ni la dépendance du brevet ou du
droit d’obtention végétale du demandeur de la licence, ni sa validité, ni le fait que I'invention ou
la variété permet un progres technique important, d’'un intérét économique considérable, par
rapport a l'invention revendiquée dans le brevet.

§ 4. Le fait pour le titulaire du brevet antérieur de nier la dépendance du brevet ou du droit
d’obtention

végétale du demandeur de la licence emporte de plein droit pour ce dernier I'autorisation
d’exploiter I'invention décrite dans son propre brevet ou dans son droit d’obtention végétale
ainsi que I'invention dite dominante sans pouvoir de ce chef étre poursuivi en contrefagon par le
titulaire du brevet antérieur.

La contestation de la validité du brevet ou du droit d’obtention végétale dépendant
suspend la procédure administrative relative a la reconnaissance du bien-fondé de la demande
de licence, a condition, soit qu'une action en nullité dudit brevet ou droit d’obtention végétale
soit déja introduite devant I'autorité compétente par le titulaire du brevet dominant, soit que
celui-ci cite le demandeur de la licence devant le tribunal dans les deux mois de la notification
qui lui a été faite du dépot de la demande de licence.
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La contestation du progres technique important, d'un intérét économique considérable du
brevet ou du droit d’obtention végétale dépendant par rapport a I'invention décrite dans le
brevet dominant suspend la procédure administrative relative a la reconnaissance du bien-fondé
de la demande de licence, a condition que le titulaire du brevet dominant introduise, dans les
deux mois de la notification qui lui a été faite du dépot de la demande de licence, une requéte au
tribunal siégeant comme en référé. La décision judiciaire n’est pas susceptible d’appel ou
d’opposition.

L’inobservation du délai prévu aux deux alinéas précédents entraine forclusion du droit du
titulaire du brevet dominant de faire valoir sa contestation devant le tribunal.]

Art. X1.42. [1 § 1er. Dans les quatre mois de la notification de la décision, le titulaire du brevet et
le demandeur de licence concluent une convention écrite concernant leurs droits et leurs
obligations réciproques. Le ministre en est informé. A défaut d’'une convention dans le délai
susvisé, les droits et les obligations réciproques seront fixés par le tribunal siégeant comme en
référé, sur citation de la partie la plus diligente.

Une copie du jugement définitif est immédiatement transmise au ministre par le greffier.

La fixation des obligations des parties comprendra en tout cas une rémunération adéquate
compte tenu de la valeur économique de la licence.

§ 2. Le ministre octroie la licence par un arrété motivé.
La licence obligatoire et les décisions s’y rapportant sont inscrites au registre.
L’arrété est publié au Moniteur belge et mentionné au Recueil.]

Art. X1.43. [§ 1er. Il est institué aupres du SPF Economie une Commission des licences
obligatoires qui a pour mission d’accomplir les taches qui lui sont dévolues par les articles X1.41,
X1.44 et X1.45.

La Commission est composée de dix membres nommeés par le ministre.

Huit membres sont désignés sur proposition des organisations représentatives de
I'industrie, de I'agriculture, du commerce, des petites et moyennes entreprises industrielles et
des consommateurs.

Les organisations visées a 'alinéa précédent sont désignées par le ministre.

Deux membres sont désignés parmi les membres du Conseil de la Propriété intellectuelle.
[Is restent membres de la Commission pour la durée de leur mandat au sein de celle-ci,
indépendamment de leur qualité de membre dudit Conseil.

Le mandat de membre de la Commission est d’'une durée de six ans. Il est renouvelable.

La Commission est présidée par un de ses membres, désigné par le ministre pour un
terme de trois ans renouvelable.

Les avis sont adoptés par consensus. A défaut de consensus, I'avis reprend les différentes
opinions.

Le Roi détermine les modalités de fonctionnement et d’organisation de la Commission.

La Commission élabore son réglement d’ordre intérieur. Celui-ci entre en vigueur apres
approbation du ministre.

§ 2. Lorsque le ministre est saisi d'une requéte en vue de I'octroi d'une licence obligatoire, il
désigne aupres de la Commission un ou plusieurs agents qualifiés, choisis parmi les
fonctionnaires du SPF Economie.

La Commission définit la mission des agents visés a I'alinéa 1er et fixe les modalités en
vertu desquelles ces agents lui rendent compte de leur mission. La Commission précise les
conditions de transmission des documents visés a I'alinéa 4, en vue d’assurer la protection des
renseignements confidentiels.

Les agents commissionnés par le ministre sont compétents pour recueillir tous
renseignements, recevoir toutes dépositions ou tous témoignages écrits ou oraux qu'ils estiment
nécessaires a I'accomplissement de leur mission.

Dans I’exercice de leurs fonctions, ces agents peuvent :
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1° moyennant un avertissement préalable d’au moins cinqg jours ouvrables ou sans
avertissement préalable s’ils ont des raisons de croire qu’il existe un risque de destruction de
pieces utiles a I'instruction de la demande de licence obligatoire, pénétrer, pendant les heures
habituelles d’ouverture ou de travail, dans les bureaux, locaux, ateliers, batiments, cours
adjacentes et enclos, dont I'acces est nécessaire a 'accomplissement de leur mission;

2° faire toutes les constatations utiles, se faire produire, sur premiere réquisition et sans
déplacement, les documents, piéces ou livres nécessaires a leurs recherches et constatations et
en prendre copie;

3° prélever des échantillons, suivant les modes et les conditions déterminés par le Roi;

4° saisir, contre récépissé, les documents visés au point 2 qui sont nécessaires a
I'accomplissement de leur mission;

5° commettre des experts dont ils déterminent la mission, suivant les conditions déterminées
par le Roi.

A défaut de confirmation par le Président de la Commission dans les quinze jours, la saisie est
levée de plein droit. La personne entre les mains de laquelle les objets sont saisis peut en étre
constituée gardien judiciaire. Le président de la Commission peut donner mainlevée de la saisie
qu'il a confirmée, le cas échéant sur requéte du propriétaire des objets saisis adressée a la
Commission.

Moyennant un avertissement préalable d’au moins cing jours ouvrables ou sans
avertissement préalable s’ils ont des raisons de croire qu’il existe un risque de destruction de
pieces utiles a I'instruction de la demande de licence obligatoire, les agents commissionnés
peuvent visiter les locaux habités avec 'autorisation préalable du Président du tribunal de
commerce. Les visites dans les locaux habités doivent s’effectuer entre huit et dix-huit heures et
étre faites conjointement par deux agents au moins.

Dans I'exercice de leur mission, ils peuvent requérir I'assistance des services de police.

Les agents commissionnés exercent les pouvoirs qui leur sont accordés par le présent
article sous la surveillance du procureur général, sans préjudice de leur subordination a I'égard
de leurs supérieurs dans 'administration.

§ 3. Les agents commissionnés a cet effet remettent leur rapport a la Commission. La
Commission n’émet son avis qu’apres avoir entendu le titulaire du brevet et la personne qui
requiert ou a obtenu la licence obligatoire.

Ces personnes peuvent se faire assister ou représenter, soit par un avocat, soit par une
personne que la Commission agrée spécialement dans chaque affaire. La Commission entend
également les experts et les personnes qu’elle juge utile d’interroger. Elle peut charger les agents
commissionnés de procéder a un complément d’information et de remettre un rapport
complémentaire.

Un mois au moins avant la date de sa réunion, la Commission avise par envoi recommandé
les personnes qui doivent étre entendues au cours de cette réunion. En cas d’'urgence, le délai est
réduit de moitié.

§ 4. Les frais de fonctionnement de la Commission sont a charge du budget du SPF Economie.]

Art. X1.44. [Pour autant que des éléments nouveaux soient intervenus, il peut étre procédé, a la
requéte du titulaire du brevet ou du licencié, a la révision des décisions prises en ce qui concerne
leurs obligations réciproques et, le cas échéant, les conditions d’exploitation. La compétence de
révision appartient a I'autorité de qui la décision émane et la procédure a suivre est la méme que
celle qui est prévue pour conduire a la décision soumise a révision.]

Art. X1.45. [1 § 1er. Ala demande du titulaire du brevet, le ministre retire la licence obligatoire
s’il résulte d’'un jugement coulé en force de chose jugée que le licencié s’est rendu coupable a
I'égard du titulaire du brevet d'un acte illicite ou qu’il a manqué a ses obligations.
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§ 2. Ala demande de tout intéressé, le ministre peut retirer la licence obligatoire concédée pour
défaut

d’exploitation si, a 'expiration du délai fixé par le ministre pour I'exploitation, le licencié n’a pas
assuré en Belgique une exploitation de l'invention brevetée par une fabrication sérieuse et
continue.

§ 3. Les décisions de retrait sont soumises par le ministre, pour avis, a la Commission des
licences obligatoires.

Le retrait fait I'objet d’'une décision motivée. Celle-ci mentionne le cas échéant la raison
pour laquelle I'avis de la Commission n’a pas été suivi.

L’arrété de retrait est publié par extrait au Moniteur belge et mentionné au Recueil.]

Art. X1.46. [Le titulaire d’une licence obligatoire ne peut transférer par cession ou sous-licence a
des tiers les droits attachés a la licence qu’avec la partie de 'entreprise ou du fonds de
commerce affectée a I'exploitation de la licence et sous réserve que les licences octroyées par
application de I'article XI.37, § 1er, 2°, ne sont cessibles qu’avec le brevet dépendant.

L’article XI.51 est applicable par analogie.]

Art. X1.47. [1 § 1er. Le brevet s’éteint au terme de la vingtiéme année a compter du jour du dépo6t
de la demande, sous réserve du paiement des taxes annuelles visées a l'article X1.48.

§ 2. Dans le cas prévu a I'article X1.23, § 8, la demande de brevet cesse de produire ses effets,
sous réserve du paiement des taxes annuelles, a I'expiration du délai prescrit pour le paiement
de la taxe de recherche, si cette taxe n’a pas été acquittée.]

BELIZE

Patents Act (Cap. 253, Revised Version 2000)
Sections 38 and 39

Non-Voluntary Licences

38. (1) At any time after the expiration of four years from the date of filing of a patent
application or three years from the date of the grant of a patent, whichever happens later, any
interested person may apply to the Court for the grant of a non-voluntary licence under the
patent on the grounds that the patented invention is not being exploited or is being insufficiently
exploited by working the invention in Belize, or by importation into Belize.

(2) Notwithstanding subsection (1), a non-voluntary licence shall not be issued if the owner of
the patent satisfies the Court that circumstances exist which justify the non-exploitation or
insufficient exploitation of the patented invention in Belize.

(3) The Court shall, where it grants a non-voluntary licence, fix:-

(a) the scope and function of the licence;

(b) the time limit within which the licensee must begin to exploit the patented invention; and
(c) the amount of the remuneration to be paid to the owner of the patent, and the conditions of
the payment thereof.

(4) The beneficiary of the non-voluntary licence shall:-
(a) have the right to exploit the patented invention in Belize in accordance with the Court’s
order;
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(b) commence the exploitation of the patented invention within the time stipulated in the said
order; and
(c) thereafter, exploit the patented invention sufficiently.

(5) Where the invention claimed in a patent (referred to in this section as a “later patent”)
cannot be exploited in Belize without infringing a patent granted on the basis of an application
benefiting from an earlier filing, or, where appropriate, priority date (referred to in this section
as an “earlier patent”), and provided that the invention claimed in the later patent involves an
important technical advance of considerable economic importance in relation to the invention
claimed in the earlier patent, the Court may, upon the application of the owner of the later
patent, issue a non-voluntary licence to the extent necessary to avoid infringement of the earlier
patent.

(6) Where a non-voluntary licence is issued in accordance with subsection (5), the Court shall,
upon the application of the owner of the earlier patent, issue a non-voluntary licence in respect
of the later patent.

(7) In the case of an application for the issuance of a non-voluntary licence in accordance with
subsections (5) and (6), subsection (3) shall apply mutatis mutandis, except that no time limit
need be fixed by the Court.

(8) In the case of a non-voluntary licence issued under subsection (1), the transfer may be made
only with the later patent, or, in the case of a non-voluntary licence issued under subsection (5),
only with the earlier patent.

(9) An application for a non-voluntary licence shall be subject to payment of the prescribed fee.

(10) No licence shall be granted under this section in respect of a patented invention in the field
of semi-conductor technology.

(11) Section 35(2) to (12), and 62 (2) shall apply mutatis mutandis.

Exercise of powers on applications under section 38

39. The powers of the Court on an application under section 38 shall be exercised with a view to
ensuring that the inventor or other person beneficially entitled to a patent receives adequate
remuneration having regard to the economic value of the licence.

BHUTAN

The Industrial Property Act of the Kingdom of Bhutan of 2001
Section 15

Exploitation by Government or Person thereby Authorized

15. (1) Where:

(i) the public interest, in particular, national security, nutrition, health or the development of
other vital sectors of the national economy so requires; or

(ii) a judicial or administrative body has determined that the manner of exploitation, by the
owner of the patent or his licensee, is anti-competitive, and the Minister is satisfied that the
exploitation of the invention in accordance with this subsection would remedy such practice:
the Minister may decide that, even without the agreement of the owner of the patent, a
Government agency or a third person designated by the Minister may exploit the invention. The
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exploitation of the invention shall be limited to the purpose for which it was authorized and
shall be subject to the payment to the said owner of an adequate remuneration therefor, taking
into account the economic value of the invention, as determined in the said decision, and, where
a decision has been taken under paragraph (ii), the need to correct anti-competitive practices.
The Minister shall take his decision after hearing the owner of the patent and any interested
person if they wish to be heard.

(2) Upon request of the owner of the patent, of the Government agency or of the third person
authorized to exploit the patented invention, the Minister may, after hearing the parties, if either
or both wish to be heard, vary the terms of the decision authorizing the exploitation of the
patented invention to the extent that changed circumstances justify such variation.

(3) (a) Upon the request of the owner of the patent, the Minister shall terminate the
authorization if he is satisfied, after hearing the parties, if either or both wish to be heard, that
the circumstances which led to his decision have ceased to exist and are unlikely to recur or that
the Government agency or third person designated by him has failed to comply with the terms of
the decision.

(b) Notwithstanding paragraph (a), the Minister shall not terminate the authorization if he is
satisfied that the need for adequate protection of the legitimate interests of the Government
agency or third person designated by him justifies the maintenance of the decision.

BOLIVIA (PLURINATIONAL STATE OF)

Decision No. 486 of 14/09/ 2000 of the Commission of the Andean Community - Common Industrial
Property Regime (Cartagena Agreement)

(Refer to ANDEAN Community below.)

BOSNIA AND HERZEGOVINA

Law on Patents
Articles 79 and 80

Article 79 (Compulsory License)

(1) If the right holder refuses to assign the right to the economic exploitation of a protected
invention in Bosnia and Herzegovina or imposes unreasonable conditions for such an
assignment without having made effective and serious preparations for the exploitation thereof
in Bosnia and Herzegovina, the Court of Bosnia and Herzegovina may grant a compulsory license
at the request of an interested party. In such a case, the right holder shall be informed of the
grant of the compulsory license within a shortest possible time limit.

(2) The request for the grant of a compulsory license referred to in paragraph (1) of this Article
may be filed after the expiration of the four-year period from the filing date of a patent
application or after the expiration of the three-year time limit from the date of the grant of a
patent, whichever of these two time limits expires later.

(3) A compulsory license may be granted only if the person filing the request referred to in
paragraph (2) of this Article unsuccessfully attempted, within a reasonable period of time, to
obtain authorization from the patent holder for the exploitation of the protected invention on
reasonable commercial terms and conditions.
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(4) A compulsory license may not be granted if the patent holder proves the existence of
legitimate reasons justifying non-exploitation or insufficient exploitation of the protected
invention.

(5) At areasoned request, the Court of Bosnia and Herzegovina may grant a compulsory license
for somebody else’s patent to the patent holder who cannot exploit his protected invention
without infringing somebody else’s patent.

(6) The compulsory license referred to in paragraph (5) of this Article may be granted, provided
that: a) a patent owned by the person filing the request referred to in paragraph (2) of this
Article involves an important technological advance, which is of considerable economic
significance in relation to the invention protected by the patent for which the grant of a
compulsory license is requested. b) the holder of the patent for which the grant of a compulsory
license is requested is entitled to a cross license on reasonable terms and conditions.

(7) A compulsory license may not be exclusive, and the scope and duration thereof shall be
exclusively limited to the purpose for which it was granted.

(8) A compulsory license may be transferred only together with the production plant or the part
thereof in which the invention for which it was granted is exploited.

(9) A compulsory license shall be authorized primarily for the purpose of supplying domestic
market, unless it is necessary to correct the practices determined in a judicial or administrative
process to be uncompetitive .

(10) At areasoned request of an interested party, the Court of Bosnia and Herzegovina shall
cancel a compulsory license if and when the circumstances which led to the authorization
thereof cease to exist and are unlikely to recur, but provided that the legitimate rights of the
licensee are protected.

(11) The patent holder shall be entitled to remuneration taking into account the economic value
of a license and the need for correcting uncompetitive practices.

(12) The compulsory license referred to in paragraph (5) of this Article shall be nontransferable,
except in the case of simultaneous transfer of the patent for which it was granted. (13) The
provisions of paragraphs (5), (6) and (12) of this Article shall apply mutatis mutandis to the
right to protection of a plant variety.

Article 80 (Compulsory License in Public Interest)

(1) The Council of Ministers of Bosnia and Herzegovina (hereinafter referred to as the Council of
Ministers) may grant a compulsory license if the exploitation of the invention protected by a
patent is necessary due to national emergencies for the purpose of:

a) State security,

b) protection of public interest in the field of health and nutrition,

c) protection and improvement of human environment,

d) special interest in a particular branch of economy or where it is necessary to correct practices
determined in a judicial or administrative process to be uncompetitive.

(2) In the case of semi-conductor technology, a compulsory license may be granted only in the
cases referred to in paragraph (1) of this Article.

(3) The provision of paragraph (3) of Article 79 of this Law shall not apply in the cases referred
to in paragraph (1) of this Article.
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BOTSWANA

Industrial Property Act, 2010 (Act No. 8 of 2010)
Section 31-35

Compulsory licences in the public interest or for competition

31. (1) The Minister may, without the consent or authority of the patentee and after giving a
hearing to the patentee and any other interested party, authorise a Government agency, other
person or body to exploit the patented invention on the payment of adequate remuneration to
the

patentee where —

(a) it is in the public interest to do so for purposes of national security, nutrition, health,
development of other vital sectors of the national economy, social service; or

(b) a court or administrative body has determined that the manner of exploitation of the
invention by the patentee is anti-competitive or constitutes an abuse of the patent.

(2) In the determination of adequate remuneration under subsection (1), the Minister shall take
into account the economic value of the exploitation of the patented invention and the need for
the elimination of anti-competitive practices.

(3) The exploitation of the patented invention under subsection (1) shall be for the supply of the
domestic market in Botswana only, except where paragraph 1 or 3 of Article 31bis of the TRIPS
Agreement applies.

(4) Upon request by the patentee, a Government agency, other person or body authorised to
exploit a patented invention under subsection (1), the Minister may, after hearing the parties,
vary the terms of the decision authorising the exploitation of the patented invention as
circumstances may justify.

(5) The Minister may revoke a decision made under subsection (1) where, after hearing all the
parties he or she is satisfied that the circumstances which led to his or her decision have ceased
to exist and

are not likely to recur, or that the agency, person or body has failed to comply with the terms of
the decision.

(6) Notwithstanding the provisions of subsection (5), the Minister shall not terminate the
authorisation to exploit the patent if he or she is satisfied that public interest as referred to in
subsection (1) justifies the maintenance of his or her decision.

(7) Where a third party has been designated by the Minister to exploit a patent under this
section, such exploitation may be transferred only within the enterprise or business within
which the patented invention is being exploited.

(8) The authorisation to exploit a patent under this section shall not exclude —
(a) the right by the patentee to grant a licence to another person to exploit the patent; or
(b) the continued exercise, by the patentee, of his or her rights under section 24 (2).

(9) A request to the Minister under subsection (4) by an agency, other person or body for an
authorisation to exploit a patent under this section shall be accompanied by evidence that the
patentee has received, from the person seeking the authorisation, a request for a contractual
licence, and that such person has been unable, within a reasonable time, to obtain the licence on
reasonable commercial terms and conditions.
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(10) Subsection (9) shall not apply in cases of national emergency or other circumstances of
extreme urgency, nor in the cases mentioned in subsection (1) (a).

(11) Where a competition authority has determined that the manner of exploitation of a patent
in the field of semi-conductor technology is anticompetitive, the Minister shall authorise the
issuance of a compulsory licence if he or she is satisfied that the issuance of a compulsory licence
would remedy such practice.

(12) Any person who is aggrieved by a decision of the Minister under this section may appeal to
the High Court against that decision.

Importation of patented products by Government or third party

32. (1) Subject to section 31, the Minister may issue a licence to a Government agency or any
authorised person for the importation of patented products such as generic pharmaceutical
products from any legitimate alternative foreign source without the approval of the patentee
where —

(a) it is in the public interest to do so for purposes of national security, nutrition, health,
development of other vital sectors of the national economy, social service; or

(b) the market for the patented product is not being supplied in sufficient quantities or on
reasonable terms in relation to market demand.

(2) The importation of the patented product by a Government agency or any authorised person
shall be solely for public non-commercial use within Botswana, except where paragraph 1 or 3
of Article 31bis of the TRIPS Agreement is applicable.

(3) Alicence issued under subsection (1) shall include the name of the pharmaceutical product
and an estimate of the quantities of the pharmaceutical product to be imported during the term
of the licence: Provided that the estimate shall not limit the quantity of the pharmaceutical
product required to address the public health problem that the importation seeks to address.

(4) Where in respect of the pharmaceutical product referred to in subsection (1) a compulsory
licence has been granted in the exporting country under the system set out in Article 31bis of the
TRIPS Agreement and the Annex thereto, and remuneration for the licence has been paid
accordingly in the exporting country, the obligation to pay remuneration for the compulsory
licence to import that product into Botswana shall not apply.

Compulsory licences for failure to exploit patent

33. (1) At any time after the expiration of three years from the date of the grant of a patent or
four years from the filing date of the application, whichever occurs later, any person may apply
to the High Court for an order to be granted a licence under the patent on the grounds that a
market for the patent is not being supplied, or is not being supplied on reasonable terms, in
Botswana.

(2) Notwithstanding the provisions of subsection (1) an order to issue a compulsory licence
shall not be granted if the patentee satisfies the High Court that circumstances exist which justify
the non-exploitation or insufficient exploitation of the patent.

(3) Where the High Court grants an order for the issue of a compulsory licence under this
section, it shall —

(a) set out the scope and function of the licence;

(b) fix the time limit for the exploitation of the patent; and

(c) set out the conditions and amount of remuneration to be paid to

the patentee.
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(4) A request for the issue of a compulsory licence shall be made in the prescribed form subject
to payment of the prescribed fees.

Licences in respect of dependent patents

34. (1) If the exploitation of a patent (in this section referred to as “the later patent”) is
dependent upon the obtaining of a licence under an earlier patent, the patentee in respect of the
later patent may apply to the High Court for an order to be issued a licence to exploit the earlier
patent, and the order may be granted on such conditions as may be imposed, including a
condition that such licence may be used only for the purpose of permitting the later patent to be
exploited.

(2) The Court shall not grant an order under this section unless the invention claimed in the
later patent involves an important technical advance of considerable economic importance in
relation to the invention claimed in the earlier patent.

(3) Where a holder of a plant variety right cannot exploit his or her right without infringing a
prior patent, the holder may apply for a compulsory licence for the non-exclusive use of that
patent, to the extent necessary to allow the exploitation of the plant variety right.

(4) Where a patentee of a biotechnological invention cannot exploit the patent without
infringing a prior plant variety right, the patentee may apply for a compulsory licence for the
non-exclusive use of the plant variety right, to the extent necessary to allow the exploitation of
such patent.

(5) The High Court may, on an application made to it by the patentee in respect of an earlier
patent or plant breeder’s right, as the case may be, grant an order for the issue of a licence to use
the invention claimed in the later patent or plant breeder’s right.

(6) Alicence granted under this section shall not be transferable except in conjunction with the
transfer of the licence in respect of the later patent.

(7) The provisions of section 31 (1) regarding the remuneration due to the owner of the patent
shall apply to licences issued under this section.

Termination of contracts relating to licences

35. Any contract relating to a licence to exploit a patent shall terminate on the date on which the
patent under which the licence was granted expires, is revoked or otherwise ceases to protect
such invention.

BRAZIL

Law No. 9.279 of May 14, 1996 (Law on Industrial Property)
Articles 68-72

68. The titleholder shall be subject to having the patent licensed on a compulsory basis if he
exercises his rights derived therefrom in an abusive manner, or by means thereof engages in
abuse of economic power, proven pursuant to law in an administrative or judicial decision.
(1) The following also occasion a compulsory license:

I. non-exploitation of the object of the patent within the Brazilian territory for failure to
manufacture or incomplete manufacture of the product, or also failure to make full use of the
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patented process, except cases where this is not economically feasible, when importation shall
be permitted; or

[I. commercialization that does not satisfy the needs of the market.

(2) Alicense may be requested only by a person having a legitimate interest and having
technical and economic capacity to effectively exploit the object of the patent, that shall be
destined predominantly for the domestic market, in which case the exception contained in Item [
of the previous Paragraph shall be extinguished.

(3) Inthe case that a compulsory license is granted on the grounds of abuse of economic
power, the licensee who proposes local manufacture shall be assured a period, limited to the
provisions of Article 74, to import the object of the license, provided that it was introduced onto
the market directly by the titleholder or with his consent.

(4) Inthe case of importation to exploit a patent and in the case of importation as provided for
in the preceding Paragraph, third parties shall also be allowed to import a product manufactured
according to a process or product patent, provided that it has been introduced onto the market
by the titleholder or with his consent.

(5) The compulsory license that is the subject of Paragraph 1 shall only be required when 3
(three) years have elapsed since the patent was granted.

69. A compulsory license shall not be granted if, on the date of the application, the titleholder:
I. justifies the non-use based on legitimate reasons;

II. proves that serious and effective preparations for exploitation have been made;

[11. justifies the failure to manufacture or to market on grounds of an obstacle of legal nature;

70. The compulsory license shall also be granted when all the following circumstances apply:
I. there is a situation of dependency of one patent with regard to another;

II. the object of the dependent patent constitutes a substantial technical progress with regard to
the earlier patent; and

[1I. the titleholder fails to reach agreement with the patentholder of the dependent patent on the
exploitation of the earlier patent.

(1) For the purposes of this Article, a dependent patent is considered to be a patent whose
exploitation necessarily depends on the use of the object of an earlier patent.

(2) For purposes of this Article, a process patent may be considered dependent on the
respective product patent, and likewise, a product patent may be dependent on a process patent.
(3) The patentholder licensed pursuant to the provisions of this Article shall have the right to
a crossed compulsory license on the dependent patent.

71. In cases of national emergency or of public interest, as declared in an act of the Federal
Executive Power, and provided the patentholder or his licensee does not fulfill such need, a
temporary and non-exclusive compulsory license for exploiting the patent may be granted, ex
officio, without prejudice to the rights of the respective titleholder.

Sole Paragraph. The act of granting the license shall establish its term and the possibility of
extension.

72. Compulsory licenses shall always be granted on a non-exclusive basis, and sublicensing
shall not be permitted.
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BRUNEI DARUSSALAM

Patents Order, 2011
Sections 55-63

PART XI

LICENCES OF RIGHT AND COMPULSORY LICENCES

Licences of right.

55. (1) At any time after the grant of a patent, its proprietor may apply to the Registrar for an
entry-to be made in the register to the effect that licences under the patent are to be available as
of right.

(2) Where an application under subsection (1) is made, the Registrar shall give notice of the
application to any person registered as having a right in or under the patent and, if satisfied that
the proprietor of the patent is not precluded by contract from granting licences under the
patent, the Registrar shall make that entry.

(3) Where an entry under subsection (2) is made in respect of a patent-

(a) any person shall, at any time after the entry is made, be entitled as of right to a licence under
the patent on such terms as may be settled by agreement or 1 in default of agreement 1 by the
Registrar on the application of the proprietor of the patent or the person requiring the licence;
(b) the Registrar may, on the application of the holder of any licence granted under the patent
before the entry was made, order the licence to be exchanged for a licence of right on terms so
settled;

(c) if, in proceedings for infringement of the patent, the defendant undertakes to take a licence
on such terms, no injunction shall be granted against him and the amount (if any) recoverable
against him by way of damages shall not exceed twice the amount which would have been
payable by him as licensee if such a licence on those terms had been granted before the earliest
infringement; and

(d) the renewal fee payable in respect of the patent after the date of the entry shall be half the
fee which would be payable if the entry had not been made.

(4) An undertaking under subsection (3)(c] may be given at any time before final order in the
proceedings, without any admission of liability.

(5) The licensee under a licence of right may (unless, in the case of a licence the terms of which
are settled by agreement, the licence otherwise expressly provides) request the proprietor of the
patent to take proceedings to prevent any infringement of the patent.

(6) If the proprietor refuses or neglects to take proceedings under subsection ( 5) within 2
months after being so requested, the licensee may institute proceedings for the infringement in
his own name as if he were the proprietor, making the proprietor a defendant.

(7) A proprietor so added as defendant shall not be liable for any costs or expenses unless he
enters an appearance and takes part in the proceedings.

Cancellation of entry made under section 55.

56. (1) At any time after an entry has been made under section 55 in respect of a patent, the
proprietor of the patent may apply to the Registrar for cancellation of the entry.

(2) Where an application under subsection (1) is made and the balance paid of all renewal fees
which would have been payable if the entry had not been made, the Registrar may cancel the
entry if satisfied that there is no existing licence under the patent or that all licensees under the
patent consent to the

application.

(3) Within the prescribed period after an entry had been made under section 55 in respect of a
patent, any person who claims that the proprietor of the patent is, and was at the time of the
entry, precluded by a contract in which the claimant is interested from granting licences under
the patent may apply to the Registrar for cancellation of the entry.
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(4) Where the Registrar is satisfied, on an application under subsection (3), that the proprietor
of the patent is and was so precluded, he shall cancel the entry.

(5) The proprietor shall be liable to pay, within a period specified by the Registrar, a sum equal
to the balance of all renewal fees which would have been payable if the entry had not been made,
and the patent shall cease to have effect at the expiration of that period if that sum is not so paid.
(6) Where an entry is cancelled under this section, the rights and liabilities of the proprietor of
the patent shall after the cancellation be the same as if the entry had not been made.

(7) Where an application has been made under this section-

(a) in the case of an application under subsection (1), any person; and

(b) in the case of an application under subsection (3), the proprietor of the patent, may, within
the prescribed period, give notice to the Registrar of opposition to the cancellation.

(8) The Registrar shall, in considering the application made under this section, determine
whether the opposition is justified.

Compulsory licences.

57.(1) Any interested person may apply to the court for the grant of a licence under a patent on
the ground that the grant of the licence is necessary to remedy an anti-competitive practice.

(2) Without prejudice to the generality of subsection (1), the court may determine that the grant
of a licence is necessary to remedy an anti-competitive practice if -

(a) there is a market for the patented invention in Brunei Darussalam;

(b) that market -

(i) is not being suppli~d; or

(ii) is not being supplied on reasonable terms; and

(c) the court is of the view that the proprietor of the patent has no valid reason for failing to
supply that market with the patented invention, whether directly or through a licensee, on
reasonable terms.

(3) Subject to this section, if the court is satisfied that the ground referred to in subsection (1) is
established, the court may make an order for the grant of a licence in accordance with the
application upon such terms as the court thinks fit.

(4) Alicence granted under this section-

(a) is not exclusive; and

(b) shall not be assigned otherwise than in connection with the goodwill of the business in which
the patented invention is used.

(5) Any licence granted under this section may, on the application of any interested party, be
terminated by the court where the court is satisfied that the ground upon which the licence was
granted has ceased to exist and is unlikely to recur.

(6) Where a licence is granted under this section to any person, the person shall pay such
remuneration to the patentee as may be agreed, or as may be determined by a method agreed
between the person and the patentee or, in default of agreement, as is determined by the court
on the application of the

person or the patentee.

(7) The powers of the court on an application under this section shall be exercised with a view to
securing that the inventor or other person beneficially entitled to a patent shall receive
reasonable remuneration.having regard to the economic value of the licence.

(8) No order shall be made in pursuance of any application under this section which would be at
variance with any treaty or international convention relating to patents to which Brunei
Darussalam is a party.

PART XII

USE OF PATENTED INVENTIONS FOR SERVICES OF GOVERNMENT

Use of patented inventions by Government and authorised parties.

58. (1) Subject to sections 61, 62 and 63, but notwithstanding any other section of this Order, the
Government and any party authorised in writing by the Government may do anything in relation
to a patented invention -

(a) for a public non-commercial purpose; or
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(b) for or during a national emergency or other circumstances of extreme urgency, and anything
done by virtue of this section shall not amount to an infringement of the patent.

(2) Without prejudice to the generality of subsection (1) subject to sections 61, 62 and 63, but
notwithstanding any other section of this Order, the Government and any party authorised in
writing by the Government may import any relevant health product, and do anything in relation
to any relevant health product so imported, for or during a national emergency or other
circumstances

of extreme urgency, if the Government has given the Council for TRIPS a relevant notification in
relation to the relevant health product.

(3) For the purposes of this section and section 59-

(a) any use of an invention for the supply to the government of any country outside Brunei
Darussalam, in pursuance of any agreement or arrangement between the Government of His
Majesty the Sultan and Yang Di-Pertuan and the government of that country, of articles required
for the defence of that country shall be deemed to be a use of the invention for a public non-
commercial purpose; and

(b) the power of the Government or any party authorised by the Government to do anything in
accordance with this section shall not, in the case of a patent relating to an integrated circuit,
extend to sale of the invention to the public.

(4) The purchaser of any article sold in the exercise of the powers conferred by this section, and
any person claiming through the purchaser, shall have power to deal with it in the same manner
as if the patent were held on behalf of the Government.

(5) In this section -

“integrated circuit” means a product, in its final or an intermediate form, in which the elements,
at least one of which is an active element, and some or all of the interconnections are integrally
formed in and on, or in or on, a piece of material and which is intended to perform an electronic
function;

“relevant notification” means a notification that satisfies the requirements of

(a) paragraph 2(a} of the ‘ Doha Declaration Implementation Decision; or

(b) paragraph 2(a) of the Annex to the TRIPS Agreement.

Rights of third parties in respect of Government use.

59. (1) In relation to [a] anything done in accordance with section 58 by the Government or any
party authorised in writing by the Government; or

(b) anything done to the order of the Government-

(i) for a public non-commercial purpose; or

(ii) for or during a national emergency or other circumstances of extreme urgency, by the
proprietor of a patent in respect of the patented invention or by the proprietor of an application
for a patent in respect of the invention for which the application has been filed and is still
pending, the provisions of any licence, assignment or agreement to which this subsection applies
shall, subject to sections 61, 62 and 63, be of no effect so far as those provisions restrict or
regulate the working of the invention, or the use of any model, document or information relating
to it, or provide for the making of payments in respect of, or calculated by reference to, such
working or use.

(2) The reproduction or publication of any model or document in connection with the said
working or use shall not be deemed to be an infringement of any copyright or design right
subsisting in the model or document.

(3) Subsection (1) shall apply to any licence, assignment or agreement which is made, whether
before or after the date of commencement of this Order, between (on the one hand) any person
who is a proprietor of or an applicant for the patent, or anyone who derives title from any such
person or from whom such person derives title, and (on the other hand) any person other than
the Government.

References of disputes as to Government use.
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60. (1) Any dispute as to the exercise by the Government or a party authorised by the
Government of the powers conferred by, or as to the terms for doing anything in accordance
with, section 58 may be referred to the court by either party to the dispute after a patent has
been granted for the invention.

(2) In determining any dispute referred to the court under this section, the court shall have
regard to

(a) any benefit or compensation that the patentee of the invention may have received, or may be
entitled to receive, directly or indirectly, from the Government or any party authorised by the
Government in respect of the patented invention; and

(b) the need to ensure that the patentee shall receive reasonable remuneration having regard to
the economic value of the patented invention.

(3) If the validity of a patent is put in issue in proceedings under this section and it is found that
the patent is only partially valid, the court may, subject to subsection (4), grant relief to the
proprietor of the patent in respect of that part of the patent which is found to be valid and to
have been used in

accordance with section 58.

(4) Where in any such proceedings it is found that a patent is only partially valid, the court shall
not grant relief by way of costs or expenses except where the proprietor of the patent proves
that the specification of the patent was framed in good faith and with reasonable skill and
knowledge, and in that event the court may grant relief in respect of that part of the patent
which is valid and has been

so used, subject to the discretion of the court as to costs and expenses.

(5) As a condition of any such relief, the court may direct that the specification of the patent shall
be amended to its satisfaction upon an application made for that purpose under section 80, and
an application may be so made accordingly, whether or not all other issues in the proceedings
have been determined.

(6) In any proceedings under this section, the court may at any time order the whole
proceedings or any question or issue of fact arising in them to be referred, on such terms as the
court may direct, to an arbitrator; and references to the court in this section shall be construed
accordingly.

(7) One of the 2 or more joint proprietors of a patent or an application for a patent may, without
the concurrence of the others, refer a dispute to the court under this section, but shall not do so
unless the others are made parties to the proceedings; but any of the others if made a defendant
shall not be liable for any costs or expenses unless he enters an appearance and takes part in the
proceedings.

Nature and scope of rights under section 58.

61. (1) The right to use a patented invention under section 58 -

(a) is not exclusive;

(b) shall not be assigned otherwise than in connection with the goodwill of the business in which
the patented invention is used; and

(c) is, notwithstanding section 58(2) (a), limited to the supply of the patented invention
predominantly in Brunei Darussalam by the Government or a party authorised by the
Government under that section.

(2) The right under section 58 to use a relevant health product which is imported under section
58(2) does not include a right to export the relevant health product.

(3) The right to use a patented invention under section 58 may, on the application of any
interested party, be terminated by the court, where the court is satisfied that the circumstances
that gave rise to the right to use the patented invention have ceased to exist and are unlikely to
recur.

(4) Where the court has terminated the right under section 58 to use a patented invention, the
court may make such consequential orders as it thinks necessary.
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Duty to inform patentee.

62. (1) Where any thing set out in section 64(1) is done in relation to a patented invention by the
Government or a party authorised in writing by the Government for a public non-commerecial
purpose, the Government department that did or authorised the doing of the thing shall inform
the patentee promptly of the doing of the thing.

(2) Where any thing set out in section 64(1) is done in relation to a patented invention by the
Government or a party authorised in writing by the Government for or during a national
emergency or other circumstances of extreme urgency, the Government department that did or
authorised the doing of the thing shall, as soon as reasonably practicable, inform the patentee of
the doing of the thing.

Patentee entitled to remuneration.

63. (1) Subject to subsection (2), where an act is done under section 58, the Government shall
pay such remuneration to the patentee as may be agreed, or as may be determined by a method
agreed, between the Government and the patentee having regard to the economic value of the
patented invention or as may, in default of agreement, be determined by the court under section
60.

(2) No remuneration shall be payable under subsection (1) in respect of the import or
subsequent use under section 58(2) of any relevant health product, if the patentee has received
or will receive any other remuneration in respect of that relevant health product.

BULGARIA

Law on Patents and Utility Model Registration (as amended up to 2012)
Articles 32 and 32a

IIpuHyAuTE/IHA TN EH3UA

Y. 32. (1) (U3m. - IIB, 6p. 64 ot 2006 1., B cuzia ot 09.11.2006 r.) KoraTo 3auHTepecoBaHoO Julie
€ HalpaBUWJIO HEYCIeUIHU ONMTH Jia M0JIy4YH J0rOBOPHA JIMLIEH3Us OT NpUTeXaTe sl Py
crpaBe/i/IMBU YCJIOBUS, JIULETO MOXKe Jja MOUCKa OT [laTeHTHOTO BELOMCTBO Jla NpelOCTaBU B
HeroBa 110J13a NPpUHYJUTeNHA JUIEH3Us 32 U3I0/I3BaHe Ha TOBA U300peTeHHUE, aKO e HaJIHLIEe
TIIOHE €JJHO OT CJIEJHUTE YCIOBUS:

1. u306peTeHHETO He e OGMJI0 U3MO0JI3BAHO B IPOAb/KEHME HA 4 TOJMHHU OT N10/JaBaHETO Ha
3asiBKaTa 3a MaTeHT WJIK Ha TPU FOJMHU OT M3/JaBaHETO Ha MATEHTA, KaTO ce MpuJara CPOKbT,
KOWTO U3THYa N0-K'bCHO;

2. B CpOKOBeTe 10 T. 1 N306peTeHUETO He e G1JI0 U3I0/I3BAHO B JOCTAaTb4HA CTElNeH 3a
3a/I0BOJIsIBaHe Ha HAllMOHAJIHUSI [1a3ap, OCBEH aKO IPUTEXKATEJAT JOKaXKe YBaXKUTETHA
NpUYMHA 32 TOBA.

(2) MosiuTensaT no npejxo/iHaTa ajiMHes TPsA6Ba Jja l0Kaxe, 4e € B CbCTOSIHUE /la U3110/13Ba
M306peTeHHeTO B paMKUTe Ha UCKaHaTa NPUHYUTeHA JHULeH3U.

(3) (HoBa - /1B, 6p. 64 ot 2006 1., B crsta ot 09.11.2006 r.) U3BBH caydauTe 10 aut. 1,
NPUHYAUTEHA JIULEH3US MOXKE J1a Ce MPeJ0CTaBH, KOraTo 061eCTBEHUSAT HHTepeC HaJlara
TOBa, 6€3 /1a ca BOJIeHU [TPEroBOPHU C IPUTENKATEJIS HA IPaBa BbPXY 3aLIUTEHOTO C HaTEHT
M300peTeHUeE.

(4) (llpeguuixa an. 3, usm. - /1B, 6p. 64 ot 2006 1., B cuia ot 09.11.2006 r.) [IpuHyauTeHa
JINIIEH3US1 MOXKe Jla Ce MPEeAOCTaBH B 110J13a Ha IPUTEXKATeJI, YUeTO U3060peTEeHHE e PeAMET Ha
MO-K'bCEH NMATEHT U BJIM3a B 06XBaTa Ha JIpYT M0-paHeH NaTeHT, aKo MPUTeXaTedT Ha I10-
paHHMS NaTEHT 0TKa3Ba /ja Pei0CTaBy JIMIEeH3Ms IPH ClIpaBeJ/IMBU YCJIOBHUS, KOraTo
HM3006peTEeHUETO - TPeJMEeT Ha 0-K'bCHUS NATEHT, IPEACTaBJISIBA BaXKEH TEXHUYECKHU IPOrpec
OT ChLIECTBEHO UKOHOMHUYECKO 3HaYeHHE B CPAaBHEHUE C U3006pETEHUETO - IPeIMET Ha I0-
paHHUA naTeHT. [IpuTeaTe/NAT Ha O-PaHHUS NAaTEHT MMa NPaBo Ha KP'bCTOCAHA JIMLEH3US
NpU pa3yMHH YCJIOBUS 3a U3I0JI3BaHE HA U3006peTeHUETO, IPeTeHAUPAHO B 10-K'bCHUS TATEHT.
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(5) (Ilpegumxa an. 4, - /1B, 6p. 64 ot 2006 r., B cusa ot 09.11.2006 r.) [IpuHyquTeiHATA
JIUIIEH3US MOXKe Jla O'bJle CaMO HeU3KJIoYnTeHa. Ta MoxKe J1a 6'bjie TpexXBbpJieHa CaMo 3ae/[HO
C IpeANPUATHETO, B KOETO Ce U3I0JI3Ba U300PETEHUETO - ITPeIMeT Ha TaKaBa JIMIEH3US.

(6) (Ilpegumna an. 5, - /1B, 6p. 64 ot 2006 r., B cusa ot 09.11.2006 r.) [IpuHyquTeiHaTA
JINIIEH3US MOXKe Jla O'bJle IpeKpaTeHa, aKo MOoJyvaTe AT B eJHOTO/JUIIEH CPOK OT
MpeoCTaBSIHETO K He € MPUCTBIIWJ KbM MOJI0OTOBKA 3a U3I0JI3BaHe Ha U306peTeHHeTo. BbB
BCUYKH CJIy4au NPUHYJUTEJHATA JUIEH3US Ce IPEKPATsBa, aKO B ABETOJULIEH CPOK OT
NpeJOCTaBSIHETO U MOJIy4YaTe T He e 3all04YHaJI Jla M3110J13Ba U300peTEHUETO.

(7) (HoBa - [IB, 6p. 64 oT 2006 1., B cus1a oT 09.11.2006 r.) O6xXBaThT HA MPUHYIUTETHATA
JIUIIEH3US Ce ONpe/ieJisl OT LeJITa, 3a KOSTO T e Ipe/0CTaBeHa.

(8) (Ilpegumna amn. 6 - 1B, 6p. 64 ot 2006 1., B cusa ot 09.11.2006 r.) [IpuHyAUTE IHA JIUIIEH3USA
He Ce MpeJi0CTaBs B [10J132 HAa HAPYLIXTEJ Ha MaTeHTa.

(9) (Ilpeguuna an. 7 - 1B, 6p. 64 ot 2006 1., B cuia ot 09.11.2006 r.) B AByCcTpaHHU U
MHOTOCTPaHHHU JIOTOBOPH, 10 KOUTO cTpaHa e Peny6ivka bbarapus, Morart Jia ce NpeiBUJAT U
JIPyTH yCJIOBUS 33 IpeJIoCTaBsiHe HAa IPUHY/IUTEeHA JUIEH3US 32 TATeHTONPUTEeXaTeu OT
J'bp>KaBUTe, yuacTBallu B TakuBa goroopu.(10) (Hosa - IB, 6p. 64 ot 2006 ., B cusia oT
09.11.2006 r.) [TosryyaTesAT Ha HPUHYAWTEJHA JIMLEH3Us J'bJKUA Ha IpUTeXaTe sl Ha NaTeHTa
B'b3HarpaxaeHue.

(11) (Homa - /1B, 6p. 64 oT 2006 1., B cuiia oT 09.11.2006 r.) [IpunyuTeHaTA JIUIEH3US Ce
peKpaTsBa, KOraTo OTINaZiHe OCHOBAHUETO 3a Hesl.

(12) (HoBa - AIB, 6p. 64 oT 2006 1., B cusia oT 09.11.2006 r.) PebT 3a npeocTaBsiHe U
npeKpaTsiBaHe Ha MPUHYAUTEIHA JUIeH3Us ce Onpe/iesis ¢ Hapejbara mo 4. 55, an. 3.

[IpuHyAVTENHA KP'BCTOCAHA JIML[EH3US

Y. 32a. (Hos - IB, 6p. 64 ot 2006 1., B cusia ot 09.11.2006 1.) (1) KoraTo cesieKIiMOHEDP HE MOXKe
Jla npy106Me WJIM J]a TI0JI3BA IPABO BbPXY COPT pacTeHue, 6e3 Jla HApYIIH O-paHeH MaTeHT,
TOU MOKe /1a IOMCKA NPUHYAUTEJHA JINIEH31s 32 HEU3KJIIOYUTEJHO U3M0JI3BaHe Ha
M306peTeHUEeTO, 3alUTEHO C MATEHTA, JJOKOJKOTO JIMLeH3UsATa € He06X0/jMMa 3a U3M0JI3BaHETO
Ha COpTa pacTeHHe 3a LieJIMTe Ha IpaBHAaTa My 3aKpHUJIa, IPU YCJI0BUE Ye 3a TOBa 6b/e
3aMJaTeHo ChbOTBETHO Bbh3HArpaXK/eHHe.

KoraTo TakaBa sinIieH3us 6'bjle MPeI0CTaBeHa, NPUTEXATEAT Ha MaTeHTa UMa MPaBo Jia
[0JIy4YH

Kp'bCTOCAHA JIMIIEH3US 32 U3M0JI3BaHe Ha 3alIUTEHUS COPT NMPH CIPABE/JINBU YCIOBUS.

(2) KoraTo npuTexaTeJs Ha NAaTEHT 32 GUOTEXHOJIOTUYHO U300peTEHNE HE MOXKe /ia T'0 M0JI3Ba,
6e3 Jla HapyIIu MO-PaHHO MPABO BbPXY COPT PacTeHUe, TOU MOXKe /1a MOMCKa MPUHYAUTETHA
JINIIEH3Ms1 32 HEU3KJIIOUUTEJHO U3I10JI3BaHe Ha 3alMTEHUs COPT pacTEHUE, IPU yCIAO0BHeE Ye 3a
TOBA O'b/le 3aJIaTEHO ChbOTBETHO Bb3Harpax/JeHue. Korato TakaBa JnIeH3Us O'bjle
npe/loCTaBeHa, IPUTEXKATENAT Ha 3al[UTEHUsI COPT UMa MPABO /ia MOJy4YHd KPbCTOCaHA
JIMIIEH31s 32 U3M0JI3BaHe HAa U306peTeHUeTo NpHU

CripaBeJIMBH YCJIOBUA.

(3) JluneTo, movckasio U3laBaHe Ha MPUHYAUTEJHA JIMIleH3us 110 aJl. 1 uau 2, Tpsa6Ba Ja
JIOKaxe, Je:

1l.e HaIlpaBHJIO 6esycnemeH OIIUT Aa IMOJIY9YH AOTOBOPHA JIMOEH3UA OT MIPUTEXNKATEJIA Ha
MaTeHTa WM Ha COPTa PacTEHHUE;

2. COPTHT pacTeHHe WU U306pEeTEHUETO MTPE/ICTABJIABAT 3HAYMUTEeH TEXHUUECKH MTPOTPeC OT
ChIIeCTBEH UKOHOMHUYECKU UHTEPEC B CPaBHEHUE C U300PETEHUETO - PEeJIMET Ha NAaTEeHTA, UJH
3alllUTEHUA COPT paCTEHHUE.
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BURKINA FASO

See Articles 46 to 56 of Annex | of Agreement Revising the Bangui Agreement of March 2, 1977, on
the Creation of an African Intellectual Property Organization (Bangui (Central African Republic),
February 24, 1999)

BURUNDI

Law No. 1/13 of July 28, 2009, on Industrial Property in Burundi
Articles 78-102

Chapter VII: Compulsory and non-voluntary licenses

Section 1: Compulsory licenses for failure to work

Article 78: At the request of any interested person or the Public Prosecutor’s Office, submitted
after the expiration of a period of four years as from the date of filing of the patent application or
three years as from the grant of the patent, it being necessary to apply the period which expires
last, a compulsory or non-voluntary license may be granted if one or more of the following
conditions has been met:

1. The public interest, in particular national security, nutrition, health or the development of
other vital sectors of the national economy, so requires;

2. Ajudicial or administrative body has deemed that the way in which the patent holder or his
licensee are exploiting the invention is abusive, anti-competitive or fails to meet reasonable
conditions of demand for the protected product in sufficient quality and quantity;

3. The refusal of the patent holder to grant licenses on reasonable commercial conditions and
terms;

4. The establishment or development of industrial or commerecial activities suffers unfair or
substantial damage.

Nevertheless, a compulsory license may not be granted if the patent holder gives legitimate
grounds to justify his failure to work the invention.

Section 2: Compulsory licenses for dependent patents

Article 79: In the event that an invention protected by a patent cannot be used without
infringing the rights attached to a prior patent whose holder refuses to authorize use on
reasonable commercial conditions and procedures, the holder of the subsequent patent may
obtain a non-voluntary license from the court for such use, on the same conditions as those
which apply to the non-voluntary licenses granted under Article 78 as well as on the following
additional conditions:

1. The invention claimed in the subsequent patent represents significant technical progress of
considerable economic interest in relation to the invention claimed in the prior patent;

2. The holder of the prior patent is entitled to a reciprocal license on reasonable conditions to
use the claimed invention;

3. The use authorized in relation to the prior patent shall be non-transferable unless the
subsequent patent is assigned as well.

Section 3: Compulsory licenses granted by the Minister responsible for trade

Article 80: The Minister may decide that, even without the consent of the patent holder, a State
service or a third party designated by him may exploit the invention.

Every request for compulsory licensing shall be examined by the Minister on its own merits.
Exploitation of the invention shall be limited to the purposes for which the license was granted
and shall be subject to the payment, to the patent holder, of appropriate compensation according
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to the case at hand, in view of the economic value of the Minister’s decision, as it is determined
in said decision and, if the decision is taken on the basis of a court judgment, in view of the need
to correct anti-competitive practices.

The Minister shall take his decision after hearing the patent holder and any interested persons, if
they wish to be heard.

Article 81: Decisions relating to compensation for a compulsory license covering a patent
claiming a pharmaceutical product or manufacturing process for a pharmaceutical product must
take into consideration, as the case may be, the procedures and conditions set in the decision of
the WTO General Council of August 30, 2003, if no other process for manufacturing the same
product is known or available.

Article 82: The Minister may, at the patent holder’s request and after hearing the parties,
modify the terms of the decision authorizing the exploitation of the patented invention insofar as
a change in circumstances warrants such modification.

Article 83: The Minister shall put an end to the compulsory license, at the patent holder’s
request, if he is convinced that the circumstances which led him to take his decision have ceased
to obtain and shall not reoccur or that the State service or third party appointed by him has
failed to respect the terms of the decision.

Article 84: The compulsory license may only be transferred with the firm or goodwill of this
person or with the part of the firm or goodwill within which the patented invention is exploited.

Article 85: The compulsory license shall always be non-exclusive. As a result, it shall not
prohibit: - exploitation of the invention by the patent holder himself, either by manufacturing in
Burundji, by import, or by both means; - signature of licensing contracts by the patent holder; -
continued exercise, by the patent holder, of the rights granted to him.

Article 86: A request for a compulsory license must be addressed to the Minister responsible for
trade.

It must be accompanied by proof indicating that the patent holder has refused to grant the
applicant a contractual license on reasonable conditions and procedures and within a
reasonable time frame.

Save in exceptional circumstances, the maximum period shall be six months between the date on
which the patent holder was informed of the request for a voluntary license and the date on
which the applicant was informed by the patent holder of the final decision to reject the
proposal.

Article 87: Evidence of an attempt to obtain a voluntary license, as defined by Article 86, shall
not be required in case of a national emergency or in other situations of extreme urgency, in case
of non-commercial public use or if the license is granted to remedy a practice that has been
recognized as anti-competitive at the conclusion of judicial or administrative proceedings.

Notwithstanding, in such a case, the patent holder must be informed of the decision taken.

Article 88: Exploitation of the invention by the State service or the third party to which/whom
the Minister has granted a license must be primarily aimed at supplying the market in Burundi,
unless the compulsory license concerns a patent relating to a pharmaceutical product or a
manufacturing process for a pharmaceutical product, provided that no other process for
manufacturing same product is known or available and that the license is for the export of
patented products or products manufactured by means of the patented process in a foreign
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territory or country with non-existent or insufficient manufacturing capacities, in accordance
with the procedures set by the decision of the WTO General Council dated August 30, 2003.

Article 89: Compulsory licenses for the exploitation of inventions in the field of semiconductor
technology shall only be granted for non-commercial public use or if an administrative or
judicial body has ruled that the way in which the patented invention is exploited by the patent
holder or his licensee is anti-competitive.

Article 90: In the event that a compulsory license is granted under Article 80, the holder of the
first patent shall be entitled to a reciprocal license, on terms to be determined in the regulations,
to exploit the invention claimed in the second patent.

The license granted for the first patent may not be assigned unless the second patent is assigned.
Section 4: Grant of a compulsory license by the courts

Article 91: Requests for the grant of a compulsory license shall be filed with the commercial
court of the patentee’s domicile, or if the patentee is domiciled abroad, with the court of the
place where domicile has been elected or an agent authorized for filing purposes.

The patent holder or his agent shall be notified of the request within eight days at the latest.

Article 92: The request must contain:

- the name and address of the applicant;

- the title of the patented invention and the patent number for which the compulsory license is
sought; - proof that the industrial exploitation of the patented invention does not meet
reasonable conditions of demand for the protected product;

- proof that the applicant first wrote by registered letter to the patent holder asking him for a
contractual license, but was not able to obtain such a license from him on commercial conditions
and procedures within a reasonable time frame;

- proof that the applicant is capable of industrially exploiting the patented invention.

Article 93: The court hearing the matter shall examine whether the request for the grant of a
compulsory license meets the conditions set out in this Chapter. After examining the case, the
court shall take a decision to grant or refuse the non-voluntary license.

Article 94: In the event that the compulsory license is granted, the court’s decision shall specify:
1. The field of application of the license, that is, the acts it covers and its period of validity, it
being understood that a non-compulsory license does not cover the act of importing;

2. The fee due from the beneficiary of the license to the patent holder, in the absence of an
agreement between the parties. This fee must be fair and may be subject to judicial review.

Article 95: The court shall notify the decision to the Industrial Property Director, the applicant
and the patent holder. This same decision shall be brought to the attention of any beneficiary of
a license whose name appears in the special patent register, by the Industrial Property Director.
This decision shall be the subject of publication in the Official Journal of Burundi and on the
Internet site of the Ministry responsible for trade.

Section 5: Appeals against decisions to grant a compulsory license

Article 96: The patent holder, the holder of a license whose name appears in the special patent
register or any person who has requested the grant of a compulsory license may, within a period
of one month, as from notification, lodge an appeal against the decision handed down by the first
judge with the next higher legal instance.
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Article 97: Appeals lodged against a decision to grant a compulsory license shall stay its
execution. Decisions handed down on appeals shall be forwarded to the Industrial Property
Director with a view to their publication.

Section 6: Rights and obligations of compulsory license holders
Article 98: Compulsory licenses shall authorize their holder to exploit a patented invention, in
accordance with the conditions set by the court.

Article 99: The grant of a compulsory license shall not affect the licensing contracts or
compulsory licenses in force and shall not preclude the signing of other licensing contracts or
the grant of other non-voluntary licenses. Nevertheless, the patentee may not sign licensing
agreements on more favorable terms than those of the compulsory licenses.

Section 7. Limitations on compulsory licenses

Article 100: The holder of the compulsory license may not, without the patent holder’s consent,
authorize a third party to perform the acts which fall within the field of application of his non-
voluntary license. Notwithstanding the provisions of Article 84, a compulsory license may be
transmitted with the license holder’s establishment or with the part of this establishment which
exploits the patented invention.

Section 8. Modification and withdrawal of the compulsory license

Article 101: At the request of the patent holder or compulsory license holder, the competent
court may amend the decision to grant the compulsory license in the event that new facts so
warrant.

Article 102: The court shall withdraw the compulsory license at the patent holder’s request in
one of the following cases:

1. the reasons for its granting have ceased to obtain;

2. the compulsory license holder has not respected the license’s field of application;

3. the compulsory license holder is in arrears with the payment of the fee provided for in Article
94.

CABO VERDE

Industrial Property Code (approved by Decree-Law No. 4/2007 of August 20, 2007)
Articles 50 - 60

Article 50

Compulsory working

1. The patentee shall be required to work the patented invention, directly or through third
parties and to commercialize the results obtained in order to satisfy the needs of the national
market.

2. The working must commence within four years of the patent application, or within three years
from the date of grant.

Article 51

Nondiscrimination

The enjoyment of patent rights shall not be subject to any form of discrimination, based on the
place of the invention, technological field and the fact that the products are produced locally or
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imported from any Member State of international organizations of which Cape Verde is a
member.

Article 52

Expropriation for public interest

Any patent may be legally expropriated for public good, through payment of fair compensation,
if the need to disclose the invention, or to make it available for use by public bodies, so demands.

Article 53

Compulsory licensing

1. Compulsory licenses relating to a specific patent shall be granted in any of the following cases:
(a) nonworking or insufficient working of the patented invention;

(b) interdependence of patents;

(c) existence of public interest grounds.

2. The scope and duration of such licenses shall be limited to the purposes for which they are
granted and they shall be predominantly used to supply the domestic market.

3. Compulsory licenses shall not be exclusive and may only be transmitted with the part of the
company or establishment that works them.

4. Compulsory licenses may only be granted if the interested claimant has made efforts to obtain
a contractual license from the patent holder on acceptable commercial terms within a
reasonable period.

5. Compulsory licenses may be revoked, without prejudice to the adequate protection of the
legitimate interests of the respective owners, if and when the circumstances, which gave rise to
them, cease to exist or are unlikely to be repeated.

6. If a patent has as its subject matter semiconductor technology, compulsory licenses may only
be granted for non-commercial public interest purposes.

7. The owner of the licensed patent shall be entitled to fair and adequate compensation, taking
into account the economic value of the license, with the right to appeal the decision which grants
or refuses it, in accordance with the law.

Article 54

License issued for nonworking of the invention

1. When the deadlines referred to in paragraph 2 of Article 50 have elapsed, the patentee who,
without due cause or legal basis, does not work an invention, directly or through a license, or
does not do so in such a way as to meet domestic needs, may be obliged to grant the license to
work the invention.

2.In addition, a patentee who ceases to work it for three consecutive years, without just cause or
legal grounds, may be obliged to grant the working license for the invention.

3. Due cause shall be deemed to be objective difficulties of a technical or legal nature,
independent of the will and situation of the patentee, that make it impossible to work or
sufficiently work the invention.

Article 55

Non-obligation to grant a license

While a compulsory license remains in force, the patentee may not be compelled to grant
another.

Article 56

Cancellation of the license

A compulsory license may be cancelled if the licensee does not work the license in such a way as
to meet domestic needs.
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Article 57

Dependent licenses

1. If it is not possible to work an invention protected by a patent without infringing the rights
conferred by an earlier patent, and both the inventions are used for different industrial
purposes, a license may be granted only if the essential nature of the first invention for the
working of the second is proven and to the extent necessary therefor; the first patent owner
shall have the right to fair compensation.

2. If inventions protected by dependent patents are used for the same industrial purposes and a
compulsory license is granted in favor of the owner of the dependent patents, the owner of the
earlier patent may also request the grant of a compulsory license against the later patent.

3. If the subject matter of an invention is a process for the preparation of a chemical,
pharmaceutical or food product protected by a patent that is in force and if this process patent
represents a considerable technical advance in relation to the earlier patent, both the owner of
the process patent and the owner of the product patent shall have the right to request a
compulsory license against the patent of the other owner.

4. If the person obtaining a plant variety is unable to obtain or exploit a plant variety right
without violating a previous patent, he may request a compulsory license for the non exclusive
exploitation of the invention protected by the patent, in so far as that license is necessary for the
exploitation of the same plant variety, in exchange for the payment of adequate remuneration.
5. As long as a license of the type set out in the previous paragraph is granted, the patent owner
shall have the right to a reciprocal license, under reasonable conditions, to use that protected
variety.

6. If the owner of a patent, related to a biotechnology invention, is unable to exploit it without
violating a previous plant variety right in a variety, he may request a compulsory license for the
nonexclusive exploitation of the protected variety through that variety right, in exchange for the
payment of adequate compensation.

7. As long as a license of the type set out in the previous paragraph is granted, the patentee shall
have the right to a reciprocal license, under reasonable conditions, to use that protected variety.
8. The applicants for the licenses referred to in paragraphs 4 and 6 must prove that:

(a) they tried, in vain, to obtain a contractual license from the owner of the patent or the plant
variety right;

(b) the plant variety, or invention, represents significant technical progress, of considerable
economic interest, in relation to the invention claimed in the patent or the plant variety to be
protected.

9. The provisions of this Article shall apply, equally, as long as one of the inventions is protected
by a patent and the other by a utility model.

Article 58

Public interest

1. The patentee may be compelled to grant a license for the working of the respective invention
for reasons of public interest.

2. Grounds for public interest shall be deemed to exist if at the start, the increase or the spread of
working of the invention, or the improvement of the conditions in which such working takes
place, are of paramount importance to public health or for national defense.

3. It shall be considered equally that there are public interest reasons when there is nonworking
and insufficient quality or quantity of working which may cause serious harm to national
economic or technological development.

4. The grant of the license on the grounds of public interest shall fall within the remit of the
Government, through the Ministry responsible for that area of Industry.

Article 59

Applications for compulsory licenses

1. Compulsory licenses must be requested from the organization responsible for industrial
property, and the applicant must submit the forms of proof which substantiate his application.
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2. Requests for compulsory licenses shall be examined in the order in which they are received by
the services.

3. On receipt of the request for a compulsory license, the organization responsible for industrial
property shall notify the patentee that, within two months, he should state what he sees fit and
submit the respective proof.

4. The organization responsible for industrial property shall evaluate the statements of the
parties and the exploitation guarantees of the invention offered by the applicant for the
compulsory license and shall decide, within two months, if this should be granted or not.

5. If the decision is positive, it shall notify both parties so that, within one month, both
designated experts who, in conjunction with the expert designated by the organization
responsible for industrial property, agree, within two months, the conditions of the compulsory
license and the compensation to be paid to the patentee.

Article 60

Notification of and appeal against grant or refusal of the license

1. The grant or refusal of the license and the respective conditions of the working shall be
notified to both parties.

2. The decision shall be subject to appeal to be lodged with the competent court, in accordance
with the law.

3. A decision in favor of the grant must be recorded with the organization responsible for
industrial property.

4. An extract from the register referred to in the preceding paragraph shall be published in the
Industrial Property Gazette.

CAMBODIA

Law on Patents, Utility Models and Industrial Designs
Articles 47-64

SECTION 11 Exploitation by Government or Person thereby Authorized

Article 47.- The Minister may decide that, even without the agreement of the owner of the
patent, a Government agency or a third person designated by the Minister may exploit the
invention where:

(i) the public interest, in particular, national security, nutrition, health or the development of
other vital sectors of the national economy so requires; or

(ii) a judicial body has determined that the manner of exploitation, by the owner of the patent or
his licensee, is anti-competitive.

The exploitation of the invention shall be limited to the purpose for which it was authorized and
shall be subject to the payment to the said owner of an adequate remuneration therefor, taking
into account the economic value of the Minister’s authorization, as determined in the said
authorization.

The Minister shall take his decision after hearing the owner of the patent and any interested
person if they wish to be heard.

Article 48.- Upon request of the owner of the patent, of the Government agency or of the third
person authorized to exploit the patented invention, the Minister may, after hearing the parties,
if either or both wish to be heard, vary the terms of the decision authorizing the exploitation of
the patented invention to the extent that changed circumstances justify such variation.
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Article 49.- Upon request of the owner of the patent, the Minister shall terminate the
authorization if he is satisfied, after hearing the parties, if either or both wish to be heard, that
the circumstances of items (i) and (ii) in the 1stparagraph of Article 47 of this Law which led to
his decision have ceased to exist and are unlikely to recur or that the Government agency or
third person designated by him has failed to comply with the terms of the decision.

Notwithstanding the 1stparagraph of this Article, the Minister shall not terminate the
authorization if he is satisfied that the need for adequate protection of the legitimate interests of
the Government agency or third person designated by him justifies the maintenance of the
decision.

Article 50.- Where a third person has been designated by the Minister, the authorization may
only be transferred with the enterprise or business of that person or with the part of the
enterprise or business within which the patented invention is being exploited.

Article 51.- The authorization shall not exclude:

(i) the conclusion of license contracts by the owner of the patent or the continued exercise, by
the owner of the patent, of his rights under Article 42 of this Law; or

(ii ) the issuance of a non-voluntary license under Section 12 of Chapter 2 of this Law.

Article 52.- A request for the Minister’s authorization shall be accompanied by evidence that the
owner of the patent has received, from the person seeking the authorization, a request for a
contractual license, but that person has been unable to obtain such a license on reasonable
commercial terms and conditions and within a reasonable time. The 1stparagraph of this Article
shall not apply in cases of:

(i) national emergency or other circumstances of extreme urgency provided, however, that in
such cases the owner of the patent shall be notified of the Minister’s decision as soon as
reasonably practicable;

(ii) public non-commercial use; and

(iii) anti-competitive practices determined as such by a judicial body in accordance with Article
47 of this Law.

Article 53.- The exploitation of the invention by the Government agency or third person
designated by the Minister shall be predominantly for the supply of the market in the Kingdom
of Cambodia.

Article 54.- The exploitation of a patented invention in the field of semi-conductor technology
shall only be authorized for public non-commercial use.

Where a judicial body has determined that the manner of exploitation of the patented invention
in the field of semi-conductor by the owner of the patent or his licensee, is anti-competitive, the
Minister may issue a non-voluntary license to remedy such practice.

Article 55.- The decisions of the Minister under Section 11 of Chapter 2 of this Law may be the
subject of an appeal before the competent Court.

SECTION 12 Non-Voluntary Licenses

Article 56.- On the request, made to the Minister after the expiration of a period of four (4)
years from the date of filing of the patent application or three (3) years from the date of the
grant of the patent, whichever period expires last, the Minister may issue a non-voluntary
license if he is satisfied that the patented invention is not exploited or is insufficiently exploited
in the Kingdom of Cambodia.

Notwithstanding the 1stparagraph of this Article, a non-voluntary license shall not be issued if
the owner of the patent satisfies the Minister that circumstances exist which justify the non-
exploitation or insufficient exploitation of the patented invention.
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Article 57.- The decision issuing the non-voluntary license shall fix:

(i) the scope and the function of the license;

(ii ) the time limit within which the licensee must begin to exploit the patented invention; and
(iii) the amount of the adequate remuneration to be paid to the owner of the patent and the
conditions of payment.

Article 58.- The beneficiary of the non-voluntary license shall have the right to exploit the

patented invention in the Kingdom of Cambodia according to the terms set out in the decision
issuing the license, shall commence the exploitation of the patented invention within the time
limit fixed in the said decision and, thereafter, shall exploit the patented invention sufficiently.

Article 59.- Where the invention claimed in the later patent involves an important technical
advance of considerable economic importance in relation to the invention claimed in the earlier
patent, the Minister, upon the request of the owner of the later patent, may issue a non-
voluntary license to the extent necessary to avoid infringement of the earlier patent.

Article 60.- Where a non-voluntary license is issued under Article 59 of this Law, the Minister,
upon the request of the owner of the earlier patent, shall issue a non-voluntary license in respect
of the later patent.

Article 61.- In the case of a request for the issuance of non-voluntary license under Articles 59
and 60, Article 57 of this Law shall apply mutatis mutandis with the proviso that no time limit
needs to be fixed.

Article 62.- In the case of a non-voluntary license issued under Article 59 of this Law, the
transfer may be made only with the later patent, or, in the case of a non-voluntary license issued
under Article 60 of this Law, only with the earlier patent.

Article 63.- The request for the issuance of a non-voluntary license shall be subject to payment
of the prescribed fee, as referred to in Article 130 of this Law.

Article 64.- The 2nd paragraph of Article 47 to Article 55 of this Law shall apply mutatis
mutandis for Section 12 of Chapter 2 of this Law.

CANADA

Patent Act (R.S.C,, 1985, c. P-4) (as amended up to December 13, 2018)
Sections 19, 21 and 65

Government may apply to use patented invention

19 (1) Subject to section 19.1, the Commissioner may, on application by the Government of
Canada or the government of a province, authorize the use of a patented invention by that
government.

Terms of use

(2) Subject to section 19.1, the use of the patented invention may be authorized for such
purpose, for such period and on such other terms as the Commissioner considers expedient but
the Commissioner shall settle those terms in accordance with the following principles:

(a) the scope and duration of the use shall be limited to the purpose for which the use is
authorized;
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(b) the use authorized shall be non-exclusive; and
(c) any use shall be authorized predominantly to supply the domestic market.

Notice
(3) The Commissioner shall notify the patentee of any use of the patented invention that is
authorized under this section.

Payment of remuneration

(4) Where the use of the patented invention is authorized, the authorized user shall pay to the
patentee such amount as the Commissioner considers to be adequate remuneration in the
circumstances, taking into account the economic value of the authorization.

Termination of authorization

(5) The Commissioner may, on application by the patentee and after giving all concerned parties
an opportunity to be heard, terminate the authorization if the Commissioner is satisfied that the
circumstances that led to the granting of the authorization have ceased to exist and are unlikely
to recur, subject to such conditions as the Commissioner deems appropriate to protect the
legitimate interests of the authorized user.

Authorization not transferable
(6) An authorization granted under this section is not transferable.

Conditions for authorizing use

19.1 (1) The Commissioner may not authorize the use of a patented invention under section 19
unless the applicant establishes that

(a) it has made efforts to obtain from the patentee on

reasonable commercial terms and conditions the authority to use the patented invention; and
(b) its efforts have not been successful within a reasonable period.

Exception
(2) Subsection (1) does not apply in cases of national emergency or extreme urgency or where
the use for which the authorization is sought is a public non-commercial use.

Prescribed uses
(3) The Commissioner may not, under section 19, authorize any use that is a prescribed use
unless the proposed user complies with the prescribed conditions.

Limitation on use of semi-conductor technology
(4) The Commissioner may not, under section 19, authorize any use of semi-conductor
technology other than a public non-commercial use.

Appeal
19.2 Any decision made by the Commissioner under section 19 or 19.1 is subject to appeal to the
Federal Court.

Regulations
19.3 (1) The Governor in Council may make regulations for the purpose of implementing, in
relation to patents, Article 1720 of the Agreement.

Definition of Agreement
(2) In subsection (1), Agreement has the same meaning as in subsection 2(1) of the North
American Free Trade Agreement Implementation Act.
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Use of Patents for International Humanitarian Purposes to Address Public Health
Problems

Purpose

21.01 The purpose of sections 21.02 to 21.2 is to give effect to Canada’s and Jean Chrétien’s
pledge to Africa by facilitating access to pharmaceutical products to address public health
problems afflicting many developing and least-developed countries, especially those resulting
from HIV/AIDS, tuberculosis, malaria and other epidemics.

Definitions
21.02 The definitions in this section apply in this section and in sections 21.03 to 21.19.

authorization means an authorization granted under subsection 21.04(1), and includes an
authorization renewed under subsection 21.12(1). (autorisation)

General Council means the General Council of the WTO established by paragraph 2 of Article IV
of the Agreement Establishing the World Trade Organization, signed at Marrakesh on April 15,
1994. (Conseil général)

General Council Decision means the decision of the General Council of August 30, 2003
respecting Article 31 of the TRIPS Agreement, including the interpretation of that decision in the
General Council Chairperson’s statement of that date. (décision du Conseil général)

patented product means a product the making, constructing, using or selling of which in
Canada would infringe a patent in the absence of the consent of the patentee. (produit breveté)

pharmaceutical product means any patented product listed in Schedule 1 in, if applicable, the
dosage form, the strength and the route of administration specified in that Schedule in relation
to the product. (produit pharmaceutique)

TRIPS Agreement means the Agreement on Trade-Related Aspects of Intellectual Property
Rights, being Annex 1C of the Agreement Establishing the World Trade Organization, signed at
Marrakesh on April 15, 1994. (Accord sur les ADPIC)

TRIPS Council means the council referred to in the TRIPS Agreement. (Conseil des ADPIC)

WTO means the World Trade Organization established by Article I of the Agreement
Establishing the World Trade Organization, signed at Marrakesh on April 15, 1994. (OMC)

Amending Schedules

21.03 (1) The Governor in Council may, by order,

(a) on the recommendation of the Minister and the Minister of Health, amend Schedule 1

(i) by adding the name of any patented product that may be used to address public health
problems

afflicting many developing and least-developed countries, especially those resulting from
HIV/AIDS, tuberculosis, malaria and other epidemics and, if the Governor in Council considers it
appropriate to do so, by adding one or more of the following in respect of the patented product,
namely, a dosage form, a strength and a route of administration, and

(ii) by removing any entry listed in it;

(b) on the recommendation of the Minister of Foreign Affairs, the Minister for International
Trade and the Minister for International Development, amend Schedule 2 by adding the name of
any country recognized by the United Nations as being a least-developed country that has,

(i) if itis a WTO Member, provided the TRIPS Council with a notice in writing stating that the
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country intends to import, in accordance with the General Council Decision, pharmaceutical
products, as defined in paragraph 1(a) of that decision, and

(ii) if it is not a WTO Member, provided the Government of Canada with a notice in writing
through

diplomatic channels stating that the country intends to import pharmaceutical products, as
defined in paragraph 1(a) of the General Council Decision, that it agrees that those products will
not be used for commercial purposes and that it undertakes to adopt the measures referred to in
Article 4 of that decision;

(c) on the recommendation of the Minister of Foreign Affairs, the Minister for International
Trade and the Minister for International Development, amend Schedule 3 by adding the name of
any WTO Member not listed in Schedule 2 that has provided the TRIPS Council with a notice in
writing stating that the WTO Member intends to import, in accordance with the General Council
Decision, pharmaceutical products, as defined in paragraph 1(a) of that decision; and

(d) on the recommendation of the Minister of Foreign Affairs, the Minister for International
Trade and the Minister for International Development, amend Schedule 4 by adding the name of
(i) any WTO Member not listed in Schedule 2 or 3 that has provided the TRIPS Council with a
notice

in writing stating that the WTO Member intends to import, in accordance with the General
Council Decision, pharmaceutical products, as defined in paragraph 1(a) of that decision, or

(ii) any country that is not a WTO Member and that is named on the Organization for Economic
Co-operation and Development’s list of countries that are eligible for official development
assistance

and that has provided the Government of Canada with a notice in writing through diplomatic
channels

(A) stating that it is faced with a national emergency or other circumstances of extreme urgency,
(B) specifying the name of the pharmaceutical product, as defined in paragraph 1(a) of the
General Council Decision, and the quantity of that product, needed by the country to deal with
the emergency or other urgency, (C) stating that it has no, or insufficient, pharmaceutical
capacity to manufacture that product, and

(D) stating that it agrees that that product will not be used for commercial purposes and that it
undertakes to adopt the measures referred to in Article 4 of the General Council Decision.

Restriction - Schedule 3

(2) The Governor in Council may not add to Schedule 3 the name of any WTO Member that has
notified the TRIPS Council that it will import, in accordance with the General Council Decision,
pharmaceutical products, as defined in paragraph 1(a) of that decision, only if faced with a
national emergency or other circumstances of extreme urgency.

Removal from Schedules 2 to 4

(3) The Governor in Council may, by order, on the recommendation of the Minister of Foreign
Affairs, the Minister for International Trade and the Minister for International Development,
amend any of Schedules 2 to 4 to remove the name of any country or WTO Member if

(a) in the case of a country or WTO Member listed in Schedule 2, the country or WTO Member
has ceased to be recognized by the United Nations as being a leastdeveloped country or, in the
case of a country that is nota WTO Member, the country has permitted any product imported
into that country under an authorization to be used for commercial purposes or has failed to
adopt the measures referred to in Article 4 of the General Council Decision;

(b) in the case of a WTO Member listed in Schedule 3, the WTO Member has notified the TRIPS
Council that it will import, in accordance with the General Council Decision, pharmaceutical
products, as defined in paragraph 1(a) of that decision, only if faced with a national emergency
or other circumstances of extreme urgency;

(c) in the case of a WTO Member listed in Schedule 4, the WTO Member has revoked any
notification it has given to the TRIPS Council that it will import pharmaceutical products, as
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defined in paragraph 1(a) of the General Council Decision, only if faced with a national
emergency or other circumstances of extreme urgency;

(d) in the case of a country listed in Schedule 4 that is not a WTO Member,

(i) the name of the country is no longer on the Organization for Economic Co-operation and
Development’s list of countries that are eligible for official development assistance,

(ii) the country no longer faces a national emergency or other circumstances of extreme
urgency,

(iii) the country has permitted any product imported into that country under an authorization
to be

used for commercial purposes, or

(iv) the country has failed to adopt the measures referred to in Article 4 of the General Council
Decision;

(e) in the case of any country or WTO Member listed in Schedule 3 or 4, the country or WTO
Member has become recognized by the United Nations as a leastdeveloped country; and

(f) in the case of any country or WTO Member listed in any of Schedules 2 to 4, the country has
notified the Government of Canada, or the WTO Member has notified the TRIPS Council, that it
will not import pharmaceutical products, as defined in paragraph 1(a) of the General Council
Decision.

Timeliness of orders
(4) An order under this section shall be made in a timely manner.

Authorization

21.04 (1) Subject to subsection (3), the Commissioner shall, on the application of any person
and on the payment of the prescribed fee, authorize the person to make, construct and use a
patented invention solely for purposes directly related to the manufacture of the pharmaceutical
product named in the application and to sell it for export to a country or WTO Member that is
listed in any of Schedules 2 to 4 and that is named in the application.

Contents of application

(2) The application must be in the prescribed form and set out

(a) the name of the pharmaceutical product to be manufactured and sold for export under the
authorization;

(b) prescribed information in respect of the version of the pharmaceutical product to be
manufactured and sold for export under the authorization;

(c) the maximum quantity of the pharmaceutical product to be manufactured and sold for export
under the authorization;

(d) for each patented invention to which the application relates, the name of the patentee of the
invention and the number, as recorded in the Patent Office, of the patent issued in respect of that
invention;

(e) the name of the country or WTO Member to which the pharmaceutical product is to be
exported;

(f) the name of the governmental person or entity, or the person or entity permitted by the
government of the importing country, to which the product is to be sold, and prescribed
information, if any, concerning that person or entity; and

(g) any other information that may be prescribed.

Conditions for granting of authorization

(3) The Commissioner shall authorize the use of the patented invention only if

(a) the applicant has complied with the prescribed requirements, if any;

(b) the Minister of Health has notified the Commissioner that the version of the pharmaceutical
product that is named in the application meets the requirements of the Food and Drugs Act and
its regulations, including the requirements under those regulations relating to the marking,
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embossing, labelling and packaging that identify that version of the product as having been
manufactured

(i) in Canada as permitted by the General Council Decision, and

(ii) in a manner that distinguishes it from the version of the pharmaceutical product sold in
Canada by, or with the consent of, the patentee or patentees, as the case may be;

(c) the applicant provides the Commissioner with a solemn or statutory declaration in the
prescribed form stating that the applicant had, at least thirty days before filing the application,
(i) sought from the patentee or, if there is more than one, from each of the patentees, by certified
or

registered mail, a licence to manufacture and sell the pharmaceutical product for export to the
country or WTO Member named in the application on reasonable terms and conditions and that
such efforts have not been successful, and

(ii) provided the patentee, or each of the patentees, as the case may be, by certified or registered
mail, in the written request for a licence, with the information that is in all material respects
identical to the information referred to in paragraphs (2)(a) to (g); and

(d) the applicant also provides the Commissioner with

(i) if the application relates to a WTO Member listed in Schedule 2, a certified copy of the notice
in

writing that the WTO Member has provided to the TRIPS Council specifying the name of the
pharmaceutical product, as defined in paragraph 1(a) of the General Council Decision, and the
quantity of that product, needed by the WTO Member, and

(A) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is the product specified in the notice and
that the product is not patented in that WTO Member, or

(B) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is the product specified in the notice and
a certified copy of the notice in writing that the WTO Member has provided to the TRIPS Council
confirming that the WTO Member has, in accordance with Article 31 of the TRIPS Agreement and
the provisions of the General Council Decision, granted or intends to grant a compulsory licence
to use the invention pertaining to the product,

(ii) if the application relates to a country listed in Schedule 2 that is not a WTO Member, a
certified

copy of the notice in writing that the country has provided to the Government of Canada through
diplomatic channels specifying the name of the pharmaceutical product, as defined in paragraph
1(a) of the General Council Decision, and the quantity of that product, needed by the country,
and

(A) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is the product specified in the notice and
that the product is not patented in that country, or

(B) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is the product specified in the notice and
a certified copy of the notice in writing that the country has provided to the Government of
Canada through diplomatic channels confirming that the country has granted or intends to grant
a compulsory licence to use the invention pertaining to the product,

(iii) if the application relates to a WTO Member listed in Schedule 3, a certified copy of the notice
in

writing that the WTO Member has provided to the TRIPS Council specifying the name of the
pharmaceutical product, as defined in paragraph 1(a) of the General Council Decision, and the
quantity of that product, needed by the WTO Member, and stating that the WTO Member has
insufficient or no pharmaceutical manufacturing capacity for the production of the product to
which the application relates, and

(A) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is not patented in that WTO Member, or
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(B) a certified copy of the notice in writing that the WTO Member has provided to the TRIPS
Council confirming that the WTO Member has, in accordance with Article 31 of the TRIPS
Agreement and the provisions of the General Council Decision, granted or intends to grant a
compulsory licence to use the invention pertaining to the product,

(iv) if the application relates to a WTO Member listed in Schedule 4, a certified copy of the notice
in

writing that the WTO Member has provided to the TRIPS Council specifying the name of the
pharmaceutical product, as defined in paragraph 1(a) of the General Council Decision, and the
quantity of that product, needed by the WTO Member, and stating that the WTO Member is faced
with a national emergency or other circumstances of extreme urgency and that it has insufficient
or no pharmaceutical manufacturing capacity for the production of the product to which the
application relates, and

(A) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is not patented in that WTO Member, or
(B) a certified copy of the notice in writing that the WTO Member has provided to the TRIPS
Council confirming that the WTO Member has, in accordance with Article 31 of the TRIPS
Agreement and the provisions of the General Council Decision, granted or intends to grant a
compulsory licence to use the invention pertaining to the product, or

(v) if the application relates to a country listed in Schedule 4 that is not a WTO Member, a
certified copy of the notice in writing that the country has provided to the Government of
Canada through diplomatic channels specifying the name of the pharmaceutical product, as
defined in paragraph 1(a) of the General Council Decision, and the quantity of that product,
needed by the country, and stating that it is faced with a national emergency or other
circumstances of extreme urgency, that it has insufficient or no pharmaceutical manufacturing
capacity for the production of the product to which

the application relates, that it agrees that product will not be used for commercial purposes and
that

it undertakes to adopt the measures referred to in Article 4 of the General Council Decision, and
(A) a solemn or statutory declaration in the prescribed form by the person filing the application
stating that the product to which the application relates is not patented in that country, or

(B) a certified copy of the notice in writing that the country has provided to the Government of
Canada through diplomatic channels confirming that the country has granted or intends to grant
a compulsory licence to use the invention pertaining to the product.

Form and content of authorization
21.05 (1) The authorization must be in the prescribed form and, subject to subsection (2),
contain the prescribed information.

Quantity

(2) The quantity of the product authorized to be manufactured by an authorization may not be
more than the lesser of

(a) the maximum quantity set out in the application for the authorization, and

(b) the quantity set out in the notice referred to in any of subparagraphs 21.04(3)(d)(i) to (v),
whichever is applicable. Disclosure of information on website

21.06 (1) Before exporting a product manufactured under an authorization, the holder of the
authorization must establish a website on which is disclosed the prescribed information
respecting the name of the product, the name of the country or WTO Member to which it is to be
exported, the quantity that is authorized to be manufactured and sold for export and the
distinguishing features of the product, and of its label and packaging, as required by regulations
made under the Food and Drugs Act, as well as information identifying every known party that
will be handling the product while it is in transit from Canada to the country or WTO Member to
which it is to be exported.
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Obligation to maintain
(2) The holder must maintain the website during the entire period during which the
authorization is valid.

Links to other websites

(3) The Commissioner shall post and maintain on the website of the Canadian Intellectual
Property Office a link to each website required to be maintained by the holder of an
authorization under subsection (1).

Posting on the website
(4) The Commissioner shall, within seven days of receipt, post on the website of the Canadian
Intellectual Property Office each application for authorization filed under subsection 21.04(1).

Export notice

21.07 Before each shipment of any quantity of a product manufactured under an authorization,
the holder of the authorization must, within fifteen days before the product is exported, provide
to each of the following a notice, by certified or registered mail, specifying the quantity to be
exported, as well as every known party that will be handling the product while it is in transit
from Canada to the country or WTO Member to which it is to be exported:

(a) the patentee or each of the patentees, as the case may be;

(b) the country or WTO Member named in the authorization; and

(c) the person or entity that purchased the product to which the authorization relates.

Royalty

21.08 (1) Subject to subsections (3) and (4), on the occurrence of a prescribed event, the holder
of an authorization is required to pay to the patentee or each patentee, as the case may be, a
royalty determined in the prescribed manner.

Factors to consider when making regulations

(2) In making regulations for the purposes of subsection (1), the Governor in Council must
consider the humanitarian and non-commercial reasons underlying the issuance of
authorizations under subsection 21.04(1).

Time for payment
(3) The royalties payable under this section must be paid within the prescribed time.

Federal Court may determine royalty

(4) The Federal Court may, in relation to any authorization, make an order providing for the
payment of a royalty that is greater than the royalty that would otherwise be required to be paid
under subsection (1).

Application and notice

(5) An order may be made only on the application of the patentee, or one of the patentees, as the
case may be, and on notice of the application being given by the applicant to the holder of the
authorization.

Contents of order

(6) An order may provide for a royalty of a fixed amount or for a royalty to be determined as
specified in the order, and the order may be subject to any terms that the Federal Court
considers appropriate.
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Conditions for making of order

(7) The Federal Court may make an order only if it is satisfied that the royalty otherwise
required to be paid is not adequate remuneration for the use of the invention or inventions to
which the authorization relates, taking into account

(a) the humanitarian and non-commercial reasons underlying the issuance of the authorization;
and

(b) the economic value of the use of the invention or inventions to the country or WTO Member.

Duration
21.09 An authorization granted under subsection 21.04(1) is valid for a period of two years
beginning on the day on which the authorization is granted.

Use is non-exclusive
21.1 The use of a patented invention under an authorization is non-exclusive.

Authorization is non-transferable

21.11 An authorization is non-transferable, other than where the authorization is an asset of a
corporation or enterprise and the part of the corporation or enterprise that enjoys the use of the
authorization is sold, assigned or otherwise transferred.

Renewal

21.12 (1) The Commissioner shall, on the application of the person to whom an authorization
was granted and on the payment of the prescribed fee, renew the authorization if the person
certifies under oath in the renewal application that the quantities of the pharmaceutical product
authorized to be exported were not exported before the authorization ceases to be valid and that
the person has complied with the terms of the authorization and the requirements of sections
21.06 to 21.08.

One renewal
(2) An authorization may be renewed only once.

When application must be made
(3) The application for renewal must be made within the 30 days immediately before the
authorization ceases to be valid.

Duration

(4) An authorization that is renewed is valid for a period of two years beginning on the day
immediately following the day of the expiry of the period referred to in section 21.09 in respect
of the authorization.

Prescribed form
(5) Applications for renewal and renewed authorizations issued under subsection (1) must be in
the prescribed form.

Termination

21.13 Subject to section 21.14, an authorization ceases to be valid on the earliest of

(a) the expiry of the period referred to in section 21.09 in respect of the authorization, or the
expiry of the period referred to in subsection 21.12(4) if the authorization has been renewed, as
the case may be,

(b) the day on which the Commissioner sends, by registered mail, to the holder of the
authorization a copy of a notice sent by the Minister of Health notifying the Commissioner that
the Minister of Health is of the opinion that the pharmaceutical product referred to in paragraph
21.04(3)(b) has ceased to meet the requirements of the Food and Drugs Act and its regulations,
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(c) the day on which the last of the pharmaceutical product authorized by the authorization to
be exported is actually exported,

(d) thirty days after the day on which

(i) the name of the pharmaceutical product authorized to be exported by the authorization is
removed from Schedule 1, or

(ii) the name of the country or WTO Member to which the pharmaceutical product was, or is to
be,

exported is removed from Schedule 2, 3 or 4, as the case may be, and not added to any other of
those Schedules, and

(e) on any other day that is prescribed.

Termination by Federal Court

21.14 On the application of a patentee, and on notice given by the patentee to the person to
whom an authorization was granted, the Federal Court may make an order, on any terms that it
considers appropriate, terminating the authorization if the patentee establishes that

(a) the application for the authorization or any of the documents provided to the Commissioner
in relation to the application contained any material information that is inaccurate;

(b) the holder of the authorization has failed to establish a website as required by section 21.06,
has failed to disclose on that website the information required to be disclosed by that section or
has failed to maintain the website as required by that section;

(c) the holder of the authorization has failed to provide a notice required to be given under
section 21.07;

(d) the holder of the authorization has failed to pay, within the required time, any royalty
required to be paid as a result of the authorization;

(e) the holder of the authorization has failed to comply with subsection 21.16(2);

(f) the product exported to the country or WTO Member, as the case may be, under the
authorization has been, with the knowledge of the holder of the authorization, re-exported in a
manner that is contrary to the General Council Decision;

(g) the product was exported, other than in the normal course of transit, to a country or WTO
Member other than the country or WTO Member named in the authorization;

(h) the product was exported in a quantity greater than the quantity authorized to be
manufactured; or

(i) if the product was exported to a country that is not a WTO Member, the country has
permitted the product to be used for commercial purposes or has failed to adopt the measures
referred to in Article 4 of the General Council Decision.

Notice to patentee
21.15 The Commissioner shall, without delay, notify the patentee, or each of the patentees, as
the case may be, in writing of any authorization granted in respect of the patentee’s invention.

Obligation to provide copy of agreement

21.16 (1) Within fifteen days after the later of the day on which the authorization was granted
and the day on which the agreement for the sale of the product to which the authorization
relates was entered into, the holder of an authorization must provide by certified or registered
mail, the Commissioner and the patentee, or each patentee, as the case may be, with

(a) a copy of the agreement it has reached with the person or entity referred to in paragraph
21.04(2)(f) for the supply of the product authorized to be manufactured and sold, which
agreement must incorporate information that is in all material respects identical to the
information referred to in paragraphs 21.04(2)(a), (b), (¢) and (f); and

(b) a solemn or statutory declaration in the prescribed form setting out

(i) the total monetary value of the agreement as it relates to the product authorized to be
manufactured and sold, expressed in Canadian currency, and

(ii) the number of units of the product to be sold under the terms of the agreement.
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Prohibition
(2) The holder of an authorization may not export any product to which the authorization
relates until after the holder has complied with subsection (1).

Application when agreement is commercial in nature

21.17 (1) If the average price of the product to be manufactured under an authorization is equal
to or greater than 25 per cent of the average price in Canada of the equivalent product sold by or
with the consent of the patentee, the patentee may, on notice given by the patentee to the person
to whom an authorization was granted, apply to the Federal Court for an order under subsection
(3) on the grounds that the essence of the agreement under which the product is to be sold is
commercial in nature.

Factors for determining whether agreement is commercial in nature

(2) In determining whether the agreement is commercial in nature, the Federal Court must take
into account

(a) the need for the holder of the authorization to make a reasonable return sufficient to sustain
a continued participation in humanitarian initiatives;

(b) the ordinary levels of profitability, in Canada, of commercial agreements involving
pharmaceutical products, as defined in paragraph 1(a) of the General Council Decision; and

(c) international trends in prices as reported by the United Nations for the supply of such
products for humanitarian purposes.

Order

(3) If the Federal Court determines that the agreement is commercial in nature, it may make an
order, on any terms that it considers appropriate,

(a) terminating the authorization; or

(b) requiring the holder to pay, in addition to the royalty otherwise required to be paid, an
amount that the Federal Court considers adequate to compensate the patentee for the
commercial use of the patent.

Additional order

(4) If the Federal Court makes an order terminating the authorization, the Federal Court may
also, if it considers it appropriate to do so, make an order, on any terms that it considers
appropriate,

(a) requiring the holder to deliver to the patentee any of the product to which the authorization
relates remaining in the holder’s possession as though the holder had been determined to have
been infringing a patent; or

(b) with the consent of the patentee, requiring the holder to export any of the product to which
the authorization relates remaining in the holder’s possession to the country or WTO Member
named in the authorization.

Restriction

(5) The Federal Court may not make an order under subsection (3) if, under the protection of a
confidentiality order made by the Court, the holder of the authorization submits to a Court-
supervised audit and that audit establishes that the average price of the product manufactured
under the authorization does not exceed an amount equal to the direct supply cost of the
product plus 15 per cent of that direct supply cost.
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Definitions
(6) The following definitions apply in this section.

average price means

(a) in relation to a product to be manufactured under an authorization, the total monetary value
of the agreement under which the product is to be sold, expressed in Canadian currency, divided
by the number of units of the product to be sold under the terms of the agreement; and

(b) in relation to an equivalent product sold by or with the consent of the patentee, the average
of the prices in Canada of that product as those prices are reported in prescribed publications on
the day on which the application for the authorization was filed. (prix moyen)

direct supply cost, in relation to a product to be manufactured under an authorization, means
the cost of the materials and of the labour, and any other manufacturing costs, directly related to
the production of the quantity of the product that is to be manufactured under the authorization.
(cotit direct de fourniture)

unit, in relation to any product, means a single tablet, capsule or other individual dosage form of
the product, and if applicable, in a particular strength. (unité)

Advisory committee

21.18 (1) The Minister and the Minister of Health shall establish, within three years after the
day this section comes into force, an advisory committee to advise them on the
recommendations that they may make to the Governor in Council respecting the amendment of
Schedule 1.

Standing committee

(2) The standing committee of each House of Parliament that normally considers matters
related to industry shall assess all candidates for appointment to the advisory committee and
make recommendations to the Minister and the Minister of Health on the eligibility and
qualifications of those candidates.

Website for notices to Canada

21.19 The person designated by the Governor in Council for the purpose of this section must
maintain a website on which is set out a copy of every notice referred to in subparagraphs
21.04(3)(d)(ii) and (v) that is provided to the Government of Canada through diplomatic
channels by a country that is not a WTO Member. The copy must be added to the website as soon
as possible after the notice has been provided to the Government of Canada.

Review
21.2 (1) Areview of sections 21.01 to 21.19 and their application must be completed by the
Minister two years after this section comes into force.

Tabling of report

(2) The Minister must cause a report of the results of the review to be laid before each House of
Parliament on any of the first fifteen days on which that House is sitting after the report has
been completed.

Abuse of rights under patents:

65. (1) The Attorney General of Canada or any person interested may, at any time after the
expiration of three years from the date of the grant of a patent, apply to the Commissioner
alleging in the case of that patent that there has been an abuse of the exclusive rights thereunder
and asking for relief under this Act.
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What amounts to abuse

(2) The exclusive rights under a patent shall be deemed to have been abused in any of the
following circumstances:

(a) and (b) [Repealed, 1993, c. 44, s. 196]

(c) if the demand for the patented article in Canada is not being met to an adequate extent and
on reasonable terms;

(d) if, by reason of the refusal of the patentee to grant a licence or licences on reasonable terms,
the trade or industry of Canada or the trade of any person or class of persons trading in Canada,
or the establishment of any new trade or industry in Canada, is prejudiced, and it is in the public
interest that a licence or licences should be granted;

(e) if any trade or industry in Canada, or any person or class of persons engaged therein, is
unfairly prejudiced by the conditions attached by the patentee, whether before or after the
passing of this Act, to the purchase, hire, licence or use of the patented article or to the using or
working of the patented process; or

(f) if it is shown that the existence of the patent, being a patent for an invention relating to a
process involving the use of materials not protected by the patent or for an invention relating to
a substance produced by such a process, has been utilized by the patentee so as unfairly to
prejudice in Canada the manufacture, use or sale of any materials.

(3) and (4) [Repealed, 1993, c. 44, s. 196]

[..]

Definition of “patented article”:
(5) For the purposes of this section, the expression “patented article” includes articles made by a
patented process.

CHILE

Law No. 19.039 on Industrial Property (Consolidated Text of February 6, 2012, approved by
Decree-Law No. 3)

Article 51

Articulo 51.- Procedera pronunciarse respecto de una solicitud de licencia no voluntaria en los
siguientes casos:

1) Cuando el titular de la patente haya incurrido en conductas o practicas declaradas contrarias
alalibre competencia, en relacién directa con la utilizacién o explotacion de la patente de que se
trate, segin decision firme o ejecutoriada del Tribunal de Defensa de la Libre Competencia.

2) Cuando por razones de salud publica, seguridad nacional, uso publico no comercial, o de
emergencia nacional u otras de extrema urgencia, declaradas por la autoridad competente, se
justifique el otorgamiento de dichas licencias.

3) Cuando la licencia no voluntaria tenga por objeto la explotacion de una patente posterior que
no pudiera ser explotada sin infringir una patente anterior. La concesion de licencias no
voluntarias por patentes dependientes quedara sometida a las siguientes normas:

a) La invencioén reivindicada en la patente posterior debe comprender un avance técnico de
significacion econdmica considerable respecto a la invencidn reivindicada en la primera patente.

b) La licencia no voluntaria para explotar la patente anterior s6lo podra transferirse con la
patente posterior.
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c) El titular de la patente anterior podr3, en las mismas circunstancias, obtener una licencia no
voluntaria en condiciones razonables para explotar la invencion reivindicada en la patente
posterior.

Tratandose de tecnologia de semiconductores, la licencia sé6lo se podra otorgar para fines
publicos no comerciales o para rectificar la practica declarada contraria a la competencia.

CHINA

Patent Law of the People’s Republic of China (as amended up to the Decision of December 27, 2008,
regarding the Revision of the Patent Law of the People’s Republic of China)

Articles 48-54

Chapter VI Compulsory License for Exploitation of a Patent

Article 48 Under any of the following circumstances, the patent administration department
under the State Council may, upon application made by any unit or individual that possesses the
conditions for exploitation, grant a compulsory license for exploitation of an invention patent or
utility model patent:

(1) When it has been three years since the date the patent right is granted and four years since
the date the patent application is submitted, the patentee, without legitimate reasons, fails to
have the patent exploited or fully exploited; or

(2) The patentee’s exercise of the patent right is in accordance with law, confirmed as monopoly
and its negative impact on competition needs to be eliminated or reduced.

Article 49 Where a national emergency or any extraordinary state of affairs occurs, or public
interests so require, the patent administration department under the State Council may grant a
compulsory license for exploitation of an invention patent or utility model patent.

Article 50 For the benefit of public health, the patent administration department under the
State Council may grant a compulsory license for manufacture of the drug, for which a patent
right has been obtained, and for its export to the countries or regions that conform to the
provisions of the relevant international treaties to which the People’s Republic of China has
acceded.

Article 51 If an invention or utility model, for which the patent right has been obtained,
represents a major technological advancement of remarkable economic significance, compared
with an earlier invention or utility model for which the patent right has already been obtained,
and exploitation of the former relies on exploitation of the latter, the patent administration
department under the State Council may, upon application made by the latter, grant it a
compulsory license to exploit the earlier invention or utility model.

Under the circumstance where a compulsory license for exploitation is granted in
accordance with the provisions of the preceding paragraph, the patent administration
department under the State
Council may, upon application made by the earlier patentee, grant it a compulsory license to
exploit the later invention or utility model.

Article 52 If an invention involved in a compulsory license is a semi-conductor technology, the
exploitation thereof shall be limited to the purpose of public interests and to the circumstances
as provided for in Subparagraph (2) of Article 48 of this Law.
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Article 53 Except for the compulsory license granted in accordance with the provisions of
Subparagraph (2) of Article 48 or Article 50 of this Law, compulsory license shall mainly be
exercised for the supply to the domestic market.

Article 54 A unit or individual that applies for a compulsory license in accordance with the
provisions of Subparagraph (1) of Article 48 or Article 51 of this Law shall provide evidence to
show that it or he has, under reasonable terms, requests the patentee’s permission for
exploitation of the patent, but fails to obtain such permission within a reasonable period of time.

Article 55 The decision made by the patent administration department under the State Council
on granting of a compulsory license for exploitation shall be notified to the patentee in a timely
manner and shall be registered and announced. In a decision on granting of the compulsory
license for exploitation shall, according to the reasons justifying the compulsory license, be
specified the scope and duration for exploitation. When such reasons cease to exist and are
unlikely to recur, the patent administration department under the State Council shall, upon
request by the patentee, make a decision to terminate the compulsory license after examination.

Article 56 Any unit or individual that is granted a compulsory license for exploitation shall not
have an exclusive right to exploitation and shall not have the right to allow exploitation by
others.

Article 57 The unit or individual that is granted a compulsory license for exploitation shall pay
reasonable royalties to the patentee, or handle the issue of royalties in accordance with the
provisions of the relevant international treaties to which the People’s Republic of China has
acceded.

The amount of royalties to be paid shall be subject to consultation between the two parties. In
the event of failure to reach an agreement between the two parties, the patent administration
department under the State Council shall make a ruling.

Article 58 If a patentee is dissatisfied with the decision made by the patent administration
department under the State Council -on granting of the compulsory license for exploitation, or if
the patentee, or the unit or individual that has obtained the compulsory license for exploitation
is dissatisfied with the ruling made by the patent administration department under the State
Council regarding the royalties for the compulsorily licensed exploitation, it or he may take legal
action before the people’s court within three months from the date of receipt of the notification
of the ruling.

HONG KONG, CHINA

Patents Ordinance (Chapter 514)
Sections 64 - 72

Part: VIII - COMPULSORY LICENCES FOR STANDARD PATENTS

Section: 64 Compulsory licences for standard patents

(1) At any time after the expiration of 3 years from the date of grant of a standard patent any
person may apply to the court on one or more of the grounds specified in subsection (2)-

(a) for a licence under the patent;

(b) where the applicant is the Government, for the grant of a licence under the patent to any
person specified in the application.
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(2) The grounds referred to in subsection (1) are-

(a) where the patented invention is capable of being commercially worked in Hong Kong, that it
is not being so worked or is not being so worked to the fullest extent that is reasonably
practicable;

(b) where the patented invention is a product, that a demand for the product in Hong Kong is not
being met on reasonable terms;

(c) where the patented invention is capable of being commercially worked in Hong Kong by
manufacture, that it is being prevented or hindered from being so worked-

(i) in the case of a product, by the importation of the product; or

(ii) in the case of a process, by the importation of a product obtained directly by means of the
process or to which the process has been applied;

(d) that by reason of the refusal by the proprietor of the patent to grant a licence or licences on
reasonable terms-

(i) the working or efficient working in Hong Kong of any other patented invention which
involves an important technical advance of considerable economic significance in relation to the
patent is prevented or hindered; or

(ii) the establishment or development of commercial or industrial activities in Hong Kong is
unfairly prejudiced; or

(e) that by reason of conditions imposed by the proprietor of the patent on the grant of licences
under the patent, or on the disposal or use of the patented product or on the use of the patented
process, the manufacture, use or disposal of materials not protected by the patent or the
establishment or development of commercial or industrial activities in Hong Kong, is unfairly
prejudiced.

(3) The court may, if it is satisfied that any of those grounds are established, and subject to
subsections (4) and (5), order the grant of a licence on such terms as it thinks fit-

(a) to the applicant, where the application is made under subsection (1)(a); or

(b) to the person specified in the application, where the application is made under subsection

(1) (b)-

(4) Where the application is made on the ground that the patented invention is not being
commercially worked in Hong Kong or is not being so worked to the fullest extent that is
reasonably practicable, and it appears to the court that the time which has elapsed since the
grant of the patent was advertised in the official journal has for any reason been insufficient to
enable the invention to be so worked, the court may adjourn the hearing for such period as will
in the opinion of the court give sufficient time for the invention to be so worked. (Amended 2 of
2001s.14)

(5) No order shall be made under this section unless the court is satisfied that the applicant has
made reasonable efforts to obtain authorization from the proprietor on reasonable commercial
terms and conditions and that such efforts have not been successful within a reasonable period
of time.

(6) No order shall be made under this section in respect of a patent (“patent A”) on the ground
mentioned in subsection (2)(d)(i) unless the court is satisfied that the proprietor of the patent
for the other invention (“patent B”) is able and willing to grant to the proprietor of patent A and
his licensees a licence under patent B on reasonable terms.

(7) An order granting a licence under this section shall provide-

(a) that the licence shall be non-exclusive; and

(b) that such licence shall be non-assignable except with that part of the enterprise or goodwill
which enjoys the use of the patent under the licence, and in the case of a licence granted under

subsection (6) the licence in respect of patent A shall only be assignable with the assignment of
patent B, (Amended 2 of 2001 s. 7) and shall specify the scope and duration of such licence.
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(8) An application may be made under this section in respect of a patent notwithstanding that
the applicant is already the holder of a licence under the patent; and no person shall be stopped
from relying on any of the matters specified in subsection (2) because of any admission made by
him, whether in such licence or otherwise or by reason of his having accepted such licence.

[cf. 1977 c. 37 5. 48 U.K|]

Section: 65 Provisions about licences under section 64

(1) Where the court is satisfied, on an application made under section 64 in respect of a patent,
that the manufacture, use or disposal of materials not protected by the patent is unfairly
prejudiced by reason of conditions imposed by the proprietor of the patent on the grant of
licences under the patent, or on the disposal or use of the patented product or the use of the
patented process, the court may (subject to the provisions of that section) order the grant of
licences under the patent to such customers of the applicant as it thinks fit as well as to the
applicant.

(2) Where an application under section 64 is made in respect of a patent by a person who holds
a licence under the patent, the court may-

(a) if it orders the grant of a licence to the applicant, order the existing licence to be cancelled; or
(b) instead of ordering the grant of a licence to the applicant, order the existing licence to be
amended. [cf. 1977 c. 37 5. 49 U.K|]

Section: 66 Exercise of powers on applications under section 64

(1) The powers of the court on an application under section 64 in respect of a patent shall be
exercised with a view to securing the following purposes-

(a) that inventions which can be worked on a commercial scale in Hong Kong and which should
in the public interest be so worked shall be worked there without undue delay and to the fullest
extent that is reasonably practicable;

(b) that the inventor or other person beneficially entitled to a patent shall receive reasonable
remuneration having regard to the nature of the invention;

(c) that the interests of any person for the time being working or developing an invention in
Hong Kong under the protection of a patent shall not be unfairly prejudiced.

(2) Subject to subsection (1), the court shall, in determining whether to make an order in
pursuance of such an application, take account of the following matters-

(a) the nature of the invention, the time which has elapsed since the grant of the patent was
advertised in the official journal and the measures already taken by the proprietor of the patent
or any licensee to make full use of the invention; (Amended 2 of 2001 s. 14)

(b) the ability of any person to whom a licence would be granted by the court to work the
invention to the public advantage;

(c) the risks to be undertaken by that person in providing capital and working the invention if
the application for an order is granted, but the court shall not be required to take account of any
such matter occuring subsequent to the making of the application.

(3) Any person aggrieved by an order made under section 64 or 65 may apply to the court for an
order for the variation or cancellation of the licence if the court in all the circumstances should
think fit.

[cf. 1977 ¢.37 5. 50 U.K]]

Section: 67 Opposition to application under sections 64 to 66

The proprietor of the patent concerned or any other person wishing to oppose an application
under sections 64 to 66 may, in accordance with rules of court, give to the court notice of
opposition; and the court shall consider the opposition in deciding whether to grant the
application.

[cf. 1977 ¢. 37 5. 52 UK]
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Part: IX GOVERNMENT USE OF PATENTED INVENTIONS

Section: 68 Declaration of extreme urgency

The Chief Executive in Council may, for the purposes of applying sections 69 to 71, by regulation
declare a period of extreme urgency whenever Chief Executive in Council considers it to be
necessary or expedient in the public interest for the maintenance of supplies and services
essential to the life of the community or for securing sufficient supplies and services essential to
the life of the community.

Section: 69 Government use of patents during a period of extreme urgency

(1) During a period of declared extreme urgency a public officer authorized in writing by the
Chief Executive or any person authorized in writing by such public officer may in relation to-
(Amended 22 of 1999 s. 3)

(a) a patented invention, without the consent of the proprietor of the patent; or

(b) an invention in respect of which an application for a patent has been filed, without the
consent of the applicant, do any act in Hong Kong in relation to the invention as appears to the
public officer or person authorized to be necessary or expedient in connection with the urgency
giving rise to the declaration under section 68.

(2) Any act done in relation to an invention by virtue of this section is in the following provisions
of this section referred to as use, or Government use, of the invention; and “use” (/), in
relation to an invention, in section 70 to 72 shall be construed accordingly.

(3) Government use may include any act which would, apart from this section, amount to an
infringement of the patent concerned or, as the case may be, give rise to a right under section 88
to bring proceedings in respect of the application for a standard patent.

(4) Any Government use of the invention made at any time either-

(a) after the publication of an application for a standard patent or the grant of a short-term
patent for the invention; or

(b) without prejudice to paragraph (a), in consequence of a relevant communication made
otherwise than in confidence-

(i) after the deemed date of filing of the application for the standard patent for the invention or
the date of filing of the application of the short-term patent for the invention, as the case may be;
or

(ii) where priority was claimed, after the date of priority, shall be made on such terms as may be
agreed, either before or after the use, by the Government and the proprietor of the patent or as
may in default of agreement be determined by the court on a reference under section 72.

(5) Where an invention is used by virtue of this section at any time after publication of an
application for a standard patent for the invention but before such a patent is granted, and the
terms for its use agreed or determined as mentioned in subsection (4) include terms as to
payment for the use, then (notwithstanding anything in those terms) any such payment shall be
recoverable only-

(a) after such a patent is granted; and

(b) if (apart from this section) the use would, if the patent had been granted on the date of the
publication of the application, have infringed not only the patent but also the claims (as
interpreted by the description and any drawings referred to in the description or claims) in the
form in which they were contained in the application as published.
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(6) The authority of a public officer in respect of an invention may be given under this section
either before or after the patent is granted, and may be given to any person whether or not he is
authorized directly or indirectly by the proprietor of the patent to do anything in relation to the
invention.

(7) Where any Government use of an invention is made by or with the authority of a public
officer under this section, then the public officer shall notify the proprietor of the patent as soon
as practicable, and furnish him with such information as to the extent of the use as he may from
time to time require.

(8) A person acquiring anything disposed of in the exercise of powers conferred by this section,
and any person claiming through him, may deal with it in the same manner as if the patent were
held on behalf of the Government.

(9) Any reference in this section to a patented invention, in relation to any time, is a reference to
an invention to which a patent has before that time been, or is subsequently, granted.

(10) In this section “relevant communication” (& B:@&f), in relation to an invention, means a
communication of the invention directly or indirectly by the proprietor of the patent or any
person from whom he derives title.

(11) Subsection (4) is without prejudice to any rule of law relating to the confidentiality of
information. [cf. 1977 c. 37 ss. 55 & 56 U.K|]

Section: 70 Rights of third parties in respect of Government use

(1) The provisions of any licence, assignment or agreement specified in subsection (3) are of no
effect in relation to-

(a) any Government use of an invention by a public officer, or a person authorized by a public
officer, by virtue of section 69; or

(b) anything done for Government use to the order of a public officer by the proprietor of a
patent in respect of a patented invention or by the proprietor of an application in respect of an
invention for which an application for a patent has been filed and is still pending,

so far as those provisions-

(i) restrict or regulate the working of the invention, or the use of any model, document or
information

relating to it; or

(ii) provide for the making of payments in respect of, or calculated by reference to, such working
or use.

(2) The reproduction or publication of any model or document in connection with a working or
use referred to in subsection (1) shall not be deemed to be an infringement of any copyright or
protected layout-design (topography) subsisting in the model or document.

(3) The licence, assignment or agreement referred to in subsection (1) is any licence, assignment
or agreement which is made, whether before or after the date of commencement of this
Ordinance, between any person who is a proprietor of or an applicant for the patent, or anyone
who derives title from any such person or from whom such person derives title (on the one
hand), and any person whatever other than the Government (on the other hand).

(4) Where an exclusive licence granted otherwise than for royalties or other benefits determined
by reference to the working of the invention is in force under the patent or application
concerned, then-
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(a) section 69(4) applies in relation to anything done in respect of the invention which, but for
this section and section 69(1), would be an infringement of the rights of the licensee, with the
substitution in those provisions of reference to the proprietor of the patent with reference to the
licensee; and

(b) section 69(4) does not apply in relation to anything done in respect of the invention by the
licensee by virtue of an authority given under section 69(1).

(5) Subject to subsection (4), where the patent, or the right to the grant of the patent, has been
assigned to the proprietor of the patent or application in consideration of royalties or other
benefits determined by reference to the working of the invention, then-

(a) section 69(4) applies in relation to any Government use of the invention as if reference to the
proprietor of the patent included a reference to the assignor, and any sum payable for
Government use under that subsection shall be divided between those persons in such
proportion as may be agreed on by them or as may in default of agreement be determined by the
court on a reference under section 72; and

(b) section 69(4) applies in relation to any act done in respect of the invention for Government
use by the proprietor of the patent or application to the order of a public officer, as if that act
were use made by virtue of an authority given under that section.

(6) Where section 69(4) applies to any use of an invention and a person holds an exclusive
licence under the patent or application concerned (other than such a licence as is mentioned in
subsection (4)) authorizing him to work the invention, then subsections (8) and (9) shall apply.

(7) In subsections (8) and (9) “the section 69(4) payment” (5 69(4)#&{15X) means such
payment (if any) as the proprietor of the patent or application and the Government agree under
section 69, or the court determines under section 72, should be made by the public officer
concerned to the proprietor in respect of the use of the invention.

(8) The licensee shall be entitled to recover from the proprietor of the patent or application such
part (if any) of the section 69(4) payment as may be agreed on by them or as may in default of
agreement be determined by the court under section 72 to be just having regard to any
expenditure incurred by the licensee-

(a) in developing the invention; or

(b) in making payments to the proprietor in consideration of the licence, other than royalties or
other payments determined by reference to the use of the invention.

(9) Any agreement by the proprietor of the patent or application and the Government under
section 69(4) as to the amount of the section 69(4) payment shall be of no effect unless the
licensee consents to the agreement; and any determination by the court under section 69(4) as
to the amount of that payment shall be of no effect unless the licensee has been informed of the
reference to the court and is given an opportunity to be heard.

(10) In this section “the public officer concerned” (B2 A &), in relation to any Government

use of an invention, means the public officer by whom or on whose authority the use was made.
[cf. 1977 ¢.37 5. 57 UK]

Section: 71 Compensation for loss of profit

(1) Where Government use is made of an invention, the Government shall pay-

(a) to the proprietor of the patent; or

(b) if there is an exclusive licence in force in respect of the patent, to the exclusive licensee,
compensation for any loss resulting from his not being awarded a contract to supply the
patented product or, as the case may be, to perform the patented process or supply a thing made
by means of the patented process.
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(2) Compensation is payable only to the extent that such a contract could have been fulfilled
from the existing manufacturing or other capacity of the proprietor or licensee; but is payable
notwithstanding the existence of circumstances rendering him ineligible for the award of such a
contract.

(3) In determining the loss, regard shall be had to the profit which would have been made on
such a contract and to the extent to which any manufacturing or other capacity was under-used.

(4) No compensation is payable in respect of any failure to secure contracts to supply the
patented product or, as the case may be, to perform the patented process or supply a thing made
by means of the patented process, otherwise than for Government use.

(5) The amount payable shall, if not agreed between the proprietor or licensee and the
Government, be determined by the court on a reference under section 72, and is in addition to
any amount payable under section 69 or 70.

[cf. 1977 ¢. 37 s. 57A U.K]

Section: 72 References of disputes as to Government use

(1) Any dispute as to-

(a) the exercise by a public officer, or a person authorized by a public officer, of the powers
conferred by section 69;

(b) terms for Government use of an invention under section 69;

(c) the right of any person to receive any part of a payment made in pursuance of section 69(4);
or

(d) the right of any person to receive a payment under section 71, may be referred to the court
by either party to the dispute after a patent has been granted for the invention.

(2) In determining under this section any dispute between the Government and any person as to
the terms for the Government use of an invention, the court shall have regard-

(a) to any benefit or compensation which that person or any person from whom he derives title
may have received or may be entitled to receive directly or indirectly from any public officer in
respect of the invention in question;

(b) to whether that person or any person from whom he derives title has in the court’s opinion
without reasonable cause failed to comply with a request of the public officer concerned for
Government use of the invention on reasonable terms.

(3) On a reference under this section the court may refuse to grant relief by way of
compensation in respect of Government use of an invention-

(a) during any further period specified under section 33(4), but before payment of the
maintenance fee and any additional fee prescribed for the purposes of that section; or

(b) during any further period specified under section 39(4) or 126(5) (as the case may be), but
before the payment of the renewal fee and any additional fee prescribed for the purposes of that
section.

(4) Where an amendment of the specification of a patent has been allowed under this Ordinance
or has been recorded under section 43(2), the court shall not grant relief by way of
compensation under this section in respect of any such use before the decision to allow the
amendment or the recording of the amendment unless the court is satisfied that the
specification of the patent as published was framed in good faith and with reasonable skill and
knowledge.
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(5) If the validity of a patent is put in issue in proceedings under this section and it is found that
the patent is only partially valid, the court may, subject to subsection (6), grant relief to the
proprietor of the patent in respect of that part of the patent which is found to be valid and to
have been used in Government use.

(6) Where in any such proceedings it is found that a patent is only partially valid, the court shall
not grant relief by way of compensation, costs or expenses except where the proprietor of the
patent proves that the specification of the patent was framed in good faith and with reasonable
skill and knowledge, and in that event the court may grant relief in respect of that part of the
patent which is valid and has been so used, subject to the discretion of the court as to costs and
expenses and as to the date from which compensation should be awarded.

(7) As a condition of any such relief the court may direct that the specification of the patent shall
be amended to its satisfaction upon an application made for that purpose under section 102, and
an application may be so made accordingly, whether or not all other issues in the proceedings
have been determined.

(8) In considering the amount of any compensation for Government use of an invention after
publication of an application for a standard patent for the invention and before such a patent is
granted, the court shall consider whether or not it would have been reasonable to expect, from a
consideration of the application as published that a patent would be granted conferring on the
proprietor of the patent protection for an act of the same description as that found to constitute
that use, and if the court finds that it would not have been reasonable, it shall reduce the
compensation to such amount as it thinks just.

(9) Where a person becomes the proprietor or one of the proprietors or an exclusive licensee of
a patent (the new proprietor or licensee) by virtue of a transaction, instrument or event to which
section 52 applies, then unless-

(a) an application for registration of the prescribed particulars of the transaction, instrument or
event is made before the end of the period of 6 months beginning with its date; or

(b) the court is satisfied that it was not practicable for such an application to be made before the
end of that period and that an application was made as soon as practicable thereafter, the new
proprietor or licensee shall not be entitled to any compensation under section 69(4) (as it stands
or as modified by section 70(4)) or to any compensation under section 71 in respect of any use
of the patented invention by a public officer or a person authorized by a public officer under
section 69 after the date of the transaction, instrument or event and before the prescribed
particulars of the transaction, instrument or event are registered.

(10) One of 2 or more joint proprietors of a patent or application for a patent may without the
concurrence of the others refer a dispute to the court under this section, but shall not do so
unless the others are made parties to the proceedings; but any of the others made a defendant
shall not be liable for any costs or expenses unless he enters an appearance and takes part in the
proceedings.

[cf. 1977 ¢. 37 5. 58 U.K|]

Part: IXA IMPORT COMPULSORY LICENCES FOR PATENTED PHARMACEUTICAL PRODUCTS
Section: 72A Interpretation of Part IXA

In this Part, unless the context otherwise requires— “Director” (&%) means the Director of
Health; “import compulsory licence” (#£ A 5& !l 4 4%5F) means a compulsory licence granted
under section 72C; “import compulsory licensee” (£ Q52 %l 144555 H A) means the holder of
an import compulsory licence; “proprietor” (FT& A), in relation to a patent, means the

proprietor of the patent that is granted in Hong Kong.
(Part IXA added 21 of 2007 s. 5)
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Section: 72B Declaration of extreme urgency for public health problem

(1) The Chief Executive in Council may, for the purposes of applying sections 72C to 72], by
notice published in the Gazette declare a period of extreme urgency whenever the Chief
Executive in Council considers it to be necessary or expedient in the public interest to do so to
address any public health problem or threatened public health problem in Hong Kong.

(2) Where a period of extreme urgency has been declared under subsection (1), the Chief
Executive in Council shall review from time to time, or cause to be reviewed from time to time,
the public health problem or the threatened public health problem leading to the declaration.

(3) The period of extreme urgency declared under subsection (1) continues to run until such a
date as may be specified by the Chief Executive in Council by notice published in the Gazette
terminating the period of extreme urgency.

(4) A notice published under subsection (1) or (3) is subsidiary legislation. (Part IXA added 21 of
2007 s.5)

Section: 72C Grant of import compulsory licences for patented pharmaceutical products
During a period of extreme urgency declared under section 72B(1), where the Director
considers that the pharmaceutical industry in Hong Kong has no or insufficient capacity to
manufacture a patented pharmaceutical product to meet the needs for the product in Hong
Kong, the Director may grant an import compulsory licence under the patent concerned, subject
to such terms and conditions as he may impose, to a public officer or any other person to do in
Hong Kong in relation to the product all or any of the following which appears to the Director to
be necessary or expedient in connection with the extreme urgency giving rise to the
declaration—

(a) importing, putting on the market, stocking or using the product;

(b) any other act which would, apart from this section, amount to an infringement of the patent
concerned.

(Part IXA added 21 of 2007 s. 5)

Section: 72D Terms, conditions and nature of import compulsory licences

(1) The terms and conditions subject to which an import compulsory licence is granted under
section 72C shall include—

(a) terms and conditions in respect of—

(i) the acts authorized to be done in relation to the patented pharmaceutical product under the
licence;

(ii) the amount of the patented pharmaceutical product covered by the licence; and

(iii) the duration of the licence;

(b) terms and conditions providing that—

(i) the patented pharmaceutical product which is imported to Hong Kong under the licence shall
not

be exported out of Hong Kong;

(ii) the patented pharmaceutical product shall be—

(A) clearly identified as being imported under the licence through specific labelling or marking;
and

(B) distinguished from the same product made by or under authorization of the proprietor of the
patent concerned through special packaging, colouring or shaping; and

(iii) the licence is non-assignable except with that part of the enterprise or goodwill which
enjoys the use of the patent under the licence; and

(c) any other terms or conditions as the Director thinks fit having regard to the public health
needs in Hong Kong in the period of extreme urgency declared under section 72B(1).
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(2) An import compulsory licence is non-exclusive. (Part IXA added 21 of 2007 s. 5)

Section: 72E Payment of remuneration to proprietors of patents

(1) If remuneration has been paid to the proprietor of a patent granted in an exporting member
for production and export of a patented pharmaceutical product to Hong Kong in accordance
with the relevant instrument or legislation, no remuneration shall be paid to the proprietor of
the patent concerned granted in Hong Kong for the import compulsory licence in relation to the
product.

(2) If the proprietor of the patent concerned granted in Hong Kong establishes to the satisfaction
of the Director that remuneration has not been paid to the proprietor of the patent granted in
the exporting member for the production and export of the patented pharmaceutical product to
Hong Kong in accordance with the relevant instrument or legislation and all legal remedies to
recover payment of the remuneration in the exporting member have been exhausted, the
Government shall pay to the proprietor of the patent concerned granted in Hong Kong such
amount of remuneration—

(a) as may be agreed between the Director and the proprietor of the patent concerned granted in
Hong Kong subject to any order made by the court on an application under section 72J(2); or

(b) as may be determined by the court on an application under section 72](1) or (2), for the
import compulsory licence in relation to the product.

(3) Before reaching any agreement as to the amount of remuneration, the Director shall take
into account any advice given by the Director of Intellectual Property as regards the
remuneration.

(4) The total amount of remuneration agreed under subsection (2)(a) to be payable in respect of
the patent or all the patents (if there is more than one patent in relation to the patented
pharmaceutical product) shall not exceed 4% of the total purchase price for the product payable
by the import compulsory licensee to the seller of the product in the exporting member.

(5) Where there is more than one patent in relation to the patented pharmaceutical product, the
total amount of remuneration agreed under subsection (2)(a) shall be apportioned on an equal
share basis among all the proprietors of the patents concerned.

(6) The Secretary for Commerce and Economic Development may by notice published in the
Gazette vary the percentage specified in subsection (4).
(Part IXA added 21 of 2007 s. 5)

Section: 72F Notification of grant of import compulsory licences and remuneration agreed,
etc.

(1) The Director shall as soon as practicable after the grant of an import compulsory licence
under section 72C —

(a) give notice in writing to the proprietor of the patent concerned of the grant of the licence and
its terms and conditions; and

(b) advertise in the official journal notice of the grant of the licence and its terms and conditions.

(2) The Director shall—

(a) as soon as practicable after any amount of remuneration has been agreed under section
72E(2)(a) between him and the proprietor of the patent concerned, advertise in the official
journal a notice stating —

(i) the amount of remuneration so agreed with the proprietor of the patent concerned named in
the notice and, where applicable, the apportionment of the amount of remuneration under
section 72E(5); and
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(ii) that any other person who is entitled to claim remuneration payable under section 72E(2)
may make an application to the court under section 72J(2); or

(b) as soon as practicable after he is satisfied that he and the proprietor of the patent concerned
have failed to agree on the amount of remuneration payable under section 72E(2), advertise in
the official journal a notice stating—

(i) the fact of the failure to agree on the amount of remuneration with the proprietor of the
patent concerned named in the notice; and

(ii) that any other person who is entitled to claim remuneration payable under that section may
make

an application to the court under section 72]J(2). (Part IXA added 21 of 2007 s. 5)

Section: 72G Termination of import compulsory licences

(1) The Director may terminate an import compulsory licence by giving notice in writing to the
import compulsory licensee if he is satisfied that any term or condition of the licence imposed
under section 72C has been contravened.

(2) The Director shall as soon as practicable after the termination of an import compulsory
licence under subsection (1)—

(a) give notice in writing to the proprietor of the patent concerned of the termination; and
(b) advertise in the official journal notice of the termination.

(Part IXA added 21 of 2007 s. 5)

Section: 72H Disposal of patented pharmaceutical products after period of extreme
urgency etc.

(1) On the termination of the period of extreme urgency by a notice under section 72B(3), the
import compulsory licensee shall take reasonable steps to recall or cause to recall any patented
pharmaceutical product which is imported under the import compulsory licence from any
person (other than a person who is in possession of the product privately for non-commercial
purposes) who is in possession of the product disposed of in accordance with the licence.

(2) An import compulsory licensee shall—

(a) surrender to the Director any patented pharmaceutical product which is in his possession or
recalled under subsection (1); or

(b) dispose of the product in such a way as may be agreed with the proprietor of the patent
concerned granted in Hong Kong.

(3) Where a patented pharmaceutical product is surrendered to the Director under subsection
(2)(a)—

(a) the Government shall pay to the import compulsory licensee a sum equivalent to the
purchase price for the product paid by the licensee to the seller of the product in the exporting
member; and

(b) the Director shall—

(i) dispose of the product in such a way as may be agreed with the proprietor of the patent
concerned granted in Hong Kong; or

(ii) in default of agreement, destroy the product as soon as practicable.

(4) For the avoidance of doubt, stocking of any patented pharmaceutical product which is
imported under an import compulsory licence does not amount to an infringement of the patent
concerned on the part of the import compulsory licensee or the Director from the termination of
the period of extreme urgency by a notice under section 72B(3) until—

(a) the import compulsory licensee surrenders the product to the Director under subsection
(2)(a) or disposes of the product under subsection (2)(b); or

(b) the Director disposes of the product under subsection (3)(b)(i) or destroys the product
under subsection (3)(b)(ii), as the case may be. (Part IXA added 21 of 2007 s. 5)
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Section: 721 No infringement of patents by persons to whom patented pharmaceutical
products are disposed of in accordance with import compulsory licences

(1) A person to whom a patented pharmaceutical product is disposed of in accordance with an
import compulsory licence may, without consent of the proprietor of the patent concerned, put
on the market, stock or use the product, in Hong Kong, for the purposes in connection with the
extreme urgency giving rise to the declaration under section 72B(1) as if he had been authorized
by the licence to do so.

(2) A person to whom a patented pharmaceutical product is disposed of in accordance with an
import compulsory licence shall not export or cause to export the product out of Hong Kong.
(Part IXA added 21 of 2007 s. 5)

Section: 72] References of disputes as to import compulsory licences

(1) If the Director and the proprietor of the patent concerned fail to agree on the amount of
remuneration payable under section 72E(2), either party may, subject to subsection (5), apply to
the court for an order to determine the amount of remuneration payable under that section.

(2) A person who is not a party to any agreement reached on the amount of remuneration under
section 72E(2)(a) but is entitled to claim remuneration payable under section 72E(2) may,
subject to subsection (5), apply to the court for an order for payment of remuneration under that
section.

(3) In determining the appropriate amount of remuneration payable to the proprietor of the
patent concerned, the court shall take into account all factors relevant to the circumstances,
including—

(a) the economic value to Hong Kong of the use of the patented pharmaceutical product
imported under the relevant import compulsory licence; and

(b) humanitarian or non-commercial factors relevant to the grant of the licence.

(4) The total amount of remuneration determined by the court under subsection (3) to be
payable in respect of the patent or all the patents (if there is more than one patent in relation to
the patented pharmaceutical product) may exceed the maximum amount of remuneration that
may be agreed under section 72E(2)(a).

(5) No application may be made under subsection (1) or (2) after the expiry of the period of 28
days from the date of the advertisement of the notice under section 72F(2), unless the court
determines otherwise.

(6) Any person aggrieved by—

(a) the grant of an import compulsory licence;

(b) any term or condition of an import compulsory licence imposed under section 72C;

(c) the apportionment of the amount of remuneration under section 72E(5); or

(d) the termination of an import compulsory licence under section 72G(1),

may, within 28 days after the date of the advertisement of the notice under section 72F(1)(b) or
(2)(a)(i) or the date of the termination of the licence (as the case may be) or such further period
as may be allowed by the court, apply to the court for a review of the grant of the licence, the
terms or conditions of the licence, the apportionment of the amount of remuneration or the
termination of the licence (as the case may be).

(7) In a review the court may—

(a) confirm, vary or cancel the import compulsory licence;

(b) confirm, vary or cancel a term or condition of the import compulsory licence imposed under
section 72C;
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(c) confirm or vary the apportionment of the amount of remuneration under section 72E(5);
(d) confirm or reverse the termination of the import compulsory licence under section 72G(1);
or

(e) make any other order as the court thinks fit in the circumstances.

(8) The proprietor of the patent concerned may apply to the court for an order to terminate an
import compulsory licence on the ground that any term or condition of the licence imposed
under section 72C has been contravened.

(9) The court may, on an application under subsection (8)—

(a) make an order to terminate the import compulsory licence if the court is satisfied that any
term or condition of the licence imposed under section 72C has been contravened; and

(b) make any other order as the court thinks fit in the circumstances.

(Part IXA added 21 of 2007 s. 5)

Part: IXB Export Compulsory Licences for Patented Pharmaceutical Products

Section: 72K Interpretation of Part IXB

In this Part, unless the context otherwise requires— “Director” (& 4&) means the Director of
Health; “export compulsory licence” (Hi B 38|14 %F8F) means a compulsory licence granted
under section 72M; “export compulsory licensee” (H A5&Hl 1445555 H A) means the holder of
an export compulsory licence; “Hong Kong patent number” (& i&ZE F|#&3%), in relation to a
patent, means—

(a) a number assigned by the Registrar to a certificate issued in respect of the patent under
section 27(1)(b);

(b) a number assigned by the Registrar to a certificate of grant issued in respect of the patent
under section 118(2)(b); or

(c) anumber assigned by the Registrar to a certificate of registration issued in respect of the
patent under the Registration of Patents Ordinance (Cap 42) which has been repealed under
section 154(1); “proprietor” (FT& A), in relation to a patent, means the proprietor of the patent
that is granted in Hong Kong. (Part IXB added 21 of 2007 s. 5)

Section: 72L Application for export compulsory licences for patented pharmaceutical
products

(1) At any time after the grant of a standard patent or a short-term patent in respect of a
patented pharmaceutical product, any person may apply to the Director for the grant of an
export compulsory licence under the patent concerned in relation to the product under section
72M.

(2) The application shall be made in writing and—

(a) shall specify the following information—

(i) the name and address of the applicant and of any agent or representative authorized by the
applicant for the purpose of the application;

(ii) the name of the patented pharmaceutical product to be made and sold for export under an
export compulsory licence the subject of the application;

(iii) the amount of the patented pharmaceutical product to be made and sold for export under
the export compulsory licence;

(iv) the name of the eligible importing member to which the patented pharmaceutical product is
to be exported under the export compulsory licence;

(v) the duration of the export compulsory licence applied for by the applicant;

(vi) the Hong Kong patent number or Hong Kong patent numbers in relation to the patented
pharmaceutical product;

(vii) the proposed labelling, marking, packaging, colouring or shaping for the patented
pharmaceutical product required by section 72N(1)(b)(ii);
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(viii) the address of a website on which the applicant is required to post the information
referred to in section 72N(1)(b)(iii);

(ix) any information obtained pursuant to subsection (3);

(x) any other information as the Director may reasonably require for the purposes of granting
the export compulsory licence; and

(b) shall be accompanied by—

(i) a copy of the written request from the eligible importing member, any representative, non-
governmental organization or international health organization authorized by the eligible
importing member to the applicant for the patented pharmaceutical product and the amount of
the product requested;

(ii) a copy of the notification made by the eligible importing member to the TRIPS Council
stating—

(A) the name and the amount of the patented pharmaceutical product requested by the eligible
importing member;

(B) where the eligible importing member is not a least-developed country recognized by the
United Nations, that the eligible importing member has no or insufficient capacity to
manufacture the patented pharmaceutical product; and

(C) where the pharmaceutical product is patented in the eligible importing member, that the
eligible importing member has granted or intends to grant a compulsory licence to import the
product in accordance with the relevant instrument or legislation;

(iii) where applicable, a copy of notice of the intended application given to the proprietor of the
patent concerned under subsection (4)(b)(i) or (5)(a)(i);

(iv) where applicable, a declaration made by the applicant under the Oaths and Declarations
Ordinance (Cap 11) declaring that he has made reasonable efforts in accordance with subsection
(4)(a) to obtain authorization from the proprietor of the patent concerned on reasonable
commercial terms and conditions but the efforts have not been successful within 28 days after
they had been made; and

(v) if the pharmaceutical product is patented in the eligible importing member, documentary
evidence of any compulsory licence granted by the eligible importing member for importation of
the product.

(3) A person who intends to make an application under subsection (1) shall, before he makes the
application, take reasonable steps to obtain from the eligible importing member information on
the amount of the patented pharmaceutical product to be made and exported to the eligible
importing member by any exporting member other than Hong Kong under any compulsory
licence granted elsewhere.

(4) Where a person intends to make an application under subsection (1) and the eligible
importing member has not notified the TRIPS Council that it is faced with a national emergency
or other circumstances of extreme urgency, the person shall—

(a) not later than 28 days before the date of the application, make reasonable efforts to obtain
authorization from the proprietor of the patent concerned on reasonable commercial terms and
conditions to make and sell for export the patented pharmaceutical product of such amount as
requested by the eligible importing member; and

(b) not later than 14 days before the date of the application—

(i) give the proprietor of the patent concerned notice of the intended application containing the
information required under subsection (2)(a) (except subparagraphs (viii) and (x) of that
subsection); and

(ii) attach to the notice all the documents and documentary evidence required under subsection
(2)(b) (except subparagraphs (iii) and (iv) of that subsection).

(5) Where a person intends to make an application under subsection (1) and the eligible
importing member has notified the TRIPS Council that it is faced with a national emergency or
other circumstances of extreme urgency, the person shall—
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(a) (i) at any time before the application is made, give the proprietor of the patent concerned
notice of the intended application containing the information required under subsection (2)(a)
(except subparagraphs (viii) and (x) of that subsection); or

(ii) as soon as practicable after the application is made, give the proprietor of the patent
concerned notice of the application containing the information required under subsection
(2)(a);

(b) attach to the notice all the documents and documentary evidence required under subsection
(2)(b) (except subparagraphs (iii) and (iv) of that subsection); and

(c) as soon as practicable after notice is given under paragraph (a), submit a copy of the notice to
the Director.

(Part IXB added 21 of 2007 s. 5)

Section: 72M Grant of export compulsory licences for patented pharmaceutical products
The Director may grant an export compulsory licence under the patent concerned, subject to
such terms and conditions as he may impose, to an applicant to make a patented pharmaceutical
product and sell the product for export to an eligible importing member if he is satisfied that—
(a) all the requirements of section 72L have been met; (b) the amount of the product applied for
by the applicant to be made and sold for export under the licence does not exceed the amount
stated in the notification referred to in section 72L(2)(b)(ii)(A), after taking into account any
information obtained pursuant to section 72L(3); and

(c) the application is made in response to the request from the eligible importing member
referred to in section 72L(2)(b)(i).

(Part IXB added 21 of 2007 s. 5)

Section: 72N Terms, conditions and nature of export compulsory licences

(1) The terms and conditions subject to which an export compulsory licence is granted under
section 72M shall include—

(a) terms and conditions in respect of—

(i) the acts authorized to be done in relation to the patented pharmaceutical product under the
licence; (ii) the amount of the patented pharmaceutical product authorized to be made and sold
for export under the licence;

(iii) the eligible importing member to which the patented pharmaceutical product is to be
exported

under the licence; and

(iv) the duration of the licence;

(b) terms and conditions providing that—

(i) the licence is non-assignable except with that part of the enterprise or goodwill which enjoys
the use of the patent under the licence;

(ii) the patented pharmaceutical product shall be—

(A) clearly identified as being made under the licence through specific labelling or marking; and
(B) distinguished from the same product made by or under authorization of the proprietor of the
patent concerned through special packaging, colouring or shaping;

(iii) the export compulsory licensee shall, before shipment of the patented pharmaceutical
product to the eligible importing member under the licence, post on the website maintained by
or on behalf of the licensee or on the WTO website information in relation to—

(A) the amount of the patented pharmaceutical product that will be exported to the eligible
importing member under the shipment; and

(B) the labelling, marking, packaging, colouring or shaping for the patented pharmaceutical
product required by subparagraph (ii);

(iv) the export compulsory licensee shall pay to the proprietor of the patent concerned such
amount of remuneration as determined by the Director under section 72P(1) for the export
compulsory licence in relation to the product;

(v) where there is more than one patent in relation to the patented pharmaceutical product, the
export compulsory licensee shall apportion on an equal share basis among all the proprietors of
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the patents concerned the total amount of remuneration determined by the Director under
section 72P(1);

(vi) subject to subparagraph (vii), the patented pharmaceutical product made under the licence
shall be exported only to the eligible importing member specified in the licence; and

(vii) if the patented pharmaceutical product is also patented in the eligible importing member,
the product shall be exported to the eligible importing member after it has granted a compulsory
licence for importation of the product; and

(c) any other terms or conditions as the Director thinks fit.

(2) An export compulsory licence is non-exclusive.
(Part IXB added 21 of 2007 s. 5)

Section: 720 Notification of grant of export compulsory licences

The Director shall as soon as practicable after the grant of an export compulsory licence under
section 72M—

(a) give notice in writing to the proprietor of the patent concerned, as identified pursuant to the
information specified in the application in accordance with section 72L(2)(a)(vi), of the grant of
the licence and its terms and conditions; and

(b) advertise in the official journal notice of the grant of the licence and its terms and conditions.
(Part IXB added 21 of 2007 s. 5)

Section: 72P Determination of remuneration payable to proprietors of patents

(1) The Director shall determine the amount of remuneration payable to the proprietor of the
patent concerned under section 72N(1)(b)(iv).

(2) In determining the amount of remuneration, the Director shall take into account any advice
given by the Director of Intellectual Property as regards the remuneration.

(3) The total amount of remuneration determined by the Director under subsection (1) to be
payable in respect of the patent or all the patents (if there is more than one patent in relation to
the patented pharmaceutical product) shall not exceed 4% of the total purchase price for the
product payable by the eligible importing member to the export compulsory licensee.

(4) The Secretary for Commerce and Economic Development may by notice published in the
Gazette vary the percentage specified in subsection (3).

(Part IXB added 21 of 2007 s. 5)

Section: 72Q Termination of export compulsory licences L.N. 234 of 2007 22/02/2008
(1) The Director may terminate an export compulsory licence by giving notice in writing to the
export compulsory licensee if he is satisfied that—

(a) any term or condition of the licence imposed under section 72M has been contravened; or
(b) any information, document or documentary evidence specified in or accompanying the
application in accordance with section 72L(2) is false, incorrect or incomplete in any material
particular.

(2) The Director shall as soon as practicable after the termination of an export compulsory
licence under subsection (1)— (a) give notice in writing to the proprietor of the patent
concerned, as identified pursuant to the information specified in the application in accordance
with section 72L(2)(a)(vi), of the termination; and

(b) advertise in the official journal notice of the termination. (Part IXB added 21 of 2007 s. 5)

Section: 72R References of disputes as to export compulsory licences

(1) Any person aggrieved by—

(a) the grant of an export compulsory licence;

(b) any term or condition of an export compulsory licence imposed under section 72M; or

(c) the termination of an export compulsory licence under section 72Q(1), may, within 28 days
after the date of the advertisement of the notice under section 720(b) or the date of the
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termination of the licence (as the case may be) or such further period as may be allowed by the
court, apply to the court for a review of the grant of the licence, the terms or conditions of the
licence or the termination of the licence (as the case may be).

(2) In a review the court may—

(a) confirm, vary or cancel the export compulsory licence;

(b) confirm, vary or cancel a term or condition of the export compulsory licence imposed under
section 72M;

(c) confirm or vary the determination of the amount of remuneration under section 72P(1);
(d) confirm or reverse the termination of the export compulsory licence under section 72Q(1);
or

(e) make any other order as the court thinks fit in the circumstances.

(3) In determining the appropriate amount of remuneration payable to the proprietor of the
patent concerned, the court shall take into account all factors relevant to the circumstances,
including—

(a) the economic value to the eligible importing member of the use of the patented
pharmaceutical product exported to it under the relevant export compulsory licence; and
(b) humanitarian or non-commercial factors relevant to the grant of the licence.

(4) The total amount of remuneration determined by the court under subsection (3) to be
payable in respect of the patent or all the patents (if there is more than one patent in relation to
the patented pharmaceutical product) may exceed the maximum amount of remuneration that
may be determined by the Director under section 72P(1).

(5) The proprietor of the patent concerned may apply to the court for an order to terminate an
export compulsory licence on the ground that—

(a) any term or condition of the licence imposed under section 72M has been contravened; or
(b) any information, document or documentary evidence specified in or accompanying the
application in accordance with section 72L(2) is false, incorrect or incomplete in any material
particular.

(6) The court may, on an application under subsection (5)—

(a) make an order to terminate the export compulsory licence if the court is satisfied that—

(i) any term or condition of the licence imposed under section 72M has been contravened; or

(ii) any information, document or documentary evidence specified in or accompanying the
application in accordance with section 72L(2) is false, incorrect or incomplete in any material
particular; and

(b) make any other order as the court thinks fit in the circumstances. (Part IXB added 21 of 2007
s.5)

Section: 72S Signature of documents by partnerships, companies and associations

For the purposes of this Part—

(a) a document signed for or on behalf of a firm shall be signed by all of its partners, by any
partner stating that he signs on behalf of the firm or by any other person who satisfies the
Director that he is authorized by the firm to sign the document;

(b) a document signed for or on behalf of a body corporate shall be signed by a director or the
secretary or other principal officer of the body corporate or by any other person who satisfies
the Director that he is authorized by the body corporate to sign the document; and

(c) a document signed for or on behalf of an unincorporated body or association of persons
other than a firm shall be signed by any person who satisfies the Director that he is authorized
by the unincorporated body or association of persons (as the case may be) to sign the document.
(Part IXB added 21 of 2007 s. 5)
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COLOMBIA

Decision No. 486 of 14/09/ 2000 of the Commission of the Andean Community - Common Industrial
Property Regime (Cartagena Agreement)

(Refer to ANDEAN Community below.)

Decreto N° 4302 de 2008 (13 de noviembre) - Por el cual se fija el procedimiento para la
declaratoria de existencia de razones de interés ptiblico de acuerdo con lo dispuesto en el articulo
65 de la Decision 486 de la Comision de la Comunidad Andina.

Articles 1-9

Articulo 1°. Objeto. El presente decreto tiene por objeto establecer la competencia y el
procedimiento para el tramite de declaratoria de la existencia de razones de interés publico, a
que refiere el articulo 65 de la Decisiéon 486 de la Comision de la Comunidad Andina.

Articulo 2°. Definiciones. Para efectos del presente decreto se establecen las siguientes
definiciones:

- Autoridad competente: Es el Ministerio o el Departamento Administrativo encargado de la
formulacién y adopcion de las politicas y proyectos del sector que dirigen, en los términos del
articulo 58 de la Ley 489 de 1998 y, que segin la materia de que se trate, debe declarar mediante
resoluciéon motivada la existencia de razones de interés publico para el otorgamiento de
licencias obligatorias.

- Declaratoria de existencia de razones de interés publico: Acto administrativo mediante el
cual la autoridad competente declara la existencia de razones de interés publico que soportan la
necesidad de someter a licencia obligatoria las patentes de invencidn.

Articulo 3°. Solicitud. Las personas naturales o juridicas interesadas en que se declare la
existencia de razones de interés publico con el propdsito de que se otorgue una licencia
obligatoria sobre productos objeto de patente o por el uso integral del procedimiento patentado,
podran solicitar dicha declaratoria ante la autoridad competente correspondiente, la cual
procedera conforme al procedimiento previsto en el presente decreto.

Articulo 4°. Procedimiento para la declaratoria de existencia de razones de interés publico. Para
efectos de la declaratoria de la existencia de razones de interés publico, se tendra en cuenta lo
siguiente:

1. La solicitud de declaratoria de las razones de interés publico para someter a una patente a
licencia obligatoria se debe presentar por el interesado ante la respectiva autoridad competente,
la cual contendra como minimo las razones que fundamentan la peticidn, asi como la relacién de
la(s) patente(s) que en criterio de los solicitantes deben ser sometidas a licencia obligatoria.

2. La autoridad competente, mediante acto motivado, dispondra adelantar o no la respectiva
actuaciéon administrativa y comunicara dicha providencia al interesado.

3. Cuando la autoridad competente considere que terceros determinados o indeterminados
pueden estar directamente interesados o resultar afectados con la decision, procedera conforme
alo dispuesto por los articulos 14 y 15 del C6digo Contencioso Administrativo.

4. La autoridad competente para definir la solicitud de declaratoria de razones de interés publico
contara con un término de tres (3) meses para adoptar la decisiéon que corresponda, la cual sera
comunicada al solicitante y a los terceros interesados, en caso de haberlos.

5. La autoridad competente que expida la resolucion de declaratoria de razones de interés
publico, la publicara en el Diario Oficial.
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Paragrafo 1°. El tramite que se surta ante la autoridad competente, en los aspectos
procedimentales no previstos en el presente decreto se regira por lo dispuesto en el Cédigo
Contencioso Administrativo.

Paragrafo 2°. El procedimiento previsto en el presente decreto podra ser también iniciado de
oficio por la autoridad competente.

Articulo 5°. Contenido del Acto Administrativo de declaratoria. La resolucién expedida por el
correspondiente Ministerio o Departamento Administrativo en la que se declare que existen
razones de interés publico que ameriten la expedicidn de licencia(s) obligatoria(s) debera
identificar la situacion que afecta el interés general; establecer las circunstancias que llevaron a
la declaratoria y los motivos por las cuales se debe licenciar la patente; ademas, indicara las
medidaso mecanismos necesarios que se deban adoptar para conjurar dicha afectacion. Los
aspectos relacionados con el alcance especifico de la(s) licencia(s) obligatoria(s) que se
concederan seran concretados por la Superintendencia de Industria y Comercio con base en lo
previsto en la referida resolucion, dentro del tramite a que se refiere el articulo 7° del presente
decreto.

Paragrafo. Sin perjuicio de lo aqui dispuesto, el Ministerio o Departamento Administrativo que
declare la existencia de razones de interés publico, en el marco de sus competencias, podra
establecer medidas diferentes a la concesion de licencia(s) obligatoria(s).

Articulo 6°. Comité Técnico. Para efectos de la declaratoria de razones de interés publico de que
trata el articulo 4° del presente decreto, el respectivo Ministerio o Departamento Administrativo
dispondra de un Comité Técnico creado mediante resolucion expedida por estas entidades, que
debera:

a) Examinar y evaluar los documentos que se presenten;

b) Solicitar la informacién que deba ser presentada por el interesado, asi como la adicional o
complementaria a la misma;

¢) Solicitar conceptos o apoyo técnico de otras entidades;

d) Recomendar al Ministro o Director de Departamento Administrativo la decision de declarar o
no la existencia de razones de interés publico y, 1a consecuente expedicién del acto
administrativo a que se refiere el articulo 4° del presente decreto.

Paragrafo 1°. El Comité podra convocar a sus reuniones a funcionarios de cualquier entidad
cuyo acompaifiamiento resulte pertinente o necesario (de conformidad con el mercado a que se
refiere la solicitud), a efectos de analizar los asuntos que se le sometan a su consideracidn.
Igualmente podra invitar al peticionario para que amplie los detalles de su solicitud, asi como a
los terceros interesados que se hagan parte en la actuacién.

Paragrafo 2°. El término previsto en el articulo 4° del presente decreto se suspendera mientras
el peticionario allegue la informacién adicional solicitada por el Comité o se aportan los
conceptos solicitados a otras entidades.

Articulo 7°. Tramite ante la Superintendencia de Industria y Comercio. La Superintendencia de
Industria y Comercio, una vez se publique en el Diario Oficial y se comunique el acto
administrativo a que se refiere el articulo 4° del presente decreto, adelantara el tramite
correspondiente para el otorgamiento de la(s) licencia(s) obligatoria(s) que se le soliciten, de
acuerdo con el procedimiento que para el efecto se establezca.

La autoridad competente prestara el apoyo que la Superintendencia de Industria y Comercio
requiera durante dicho tramite, particularmente en lo relacionado con la determinacion del
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periodo por el cual se concedera la licencia y el monto y las condiciones de la compensacion
econdmica.

Articulo 8°. Del Régimen Transitorio. Las solicitudes presentadas para la declaratoria de
existencia de razones de interés publico antes de la entrada en vigencia del presente decreto, se
tramitaran por el procedimiento aqui previsto.

Articulo 9°. Vigencia y derogatoria. El presente decreto rige a partir de la fecha de su
publicacién y deroga las disposiciones que le sean contrarias.

COSTA RICA

Law No. 6867 of April 25, 1983, on Patents, Industrial Designs and Utility Models (as amended up
to Law No. 8686 of November 21, 2008)

Articles 18-20

Article 18.- Failure to work or insufficient industrial working

1. Grant of a patent shall imply an obligation to work it in Costa Rica in a permanent and stable
fashion, so that the market is appropriately and reasonably supplied within the period of three
years, beginning from the date of grant of the patent, or four years, beginning from the
application for the patent, whichever is longest.

Nor may the working be interrupted for more than one year (paragraph amended by Law No.
7979 of January 6, 2000, Article 2(e).

2. Repealed by LAW No. 8632 of March 25, 2008

3. For the purposes of the first paragraph of this Article, the local production and legitimate
import of products shall be considered, inter alia, forms of working (paragraph amended by
LAW No. 7979 of January 6, 2000, Article 2 (e)

4. Repealed by LAW No. 8632 of March 25, 2008

5. Upon the expiry of the periods referred to in paragraph 1 of this Article, any party may apply
during the following year for the grant of a compulsory license due to failure to work. In the
event that the grant of the compulsory license does not suffice to correct the failure to use the
patent, the patent shall be declared to have lapsed. No proceedings for the lapsing or revocation
of a patent may be brought before the expiry of the period of two years, beginning from the
grant of the first compulsory license (as amended by LAW No. 8632 of March 25, 2008)

6. Authorization for compulsory licenses shall be considered on a case-by-case basis and shall
extend to patents relating to components and processes which enable their working. Such uses
shall be authorized primarily to supply the domestic market, in accordance with the provisions
of the Agreement on Trade-Related Aspects of Intellectual Property. Before a compulsory license
is granted, the applicant shall prove that he has sufficient capacity to work the patented
invention and that he has endeavored to obtain the authorization of the right holder on
reasonable commercial terms and conditions, and that such attempts have not succeeded within
the period set in the first paragraph of this Article (as amended by LAW No. 8632 of March 25,
2008)
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7. The Industrial Property Registry shall decide, within a period of 90 calendar days, whether or
not to grant a compulsory license, after hearing the parties. When granting such a license, it shall
stipulate the conditions under which it is granted, limiting the scope and duration for the
purposes authorized and the economic remuneration which the right holder receives. To do so,
it shall take into consideration the particular circumstances of each case and the economic value
of the authorization, and shall bear in mind the average royalties for the sector in question, in
commercial licensing contracts between independent parties. Semiconductor technology may
only be used for public non-commercial purposes or to correct a practice declared
anti-competitive following judicial or administrative proceedings (paragraph amended by
LAW No. 7979 of January 6, 2000, Article 2(e)

8. Appeals lodged against decisions to grant compulsory licenses shall not prevent licensees
from working a license or interrupt the periods which are underway. Nor shall it prevent patent
owners from receiving the royalties fixed by the Industrial Property Registry, for the part that is
not subject to a complaint (paragraph amended by LAW No. 7979 of January 6, 2000, Article

2(e))

9. The grant and conditions of compulsory licenses may be amended at any time by agreement of
the parties, at the request of one of them, or ex officio by the Industrial Property Registry where
new facts so warrant and, in particular, where a patent owner has granted a license to third
parties on conditions more favorable than those established. Similarly, authorization for
compulsory licenses may be canceled without prejudice to the legitimate interests of those who
have been granted authorization, if the circumstances which led to such authorization have
ceased to exist and are unlikely to recur. The Industrial Property Registry shall examine, upon
motivated request, whether such circumstances continue to exist; in addition, it shall be
authorized to refuse to revoke an authorization if it is likely that the conditions which gave rise
to such authorization will recur.

(paragraph amended by LAW No. 7979 January 6, 2000, Article 2(e)

10. Compulsory licenses shall not be exclusive and may not be transmitted, even in the form
of the grant of a sublicense, except with the part of the company or business establishment
which works the license. Licensees shall be obliged to work their patent within the period of
one year, starting from the date on which it was granted, and may not suspend working for a
longer period or the license granted will be automatically revoked (paragraph amended by
LAW No. 7979 of January 6, 2000, Article 2(e)

11. Repealed by LAW No. 8632 of March 25, 2008

Article 19.- Compulsory licenses for dependent patents and compulsory licenses for
anti-competitive practices

A.- Compulsory licenses in the case of dependent patents

1. If the invention claimed in a patent cannot be worked industrially in the country without
infringing a prior patent, the Industrial Property Registry, at the request of the owner of the
second patent, his licensee or the beneficiary of a compulsory license for the later patent, shall
grant a compulsory license where necessary to avoid infringement of the prior patent, subject to
the relevant provisions of Article 18 of this Law and to the following conditions:

(a) the invention claimed in this second patent must offer a relevant technical advance, of
considerable economic importance in respect of the invention claimed in the first patent;

(b) the owner of the first patent shall be entitled to a cross-license on reasonable conditions, to
work the invention claimed in the second patent;

(c) the use authorized in the first patent may not be transferred without transferring the second
patent.
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2. The Industrial Property Registry may grant, in the same circumstances, a compulsory license
in respect of the later patent, if asked to do so by the owner of the prior patent, his licensee or
the beneficiary of a compulsory license for this patent.

B.- Compulsory licenses for anti-competitive practices

1. Compulsory licenses shall be granted where the Antitrust Commission has established that the
patent owner has engaged in anti-competitive practices. In such cases, without prejudice to the
appeals and hearings which shall be the responsibility of the patent owner, such grant shall not
require the following conditions:

(a) the potential licensee has endeavored to obtain the owner’s authorization as per paragraph 6
of Article 18 of this Law;

(b) it is to supply the domestic market

2. Notwithstanding the provisions in subparagraph (a) of paragraph 1 of this Article, the owner
of the patent which forms the subject matter of the license shall be notified where reasonably
possible.

3. For the purposes of this Law, anti-competitive practices shall be deemed to constitute inter
alia the following:

(a) setting excessive or discriminatory prices for the patented goods;

(b) failing to supply the market on reasonable commercial terms;

(c) hindering business or productive activities

(Article amended by LAW No. 7979 of January 6, 2000, Article 2(f)

Article 20.- Licenses in the public interest

1. Where qualified reasons of extreme urgency, public interest, national emergency or security
exist, the Executive may, by decree, subject the patent or the patent application to a compulsory
license at any time, even without the owner’s agreement, for the invention to be worked by a
State body or by third parties authorized by the Government. The owner of the patent which
forms the subject matter of the license shall be notified as soon as is reasonably possible. The
grant of such licenses shall comply with the provisions contained in Article 18 of this Law, as
appropriate.

2. The State shall compensate patent owners for licenses in the public interest. Owners may
appeal to the administrative courts for the competent court to fix the respective financial
remuneration. To do so, the judicial authorities shall consider the circumstances of each case
and the economic value of the authorization, taking into account the rate of average royalties for
the sector in question for commercial licensing contracts between independent parties.

3. Where the Government has granted a public interest license to a third party, that party shall
reimburse the State, in full or in part, for the compensation due to the owner (Article amended
by Law No. 7979 of January 6, 2000, Article 2(f)

CROATIA

Patent Act and Acts on Amendments to the Patent Act (OG Nos. 173/2003, 87/2005, 76/2007,
30/2009, 128/2010, 49/2011, 76/2013 and 46/2018)

Articles 67a-69d

VII Compulsory Licence

1. Common Provisions

Competence and Procedure for the Grant of a Compulsory Licence

Article 67a

(1) The Commercial Court in Zagreb shall be competent to grant compulsory licences.



SCP/30/3
Appendix, page 101

(2) The procedure for the grant of a compulsory licence shall be instituted by a legal action
against the owner of a patent or a holder of a Supplementary Protection Certificate, containing
an application for the grant of a compulsory licence. In the notice of legal action, the plaintiff
shall indicate all the facts and present all the evidence, on which the application is based. The
court shall decide on the grant of a compulsory licence by a judgment.

(3) The decisions of the court issued in the procedures for the grant of a compulsory licence may
be appealed in accordance with the rules laid down in the Act on Civil Proceedings.

(4) In the absence of proof to the contrary, it shall be considered that, in the procedure for the
grant of a compulsory licence, the owner of a patent or the holder of a Supplementary Protection
Certificate is the person who is entered as such in the Register of Patents.

(5) The Act on Civil Proceedings shall apply to particular matters relating to the procedure for
the grant of a compulsory licence, not regulated by this Act.

2. Compulsory licences in the cases of insufficient exploitation of a patent, national emergencies,
the need for protection from unfair market competition, exploitation of another patent or
protected plant variety, and cross-licensing.

Grant of a Compulsory Licence

Article 68

(1) The competent court in the Republic of Croatia may grant a compulsory license for lack or
insufficiency of exploitation of a patent to any person filing a request for the grant of a
compulsory license, or to the Government of the Republic of Croatia, if the patent owner has not
exploited the invention protected by a patent in the territory of the Republic of Croatia on
reasonable terms or has not made effective and serious preparations for its exploitation.

(2) A request for the grant of a compulsory license based on paragraph (1) of this Article can be
filed after the expiration of a period of four years as of the filing date of a patent application, or
after the expiration of three years as of the date on which the patent was granted.

(3) A compulsory license cannot be granted if the patent owner provides legitimate reasons to
justify non-exploitation or insufficiency of exploitation of the protected invention.

(4) On a reasoned request, the court may grant a compulsory license in respect of a first patent
to the owner of a patent or to the owner of a plant variety right who cannot use his patent
(second patent) or his plant variety right without infringing the first patent, provided that the
invention claimed in the second patent or a protected plant variety involves an important
technical advance of considerable economic significance in relation to the invention claimed in
the first patent. The competent court may take any measure it regards as useful to verify the
existence of such a situation.

(5) In the case of a compulsory license as provided in paragraph 4 of this Article, the owner of
the first patent shall be entitled to a cross license on reasonable terms to use the invention
protected by the second patent or protected plant variety.

(6) The court may grant a compulsory license if the exploitation of the patented invention is
necessary in situations of extreme urgency (national security, public interest protection in the
field of health, food supplying, environmental protection and improvement, specific commercial
interest) or when it is necessary to remedy a practice determined after judicial or administrative
process to be anticompetitive.

(7) In the case of semi-conductor technology, a compulsory license may be granted only in the
cases set out in paragraph 6 of this Article.

(8) A compulsory license may be granted only if a person filing a request has made efforts to
obtain authorization from the patent owner on reasonable commercial terms and conditions and
if such efforts have not been successful within a reasonable period of time. The court may
derogate from these conditions in the situations set out in paragraph (6) of this Article. The right
holder shall be informed of the granting of a compulsory license as soon as reasonably possible.
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Conditions Applicable to the Grant of a Compulsory License

Article 69

(1) A compulsory license shall be non-exclusive, and its scope and duration shall be exclusively
limited to the purpose for which it was authorized.

(2) A compulsory license shall be transferred only with the production plant or the part thereof
respectively, in which the invention it is granted for has been exploited.

(3) A compulsory license shall be granted predominantly for the purposes of supplying the
domestic market unless it is necessary to correct a practice determined after judicial or
administrative process to be anti-competitive.

(4) The competent authority shall, on a reasoned request of an interested person, cancel a
compulsory license, subject to adequate protection of the legitimate interests of the persons so
authorized, if and when the circumstances, which led to its authorization, cease to exist and are
unlikely to recur.

(5) The patent owner has the right to remuneration, taking into account the economic value of
the authorization and need to correct anti-competitive practice.

(6) A compulsory license according to Article 68 paragraph (4) of this Act shall be non-
transferable except with a transfer of the second patent or the protected plant variety.

3. Compulsory licences for patents relating to the manufacture of pharmaceutical products
intended for export to countries having public health problems

Granting of a Compulsory License

Article 69a

(1) The court referred to in Article 67a paragraph 1 of this Act may grant, to any person
instituting a legal action claiming the grant of a compulsory license in accordance with the
provisions of the Regulation (EC) No. 816/2006, a compulsory license for a patent or a
Supplementary Protection Certificate, required for the manufacture and sale of a pharmaceutical
product, where such a product is intended for export to importing countries with public health
problems.

(2) In relation to compulsory licenses relating to the manufacture of pharmaceutical products
for export to countries with public health problems, the terms within the meaning of this Act
shall have the same meaning as those used in the Regulation (EC) No. 816/2006.

(3) With an application for the grant of a compulsory license referred to in paragraph (1) of this
Article, the applicant shall communicate the number of the granted patent or the Supplementary
Protection Certificate for the invention which is the subject matter of the compulsory license,
and the website address referred to in Article 10.6 of the Regulation (EC) No.816/2006.

(4) The provisions of this Act relating to compulsory licenses and the provisions of the Act on
Civil Proceedings shall apply mutatis mutandis to particular matters relating to the procedure
for the grant of a compulsory license, not regulated by the Regulation (EC) No. 816/2006.

Adoption of an Application for the Grant of a Compulsory License

Article 69b

(1) If in the examination procedure concerning an application for the grant of a compulsory
license it has been established that the application complies with all the requirements
prescribed by the Regulation (EC) No.816/2006, and the requirements prescribed by this Act
and the Act on Civil Proceedings, the court shall issue a decision on the adoption of the
application.

(2) In its decision, the court shall indicate in detail specific conditions set out in Article 10
paragraphs 2 to 9 of the Regulation (EC) No. 818/2006, to be fulfilled by the licensee.

(3) Indication of the grant of a compulsory license shall be entered in the Register of Patents or
the Register of Supplementary Protection Certificates and published in the official gazette of the
Office.

(4) The court shall notify the Council for TRIPS through the intermediary of the Office of its final
decisions relating to the grant of a compulsory license, the conditions under which it was
granted, as well as of its termination and review, indicating the data prescribed by Article 12 of
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the Regulation (EC) No. 816/2006. A copy of this notification shall be communicated by the
Office to customs authorities and to the authority competent for medicines and medicinal
products in the Republic of Croatia.

Refusal of an Application for the Grant of a Compulsory Licence

Article 69c

The court referred to in Article 67a paragraph (1) of this Act shall refuse an application for the
grant of a compulsory license by a decision, if it fails to comply with the requirements set out in
the Regulation (EC) No. 816/2006, and the requirements prescribed by this Act.

Termination or Modification of a Compulsory Licence

Article 69d

(1) The right holder or the licensee may institute a legal action claiming from the court to
terminate a compulsory licence, if it has established that the counter party has failed to respect a
decision on the grant of a compulsory license. In its decision to terminate the compulsory
license, the court shall specify the time period within which the licensee shall arrange for any
product in his possession, custody, power or control to be redirected at his expense to the
countries in need referred to in Article 69a of this Act, or otherwise disposed of, in consultation
with the right holder.

(2) When notified by the importing country that the amount of pharmaceutical product has
become insufficient to met its needs, the licensee may institute a legal action, claiming the
modification of the licence conditions, for the purpose of permitting the manufacture and export
of additional quantities of the product to the extent necessary to meet the needs of the importing
country concerned. In such cases the court shall apply expeditious proceedings. If the additional
quantity of the product requested does not exceed 25%, the provisions of Article 69a paragraph
(8) of this Act shall not apply.

CUBA

Decreto-Ley N2 290 de 20 de noviembre de 2011 sobre las Invenciones y Dibujos y Modelos
Industriales

Section 53-57 and 71

SECCION SEPTIMA

Otros usos sin la autorizacion del titular de la patente

ARTICULO 53.1.-La Oficina, a solicitud de un tercero y oido el parecer del 6rgano u organismo de
la Administracién Central del Estado que corresponda, sin la autorizacion del titular de los
derechos, concede mediante una Resolucion del Director General, licencia obligatoria por interes
publico justificado en la explotacion de la invencion en el territorio nacional y para prevenir los
abusos que resulten del ejercicio del derecho exclusivo conferido, en particular, en los casos
siguientes:

a) falta o insuficiencia de explotacion del objeto de la patente, que genera efectos negativos en el
mercado;

b) la fijacién de precios altos o discriminatorios, cuando existan ofertas de abastecimiento del
mercado a precios significativamente inferiores a los ofrecidos por el titular de la patente, para
el mismo producto;

¢) cuando la explotacion por el titular haya sido interrumpida durante mas de un aiio;

d) cuando los preparativos para explotar la invencién no han sido serios y efectivos;

e) si la patente se refiere a vacunas u otros productos farmaceuticos, cuando estos hayan sido
puestos a disposicion del publico mediante venta u oferta en cantidades nulas o insuficientes;
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f) cuando una patente posterior no pueda ser explotada sin infringir los derechos de una patente
anterior, siempre que no haya podido pactarse una licencia atendiendo a las condiciones
siguientes:

[) la invencion reivindicada en la patente posterior suponga un avance tecnico significativo de
una

importancia econémica considerable con respecto a la invencidn reivindicada en la patente
anterior;

I) el titular de la patente anterior tiene derecho a una licencia cruzada en condiciones
razonables para

explotar la invencién de la patente posterior; y

[1T) no puede cederse el uso autorizado de la patente anterior sin la cesidn de la segunda patente.
g) para todo acto que constituya ejercicio abusivo de los derechos conferidos y para toda
practica que, a resultas de un proceso judicial o administrativo, se haya determinado que es
anticompetitiva; o

h) cuando el titular de la patente se niegue a negociar una licencia voluntaria.

2. La Oficina, en los casos previstos en el apartado I de este articulo y sin perjuicio de lo
establecido en el articulo 54, concede una licencia obligatoria cuando el potencial usuario haya
intentado obtener una licencia del titular de los derechos, en terminos y condiciones comerciales
razonables, y estos intentos

no hayan surtido efecto en un plazo prudencial que no exceda los noventa dias. El plazo se
cuenta desde la fecha en que el potencial usuario comunicé al titular del derecho, mediante
documento, la pretendida solicitud de licencia.

3. En los casos previstos en los incisos a) y d) del apartado 1 de este articulo, el potencial usuario
no puede solicitar la licencia obligatoria antes de un plazo de cuatro aiios, contado a partir de la
presentacidn de la solicitud de patente o de tres aiios a partir de la concesion de la patente,
aplicandose el plazo que expire ultimo.

4. Sin perjuicio de lo establecido, una solicitud de licencia obligatoria es rechazada si el titular de
la patente no ha obtenido la autorizacién de los 6rganos reguladores nacionales
correspondientes, por causas ajenas a su voluntad, debidamente comprobadas.

ARTICULO 54.1.-Para otorgar licencias obligatorias en situaciones excepcionales y en casos de
uso publico no comercial de la invencién patentada, no se requiere haber intentado obtener una
licencia del titular de los derechos.

2. En situaciones excepcionales, el Consejo de Defensa Nacional decide que se expida una
licencia obligatoria, identifica la entidad productora y encarga a la entidad correspondiente para
que, sobre la base de los fundamentos, condiciones y terminos convenidos, oido el parecer de la
institucion pertinente, dicte la Resolucién de concesion de licencia obligatoria.

3. Cuando el uso publico no comercial de la invencion patentada no este comprendido en una
situacion excepcional, le corresponde al Consejo de Ministros ejercer las facultades descritas en
el apartado anterior y encargar a la Oficina para que dicte la Resolucidn de concesién de licencia
obligatoria.

4. Sin perjuicio de lo anteriormente dispuesto, en situaciones excepcionales y en casos de uso
publico no comercial de la invencién patentada, el titular de los derechos es notificado en cuanto
sea razonablemente posible.

5. En los casos de graves problemas de salud publica u otras circunstancias de extrema urgencia,
en la Republica de Cuba o en otro pais, y cuando la capacidad de produccién en el sector
farmaceutico sea nula o insuficiente, pueden concederse licencias obligatorias, de conformidad
con los compromisos intemacionales contraidos por la Republica de Cuba y la legislacion
complementaria vigente, para:

a) la importacion de productos farmaceuticos, cuando se determine por la autoridad competente
que la capacidad de fabricacién en el territorio nacional es insuficiente o inexistente; y

b) la exportaciéon de productos farmaceuticos con fines de satisfacer necesidades de demanda en
pafses con insuficiente o inexistente capacidad en ese sector.
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ARTICULO 55.1.-El alcance y la duracién de los usos autorizados por una licencia obligatoria se
limitan al fin para el que hayan sido previstos y si se trata de tecnologia de semiconductores,
solo puede hacerse de ella un uso publico no comercial o utilizarse para rectificar una practica
declarada contraria a la competencia tras un procedimiento administrativo o judicial.

2. Las licencias obligatorias que se concedan estan dirigidas, principalmente, a abastecer el
mercado intemo.

3. Las licencias obligatorias se conceden con caracter no exclusivo y no pueden ser objeto de
cesion, salvo con aquella parte de la entidad o de su activo intangible relacionada con la
explotacién de la invencion.

ARTICULO 56.1.-El titular de la patente tiene el derecho a recibir una remuneraciéon adecuada,
segun las circunstancias propias de cada caso y el valor econémico de la autorizacion.

2. La concesion de licencia obligatoria y la remuneracidn que se establezca pueden ser revisadas
en la via judicial ante el tribunal cubano que corresponda, por el titular de la patente, sin que ello
interrumpa los efectos de la licencia concedida.

ARTICULO 57.1.-La concesion de la licencia obligatoria puede revocarse por la Oficina, a reserva
de la proteccion adecuada de los intereses legitimos de las personas que han recibido tales
licencias, si las circunstancias que dieron origen a ella han desaparecido y no resulta probable
que vuelvan a surgir.

2. Sin perjuicio de lo anterior, la Oficina esta facultada para dejar sin efecto la revocacion de una
licencia obligatoria, si resulta probable que las condiciones que dieron lugar a esa autorizacién
se repitan.

SECCION CUARTA

Cancelacion

ARTiCULO 71.-Procede la cancelacion de la patente cuando transcurridos al menos dos afios a
partir de la concesién de una licencia obligatoria, esta no hubiera podido reducir los efectos de
los abusos resultantes del ejercicio del derecho exclusivo

CYPRUS

The Patents Law of 1998
Articles 49-56

Non-Voluntary Licenses

Article 49.-(1) At any time after the expiration of four years, or of such other period as may be
prescribed, from the date of the grant of a patent, any person may apply to the Registrar on one
or more of the grounds specified in paragraph (2) below

(a) for a non-voluntary license under the patent,

(b) where the applicant is a government department, for the grant to any person specified in the
application of a license under the patent.

(2) The grounds for the submission for non-voluntary license are:

(a) where the patented invention is capable of being commercially worked in Cyprus but it is not
being so worked or is not being so worked to the fullest extent that is reasonable practicable;

(b) where the patented invention is a product for which demand in Cyprus

(a) is not being met or

(b) is not being met on reasonable terms or

(c) that by reason of the refusal of the proprietor of the patent to grant a license or licenses on
reasonable terms:
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(i) a market for the export of any patented product made in Cyprus is not being supplied or

(ii) the working or efficient working in Cyprus of any other patented invention which makes a
substantial contribution to the art is prevented or hindered or

(iii) the establishment or development of commercial or industrial activities in Cyprus is unfairly
prejudiced;

(d) that by reason of conditions imposed by the proprietor of the patent on the grant of licenses
under the patent, or on the disposal or use of the patented product or on the use of the patented
process, the manufacture, use or disposal of materials not protected by the patent, or the
establishment or development of commercial or industrial activities in Cyprus is unfairly
prejudiced.

(3) Subject to the provisions of paragraphs (4) and (6) below, if the Registrar is satisfied that any
of the therein mentioned grounds are established, he may-

(a) where the application is under paragraph (1)(a) above, order the grant of a license to the
applicant on such terms as the Registrar thinks fit;

(b) where the application is under paragraph (1)(b) above, order the grant of a license to the
person specified in the application on such terms as the Registrar thinks fit.

(4) Where the application is made on the ground that the patented invention is not being
commercially worked in Cyprus or is not being so worked to the fullest extent that is reasonably
practicable, and it appears to the Registrar that the time which has elapsed since the publication
in the Official Gazette of a notice of the grant of the patent has for any reason been insufficient to
enable the invention to be so worked, the Registrar may by order adjourn the application for
such period as will in his opinion give sufficient time for the invention to be so worked.

(5) No entry shall be made in the register under this Article on the ground mentioned in
paragraph (2)(c)(i) above, and any license granted under this Article on that ground shall
contain such provisions as appear to the Registrar to be expedient for restricting the countries in
which any product concerned may be disposed of or used by the licensee.

(6) No order or entry shall be made under this Article in respect of a patent (the patent
concerned) on the ground mentioned in paragraph (2)(c)(ii) above unless the Registrar is
satisfied that the proprietor of the patent for the other invention is able and willing to grant to
the proprietor of the patent concerned and his licensees a license under the patent for the other
invention on reasonable terms.

(7) An application may be made under this Article in respect of a patent notwithstanding that
the applicant is already the holder of a license under the patent; and no person shall be stopped
or barred from alleging any of the matters specified in paragraph (2) above by reason of any
admission made by him, whether in such a license or otherwise, or by reason of his having
accepted such a license.

Provisions about Licenses under Article 49

Article 50.-(1) Where the Registrar is satisfied, on an application made under Article 49 above in
respect of a patent, that the manufacture, use or disposal of materials not protected by the
patent is unfairly prejudiced by reason of conditions imposed by the proprietor of the patent on
the grant of licenses under the patent, or on the disposal or use of the patented product or the
use of the patented process, he may (subject to the provisions of that Article) order the grant of
licenses under the patent to such customers of the applicant as he thinks fit as well as to the
applicant.
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(2) Where an application under Article 49 above is made in respect of a patent by a person who
holds a license under the patent, the Registrar-

(a) may, if he orders the grant of a license to the applicant, order the existing license to be
canceled or

(b) may, instead of ordering the grant of a license to the applicant, order the existing license to
be amended.

(3) Where, on an application under Article 49 above in respect of a patent, the Registrar orders
the grant of a license, he may direct that the license shall operate-

(a) to deprive the proprietor of the patent of any right he has to work the invention concerned or
grant licenses under the patent;

(b) to revoke all existing licenses granted under the patent.

Exercise of Powers on Applications under Article 49

Article 51.-(1) The powers of the Registrar on an application under Article 49 above in respect of
a patent shall be exercised with a view to securing the following general purposes:

(a) that inventions which can be worked on a commercial scale in Cyprus and which should in
the public interest be so worked shall be worked there without undue delay and to the fullest
extent that is reasonably practicable;

(b) that the inventor or other person beneficially entitled to a patent shall receive reasonable
remuneration having regard to the nature of the invention;

(c) that the interests of any person for the time being working or developing an invention in
Cyprus under the protection of a patent shall not be unfairly prejudiced.

(2) Subject to paragraph (1) above, the Registrar shall, in determining whether to make an order
or entry in pursuance of such an application, take account of the following matters, that is to say-
(a) the nature of the invention, the time which has elapsed since the publication in the Official
Gazette of the Republic of a notice of the grant of the patent and the measures already taken by
the proprietor of the patent or any licensee to make full use of the invention;

(b) the ability of any person to whom a license would be granted under the order concerned to
work the invention to the public advantage; and

(c) the risks to be undertaken by that person in providing capital and working the invention if
the application for an order is granted, but shall not be required to take account of matters
subsequent to the making of the application.

Opposition and Arbitration

Article 52.-(1) The proprietor of the patent concerned or any other person wishing to oppose an
application under Articles 49 to 51 above may, in accordance with the rules, give to the Registrar
notice of opposition and the Registrar shall consider the opposition in deciding whether to grant
the application.

(2) Where an application under Articles 49 to 51 above is opposed under paragraph (1) above
and either-

(a) the parties consent or

(b) the proceedings require a prolonged examination of documents or any scientific or local
investigation which cannot in the opinion of the Registrar conveniently be made before him,
the Registrar may at any time order the whole proceedings, or any question or issue of fact
arising in them, to be referred to an arbitrator or mediator agreed upon by the parties, or in
default of agreement, appointed by the Registrar.

(3) Where a question or issue of fact is so referred, the arbitrator or arbiter shall report his
findings to the Registrar and the Registrar shall proceed to issue a decision.
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Supplementary Provisions

Article 53. In any proceedings on an application made in relation to a patent under Articles 49 to
51 above, any statement with respect to any activity in relation to the patented invention, or
with respect to the grant or refusal of licenses under the patent, contained in a report of the
Commission for Protection against Unfair Competition shall be prima facie evidence of the
matters stated.

Special Provisions where Patented Invention Is Being Worked Abroad
Article 54. The import into Cyprus of any product protected by a patent granted by any country
member of the World Trade Organization shall be considered as use in Cyprus.

Exploitation by Government or by Third Parties Authorized by Government

Article 55. Where the national security or public safety so requires, the Council of Ministers may
authorize, even without the agreement of the proprietor of the patent or the patent application,
by notice published in the Official Gazette, a government agency or a person designated in such
notice to make, use or sell an invention to which a patent or an application for a patent relates,
subject to payment of equitable remuneration to the proprietor of the patent or the application
for the patent. The decision of the Council of Ministers with regard to remuneration may be the
subject of a recourse to the Court.

Provisions for Non-Voluntary License

Article 56. Where according to Articles 50, 51 and 55 of the present Law a license is given for use
of the subject-matter of a patent without the authorization of the right holder, including use by
the government or third parties authorized by the government, the following provisions shall be
respected:

(a) authorization of such use shall be considered on its individual merits;

(b) such use may 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 requirement
is waived in the case of a national emergency or other circumstances of extreme urgency or in
cases of public non-commercial use. In situations of national emergency or other circumstances
of extreme urgency, the right holder shall, nevertheless, be notified as soon as reasonably
practicable. In the case of public non-commercial use, where the government or contractor,
without making a patent search, knows or has demonstrable grounds to know that a valid patent
is or will be used by or for the government, the right holder shall be informed promptly;

(c) the scope and duration of such use shall be limited to the purpose for which it was
authorized, and in the case of semiconductor technology shall only be for public non-commercial
use or to remedy a practice determined after judicial or administrative process to be anti-
competitive;

(d) such use shall be non-exclusive;

(e) such use shall be non-assignable, except with that part of the enterprise or goodwill which
enjoys such use;

(f) any such use shall be authorized predominantly for the supply of the domestic market;

(g) 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 Registrar shall have the authority to review,
upon motivated request, the continued existence of these circumstances;

(h) the right holder shall be paid adequate remuneration in the circumstances of each case,
taking into account the economic value of the authorization;

(i) the legal validity of any decision relating to the authorization of such use shall be subject to
review by the Court.
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CZECH REPUBLIC

Act No. 527/1990 of November 27, 1990, on Inventions and Rationalization Proposals (as amended
by No. Act No. 378/2007 Coll.)

Section 20

§ 20

Compulsory license

(1) If the proprietor of the patent unreasonably does not exploit the invention at all or exploits it
insufficiently and he did not accept a due offer for a licence agreement in a reasonable term, the
Office, upon the justified request, may grant a non-exclusive right to use the invention
(compulsory licence); the compulsory licence may not be granted before the expiry of the period
of 4 years as from the filing date of the invention application or 3 years as from the grant of the
patent; whichever period expires last.

(2) The compulsory licence may be also granted, where an important public interest is
endangered.

(3) The Office shall establish conditions, the scope and duration of the compulsory licence in its
decision concerning the granting of the compulsory licence, taking into account circumstances of
the case. The compulsory licence may be granted mainly for the supply of the home market.

(4) The compulsory licence may only be assigned within the transfer of the enterprise or its part,
where the entrepreneur uses the invention based on the compulsory licence (thereinafter
“compulsory licence holder”).

(5) The compulsory licence holder may waive the right to use the invention during the term of
duration of the compulsory licence by notification made to the Office; on the day of delivery of
the notification, the effect of decision on the grant of compulsory licence lapses.

(6) The Office shall revoke a compulsory licence or change conditions, scope or duration of the
compulsory licence on the request of the proprietor of the patent in which he shall prove that
conditions for the grant of compulsory licence have been changed and are unlikely to recur or
the holder does not exploit the compulsory licence during one year or does not implement
conditions established by the grant of the compulsory licence.

(7) The grant of a compulsory licence shall not affect the right of the proprietor of the patent for
the compensation of the value of the licence. If the value of the licence is not agreed by
concerned parties it shall be determined, upon request, by the court, taking into account the
importance of the invention and the value of the licence contracts in the relevant technical field.
(8) The compulsory licence shall be recorded in the Patent Register (Section 69).

DEMOCRATIC PEOPLE’S REPUBLIC OF KOREA

Law on Inventions of the Democratic People’s Republic of Korea (as amended by Decree No. 597 of
March 11, 1999, of the Presidium of the Supreme People’s Assembly)

Article 31

Article 31 (Transfer of patent to state)

Where the patented science and technology is needed for the public interest, the state may take
over the patent or the right to use the science and technology. In this case, the state shall
reimburse the patent owner.
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DENMARK

The Consolidate Patents Act (Consolidate Act No. 90 of January 29, 2019)
Sections 45-49

45.-(1) If a patent invention is not worked to a reasonable extent in this country when 3 years
have elapsed from the grant of the patent and 4 years have elapsed from the filing of the patent
application, any person wishing to work the invention in this country may obtain a compulsory
license to do so, unless there are legitimate reasons for failure to work the invention.

(2) The Minister for Trade and Industry may direct that for the purposes of subsection 1 hereof
working of the invention in another country shall be equivalent to working in this country. Such
a provision may be made subject to reciprocity.

46.-(1) The proprietor of a patent for an invention, the use of which is dependent on a patent or
aregistered utility model which belongs to another person may obtain compulsory license for
use of the protected invention of the latter patent or the protected model on utility model
registration if the former invention makes up an essential technical progress of substantial
economic importance.

(2) The proprietor of the patent of the invention or of the registered utility model for which use
compulsory license has been granted pursuant to the provision in (1) shall on reasonable terms
be able to obtain compulsory license for use of the other invention.

46a.-(1) An owner of a variety who cannot acquire or exploit a plant variety right without
infringing a prior patent may apply for a compulsory license for use of the invention, if the
compulsory license is necessary for the exploitation of the plant variety to be protected, against
payment of an appropriate royalty. Compulsory license will only be granted provided that the
owner of the variety proves that the variety constitutes essential technical progress of
substantial economic importance in relation to the invention.

(2) Where, under the Danish Plant Variety Protection Act, a proprietor of a patent has obtained a
compulsory license to exploit a protected plant variety, the owner of the plant variety has the
right, on reasonable terms, to obtain cross-license for use of the invention.

47. When required by important public interests, any person who wishes to exploit an invention
commercially for which another person holds a patent may obtain a compulsory license to do so.

48.-(1) Any person who, in this country, at the time when a patent application was made
available to the public, was commercially exploiting the invention for which a patent is applied
for, may, if the application results in a patent, obtain a compulsory license to exploit the
invention, if very special circumstances make it desirable, and he had no knowledge and could
not reasonably have obtained any knowledge of the application. Such a right shall also, under
similar conditions, be enjoyed by any person who had made substantial preparations for
commercial exploitation of the invention in this country.

(2) Such a compulsory license may include the time preceding the grant of the patent.

(3) The Minister for Business and Industry may direct that for the purposes of subsection 1
hereof exploitation of the invention in another country shall be equivalent to exploitation in this
country. Such a provision may be made subject to reciprocity.

49.-(1) Compulsory license shall only be granted to persons who by agreement have not been
able to obtain license on reasonable terms and who may be regarded as being able to make use
of the invention in a reasonable and proper manner and in compliance with the license.

(2) A compulsory license shall not prevent the proprietor of the patent from exploiting the
invention himself or from granting licenses to others.
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(3) Compulsory license can only be transferred to others together with the establishment in
which it is used or in which the utilisation was intended. For compulsory license filed in
accordance with Section 46(1) it shall moreover be applicable that transfer of compulsory
license shall take place together with the patent the use of which is dependent on a patent or a
registered utility model which belongs to another person.

(4) Compulsory license concerning semiconductor technology can only be filed for public, non-
commercial use or for terminating an anti-competitive practice, which has been established by
decree or administrative decision.

DJIBOUTI

Law No. 50/AN/09/6th L of July 19, 2009, on the Protection of Industrial Property
Articles 60-69
Subsection II Compulsory licenses

Article 60

Any person or entity under public or private law may, three years after the patent is granted or

four years after the date on which the patent is applied for, obtain from the court a compulsory

license for such patent, on the conditions provided for in Articles 61 and 62 below, if at the time
of the request, and failing legitimate reasons, neither the owner of the patent or his successor in
title: (TRANSLATOR,S NOTE - TEXT MISSING FROM ORIGINAL)

Article 61

Applications for compulsory licenses shall be lodged with the court. They must be accompanied
by proof that the applicant has not been able to obtain from the patent owner a license to work
by mutual agreement, in particular on reasonable commercial conditions and arrangements.
This proof shall not be required in the cases provided for in the following paragraph.

At any time, the court may, even without the approval of the owner of the patent, authorize a
government agency or a third person designated by the court to work the invention if:

(i) the public interest, in particular, national security, nutrition, health or the development of
other vital sectors of the national economy so requires,

(ii) it is determined that the manner of working of the invention or other use of the patent, by
the owner of the patent or his licensee, shall be anti-competitive or constitute an abuse of the
exclusive rights granted under the patent.

In the cases provided for in the previous paragraph, as well as in any case of public use for non-
commercial purposes or in situations of national emergency, the patent owner shall nonetheless
be informed of the decision as soon as is reasonably possible.

Article 62

Compulsory licenses may only be non-exclusive.

Compulsory licenses shall be non-exclusive and non-transferable, except with that part of the
enterprise or goodwill that enjoys such use.

Any compulsory license shall be granted primarily to supply the Djiboutian market, except in the
event of application of Article 31bis of the TRIPS Agreement.

They shall be granted on conditions set by the court, in particular with regard to their duration
and scope, which shall be limited to the purposes for which the licenses have been granted, and
shall be subject to payment of an appropriate royalty to the patent owner. Such royalties shall be
fixed, taking into consideration the economic value of the working of the patent, as determined
in the court’s decision or given the need to correct anti-competitive or abusive practices.

These conditions may be amended by the court at the request of the patent owner or licensee.
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These conditions for the granting of this compulsory license may be amended by the court at the
request of the patent owner or licensee.

Article 63

Where the circumstances which led to the granting of the compulsory license no longer remain
and will in all likelihood not recur, the license to work may be withdrawn on the condition that
licensees’ legitimate interests are adequately protected. The court may review, upon the
substantiated request of any party having an interest therein, whether these circumstances still
exist.

Article 64

Court decisions which have become final and have been taken pursuant to the provisions of this
Subsection Il must be immediately notified to the Djibouti Office of Industrial and Commercial
Property, which shall enter them in the National Register of Patents.

Article 65

The beneficiary of a compulsory license may obtain from the court, on the conditions provided
for in Articles 60 to 62 above, failing a mutual agreement, a compulsory license for a certificate
of addition deriving from the patent itself even if such certificate has been granted prior to the
expiry of the time periods stipulated in Article 60 above.

Article 66

Where an invention protected by a patent cannot be used without infringing the rights deriving
from an earlier patent whose owner refuses to grant a license for use on reasonable commercial
terms and arrangements, the owner of the subsequent patent may obtain a compulsory license
from the court on the same conditions as those provided for in Articles 60 to 62 above, provided
that: any application for a non-compulsory license shall be subject to the payment of a set fee.

Article 67

Where public health interests so dictate, patents granted for drugs, for processes to obtain
drugs, for goods needed to obtain these drugs or for processes for manufacture of such products,
may, where the drugs are made available to the public in quantity or quality that are inadequate
or at abnormally high prices, be worked ex officio.

In situations of national emergency or to protect public health, the Government shall import in
sufficient quantity and at an affordable cost medicines worked ex officio if it is unable to produce
generic medicines itself.

Ex officio working shall be enacted by presidential decree, based on a proposal by the Minister of
Health.

Article 68

The decree referred to in Article 67 above shall be notified to the patent owner, to the licensees,
where applicable, and to the Djibouti Office of Industrial and Commercial Property, which shall
enter it as of right in the National Register of Patents.

Article 69

On the day on which the Decree enacting the ex officio working of a patent is published, any
qualified person may request the granting of a so-called “ex officio license” to work.

Such a license shall be requested and granted in the forms fixed by regulation. An ex officio
license shall be granted on specific conditions, in particular with regard to its term and scope.
The royalties to which it gives rise shall be left to the discretion of the parties to determine.
Failing an agreement between them, such royalties shall be fixed by the court.

The ex officio license shall come into force on the date of notification of the act granting it to the
parties. This act shall be entered as of right in the National Register of Patents. This license shall



SCP/30/3
Appendix, page 113

be non-exclusive and non-transferable, except with that part of the enterprise or goodwill that
enjoys such use.

If an ex officio license has been granted for an invention relating to a pharmaceutical product by
an exporter country in the framework of the system described in Article 31bis of the TRIPS
Agreement and the annex thereto, and if appropriate payment under the terms of Article 31(h)
of that Agreement has been made in that country, the obligation to make another payment for
the same product imported into Djibouti shall not apply.

DOMINICA

Patents Act, 1999 (Act 8 0f 1999)
Sections 35, 38 and 39

35. (1) Where:

(a) the public interest, in particular national security, nutrition, health, or the development of
other vital sectors of the national economy so requires; or

(b) the Minister has determined that the manner of exploitation, by the owner of the patent or
his licensee, is anti-competitive, and he is satisfied that the exploitation of the invention in
accordance with this subsection would remedy such practise,

The Minister may decide that, even without the agreement of the owner of the patent, a
Government agency or a third person designated by the Minister may exploit the invention.

(2) The exploitation of the patented invention shall be limited to the purpose for which it was
authorized and shall be subject to the payment to the said owner of an adequate remuneration
therefor, taking into account the economic value of the Minister’s authorisation, as determined
in the said decision, and, where a decision has been taken under subsection 1 (b), the need to
correct anti-competitive practises.

(3) The Minister shall make his decision after hearing the owner of the patent and any interested
person.

(4) A request for the Minister’s authorisation to exploit a patented invention shall be
accompanied by evidence that the owner of the patent has received, from the person seeking the
authorisation, a request for contractual license, but that that person has been unable to obtain
such a license on reasonable commercial terms and conditions within a reasonable time.

(5) Subsection (4) shall not apply in cases of:

(a) national emergency or other circumstances of extreme urgency provided, however, that in
such cases the owner of the patent shall be notified of the Minister’s decision as soon as
reasonably practicable;

(b) public non-commercial use, and

(c) anti-competitive practices determined as such by the Minister in accordance with subsection

(1) (b).

(6) The exploitation of a patented invention in the field of semi-conductor technology shall only
be authorised for public non-commercial use or where a judicial or administative body has
determined that the manner of exploitation of the patented invention, by the owner of the patent
or his licensee, is anti-competitive, and if the Minister is satisfied that the issuance of the non-
voluntary license would remedy such practice.
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(7) The authorisation shall not exclude -

(i) the conclusion of license contracts by the owner of the patent; or

(ii) the continued exercise, by the owner of the patent, of his rights under section 33(2); or
(iii) the grant of a non-voluntary license under section 38.

(8) Where a third person has been designated by the Minister, the authorisation may only be
transferred with the enterprise or business of that person or with the part of enterprise or
business within which the patented invention is being exploited.

(9) The exploitation of the patented invention by the Government agency or third person
designated by the Minister shall be predominantly for the supply of the market of Dominica.

(10) Upon the request of the owner of the patent, of the Government agency or of the third
person authorised to exploit the patented invention, the Minister may, after hearing the parties,
vary the terms of the decision authorising the exploitation of the patented invention to the
extent that changed circumstances justify such variation.

(11) Upon the request of the owner of the patent, the Minister shall terminate the authorisation
if he is satisfied, after hearing the parties, that the circumstances which led to his decision have
ceased to exist and are unlikely to recur, or that the Government agency or third person
designated by him has failed to comply with the terms of the decision.

(12) Notwithstanding subsection (11), the Minister shall not terminate the authorisation if he is
satisfied that the need for adequate protection of the legitimate interests of the Government
agency or third person designated by him justifies the maintenance of the decision.

38. (1) (a) At any time after the expiration of four years from the date of filing of a patent
application or three years from the date of grant of the patent, whichever happens later, any
interested person may apply to the Court for the grant of a non-voluntary licence under the
patent on the grounds that the patented invention is not being exploited or is being insufficiently
exploited by working the invention in Dominica, or by importation into Dominica.

(b) Notwithstanding paragraph (a), a non-voluntary licence shall not be issued if the owner of
the patent satisfies the Court that circumstances exist which jusitfy the exploitation or
insufficient exploitation of the patented invention in Dominica.

(2) The Court shall, where it grants a non-voluntary licence, fix -

(a) the scope and function of the licence;

(b) the time limit within which the licensee must begin to exploit the patented invention; and

(c) the amount of the remuneration to be paid to the owner of the patent, and the conditions of
the payment thereof.

The beneficiary of the non-voluntary licence shall:

(a) have the right to exploit the patented invention in Dominica in accordance with the Court’s
order;

39. The powers of the Court on an application under section 38 shall be exercised with a view to
ensuring that the inventor or other person beneficially entitled to a patent receives adequate
remuneration having regard to the economic value of the licence.
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DOMINICAN REPUBLIC

Law No. 20-00 of May 8, 2000, on Industrial Property
Articles 39-48

Article 39.- Exploitation of the Patent

For the effects of Article 41 of this law, exploitation of a patent is understood as follows:

a) When the patent has been granted for a product or for a procedure for the obtaining of a
product, supply to the internal market in reasonable quantity, quality and price, through
production in this country and importation.

b) When the patent has been granted for a procedure not included in subparagraph a), the use of
the procedure on a commercial scale in this country.

Article 40.- Compulsory licenses

When a potential user has attempted to obtain the granting of a license from the patent holder
under reasonable commercial terms and conditions and such attempts have not been effective
after a period of two hundred and ten (210) days, counted from the date on which the respective
license was applied for, the General Agency for Industrial Property, after prior hearing of the
holder, shall be able to issue compulsory licenses relating to that patent. In all cases that merit it,
the National Agency for Industrial Property shall concede compulsory licenses when the
interested party demonstrates:

a) That he/she possesses the technical and economic capacity to confront the exploitation in
question. Technical capacity shall be evaluated by the competent authority, in compliance with
the specific regulations in the country that exist in each field of activity. Economic capacity shall
be understood as the possibility to fulfill the obligation that derive from the exploitation that is
to be undertaken.

b) When the patent refers to raw material from which a final product is to be developed, that the
applicant is able to develop the final product independently or through third parties in the
country, save cases in which production is impossible in national territory.

2) To determine what is understood by reasonable commercial terms and conditions, the
particular circumstances of each case and the economic value of the authorization must be taken
into account, keeping in mind the average rate of royalties for the sector in question in contracts
for commercial licenses between independent parties.

Article 41.- Compulsory License for Lack of Exploitation

1) After three (3) years from the granting of the patent, or four (4) years from the filing of the
application, applying whichever term expi res later, if the invention has not been exploited or
when the exploitation of the same has been interrupted for more than one (1) year without
justifiable cause, any person with the ability to exploit the invention may apply to the General
Agency for Industrial Property to grant him or her an compulsory license for the patent in
question.

2) A compulsory license shall not be granted when it is demonstrated that the lack or
insufficiency of exploitation is due to fortuitous circumstances or force majeure, or to
circumstances beyond the will or control of the patent holder and which justify the lack or
insufficiency of exploitation. The lack of economic resources and the lack of economic viability of
the exploitation are not considered justifying circumstances.

Article 42.- Compulsory Licenses for Anti-competitive Practices

Compulsory licenses shall be granted when the General Agency for Industrial Property has
determined that the patent holder has indulged in anti-competitive practices. In such cases,
without prejudice to the appeals available to the patent holder, the concession shall be carried
out without the need to apply the procedure set forth in numeral 2 of Article 43.



SCP/30/3
Appendix, page 116

For the purposes of this law, the following practices, among others, are considered to be anti-
competitive:

a) Setting excessive or discriminatory prices for the patented products. In particular, when there
are offers of supply to the market at prices significantly lower than those offered by the patent
holder for the same product.

b) Failure to supply the market under reasonable commercial conditions.

¢) Hindrance of commercial or productive activities

d) The other actions set forth as such by this code and every other action which national
legislation typifies as anti-competitive, limiting or restrictive to competition.

Article 43.- Application for and Granting of Compulsory Licenses

1) Any person interested in obtaining a compulsory license must apply for it to the General
Agency for Industrial Property. The application must indicate the conditions under which he or
she intends to obtain the compulsory license.

2) The person applying for a compulsory license must confirm that he or she has previously
requested a contractual license from the patent holder, and has not been able to obtain it under
the conditions and within the time limits set forth in Article 40.

It shall not be necessary to fulfill this requirement in cases of national emergency or extreme
urgency, or cases of a commercial use of the invention by a public agency. In such cases the
patent holder shall be informed without delay of the granting of the license. Nor shall it be
necessary to fulfill that requirement when the purpose of the license is to remedy an anti-
competitive practice.

3) Without prejudice to that which is set forth in numeral 2, the General Agency for Industrial
Property shall notify the patent holder of an application for compulsory license within a period
of thirty (30) days, counted as of day of the fil ing of the application.

4) The patent holder must present his statements and arguments within a time limit no more
than sixty (60) days, counted from the date of notification of the application for a compulsory
license. If this time limit passes without the holder having expressed himself, the conditions
presented by the applicant shall be considered as accepted.

5) In case the holder responds, the General Agency for Industrial Property, after first hearing the
parties and if they should not come to agreement, shall set a reasonable remuneration which the
patent holder shall receive, which shall be established according to Article 40.

6) The decisions with reference to the granting of these uses must be adopted within one
hundred twenty (120) days from the filing of the application and the same shall be

appealable. The substantiation of the appeal shall not have the effect of suspension.

Article 44.- Conditions for the Granting of Compulsory Licenses

1) To grant compulsory licenses, the following provisions must be observed:

a) The granting of same must be by the General Agency for Industrial Property.

b) The circumstances of each case shall be considered.

c) The compulsory licenses shall be extended to patents relating to the components and
processes permitting their exploitation

d) The granting of these licenses shall not be exclusive.

e) They may not be assigned, except for that part of the company or of its intangible asset that
forms part of it.

f) They shall be granted principally to supply the internal market, except in the cases established
in Articles 41 and 46.

g) The patent holder shall receive a reasonable remuneration according to the circumstances of
each case, taking into account the economic value of the authorization. In determining the
amount of the remuneration in cases in which the compulsory licenses have been granted to
remedy anti-competitive practices, the necessity of correcting such practices shall be taken into
account and the revocation of the grant may be denied if it is considered probable that the
conditions that caused that granting have been repeated.
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2) The person to whom the compulsory license is granted must begin its exploitation within two
years of the granting of the license to him.

3) When the patent protects any semiconductor technology, compulsory licenses shall be
granted only for non-commercial public use, or to rectify a practice declared to be contrary

to competition.

4) A compulsory license may be completely or partially revoked by the court created by this
Code, upon request by the holder, if the circumstances that gave rise to the license have ceased
to exist and it is improbable that they will again arise, so long as such revocation does not affect
the legiti mate interests of the licensee.

5) A compulsory license can be modified by the court created by this Code, upon application by
an interested party, when so justified by new facts or circumstances.

Article 45.- Compulsory License in the Case of Dependent Patents

1) When an invention claimed in a subsequent patent cannot be exploited in this country
without infringing an earlier patent, the General Agency for Industrial Property, upon the
request of the holder of the first mentioned patent or of his licensee, or of the beneficiary of a
compulsory license for that patent, may grant a compulsory license with regard to the earlier
patent insofar as may be necessaryto avoid the infringement.

2) The compulsory license shall be granted only when the invention claimed in the subsequent
patent implies an important technical advance of considerable economic significance with
regard to the invention claimed in the earlier patent.

3) When a compulsory license is granted in conformity with numeral 1, a compulsory license
may be granted in the same circumstances with regard to the later patent, if the holder of the
earlier patent, his licensee or the beneficiary of a compulsory license for said earlier patent
applies for it.

4) A compulsory license of those sel forth in this article cannot be granted as exclusive. This
compulsory license can only be the object of transfer simultaneously with the dependent patent
the industrial exploitation of which requires the license. The transfer of the compulsory license
shall be subject to the provisions of Article 32, numeral 2, insofar as is appropriate.

5) The provisions of Articles 43 and 44, insofar as they are appropriate, are applicable to the
licenses set forth in this article.

Article 46.- Public Interest licenses

For reasons of public interest, and in particular for reasons of emergency or national security
declared by the Executive Power, the General Agency for Industrial Property, at the request of
any interested person or competent authority, or on its own initiative, shall at any time order the
following:

a) that an invention which is the object of a patent or patent application being processed be
exploited by a government agency or by one or more public or private persons designated for
the purpose.

b) that an invention that is the object of a patent or of a patent application being processed be
open for the granting of licenses in the public interest, in which case the General Agency for
Industrial Property shall grant a license for exploitation to any person who applies for it and
hasthe ability to carry out such exploitation in this country.

Article 47.- Conditions for Public Interest Licenses

1) Every public interest license implies the corresponding payment to the patent holder. After
prior hearing of the parties, and in the absence of an agreement, the amount and method of
payment shall be set by the General Agency for Industrial Property, according to Articles 44,
literal g).

2) A public interest license can refer to the execution of any of the actions referred to in Article
29, numeral 1.

3) The provisions of Articles 43 and 44, insofar as appropriate, are applicable to the granting of
public interest licenses.
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4) The granting of a compulsory license by reason of public interest shall not diminish the right
of the patent holder to continue exploiting it.

Article 48.- Revocation of the Patent in Case of Abuse

1) At the request of any interested person or of any competent authority, the General Agency for
Industrial Property can revoke a patent when the rights conferred by the patent are abused with
regard to anti-competitive practices or abuse of a dominant market position in such a way that
the national economy is unduly affected.

2) The request for revocation may not be presented until two years have passed counting from
the date of granting of the first compulsory license.

ECUADOR

Decision No. 486 of 14/09/ 2000 of the Commission of the Andean Community - Common Industrial
Property Regime (Cartagena Agreement)

(Refer to ANDEAN Community below.)
Ley de Medicamentos Genericos de Uso Humano (modificada al 13 de octubre de 2011)
Articles 1-28

Art. 1.-El Estado promovera la produccién, importacién, comercializacion y expendio de
medicamentos genéricos de uso humano.

Art. 2.- Para efecto de esta Ley, debe entenderse como medicamentos genéricos aquellos que se
registran y comercializan con la Denominacién Comun Internacional (DCI) del principio activo,
propuesta por la Organizaciéon Mundial de la Salud (OMS) o en su ausencia con una
denominacién genérica convencional reconocida internacionalmente cuya patente de invencion
haya expirado. Esos medicamentos deberan mantener los niveles de calidad, seguridad y eficacia
requeridos para los de marca.

Capitulo II Del Control de Precios

Art. 3.- Los precios de los medicamentos al consumidor serdn establecidos por el Consejo
Nacional de Fijacion y Revision de Precios de Medicamentos de Uso Humano. Para el efecto,
créase el Consejo Nacional de Fijacion y Revision de Precios de Medicamentos de Uso Humano,
adscrito al Ministerio de Salud Publica, con sede en la ciudad de Quito, y jurisdiccion en todo el
territorio nacional, que estara integrado por los siguientes miembros:

a. El Ministro de Salud Publica, quien lo presidira o su delegado permanente;

b. El Ministro de Comercio Exterior, Industrializacién, Pesca y Competitividad, o su delegado
permanente; y,

c. Un delegado de la Federacion de Quimicos Farmacéuticos y Bioquimicos Farmacéuticos del
Ecuador.

Participardn con voz pero sin voto un delegado por cada uno de los siguientes organismos y
entidades: ASOPROFAR, ALAFAR, ALFE, Junta de Beneficencia de Guayaquil, Sociedad de Lucha
Contra el Cancer, Federacion Nacional de Propietarios de Farmacias del Ecuador y, Federacion

Art. 4.-Nota: Articulo derogado por Ley No. 0, publicada en Registro Oficial Suplemento 555 de
13 de Octubre del 2011 .
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Art. 5.-El Ministerio de Salud Publica controlara a través del Director General de Salud y las
direcciones provinciales de salud, que los precios de venta al publico no excedan a los
establecidos por el Consejo Nacional de Fijacién y Revisidn de Precios de Medicamentos de Uso
Humano.

Capitulo III De la Adquisicién de los Medicamentos Genéricos

Art. 6.- Las entidades del sector publico que tengan a su cargo prestaciones y programas de
salud, estdn obligadas a adquirir exclusivamente medicamentos genéricos, de acuerdo al Cuadro
Nacional de Medicamentos Basicos que sera elaborado por el Consejo Nacional de Salud con las
siguientes caracteristicas para sus beneficiarios con las siguientes excepciones:

a. Casos de medicamentos especiales que no consten en el Cuadro Nacional de Medicamentos
Bésicos;

b. Cuando el medicamento de marca de similar calidad, se ofrezca a menor precio que el
medicamento genérico; y,

c. En caso de emergencia sanitaria debidamente declarada por el Ministro de Salud Publica, y/o
las razones de fuerza mayor que no permitan conseguir el respectivo medicamento genérico.
Salvo los casos de emergencia médica en que las entidades podran adquirir sin limitacion
alguna, las excepciones para adquirir medicamentos de marca en cantidades importantes por
parte de las entidades del sector publico deberan ser previamente autorizadas por la autoridad
de salud inmediata superior.

Art. 7.-Nota: Articulo derogado por numeral 10. de Derogatorias de Ley No. 1, publicada en
Registro Oficial Suplemento 395 de 4 de Agosto del 2008 .

Art. 8.-Nota: Articulo derogado por Ley No. 67, publicada en Registro Oficial Suplemento 423 de
22 de Diciembre del 2006 .

Art. 9.-Nota: Articulo derogado por Ley No. 67, publicada en Registro Oficial Suplemento 423 de
22 de Diciembre del 2006 .

Art. 10.-Nota: Articulo derogado por Ley No. 67, publicada en Registro Oficial Suplemento 423 de
22 de Diciembre del 2006 .

Capitulo V Del Control de Calidad
Art. 11.-Nota: Articulo derogado por Ley No. 67, publicada en Registro Oficial Suplemento 423 de
22 de Diciembre del 2006 .

Capitulo VI De la Promocién

Art. 12.- El Consejo Nacional de Salud elaborara y publicara periédicamente el Registro
Terapéutico Nacional que debera ser actualizado permanentemente y contendra la descripciéon
de todos los medicamentos genéricos, tanto nacionales como importados, cuyo consumo esté
autorizado en el pais, con la descripcion de sus propiedades, su denominacién genérica y sus
equivalentes de marca.

Art. 13.- El Ministerio de Salud Publica difundirad permanentemente el Registro Terapéutico
Nacional entre los profesionales de la medicina y el personal que labore en establecimientos
farmacéuticos. Con la colaboracion de los medios de comunicacidén colectiva realizara campafias
de difusién sobre las ventajas que esta Ley implica para los consumidores.

Art. 14.- En el desempeiio de sus labores, en hospitales, clinicas, dispensarios, consultorios
publicos y privados, los profesionales de la salud, tienen la obligacién de prescribir en sus
recetas el nombre del medicamento de marca y el genérico respectivo. Se exceptiian los casos de
emergencia médica.
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Art. 15.-Los establecimientos autorizados para la comercializacion y venta al publico de
medicamentos de uso humano, estan obligados a ofrecer en venta el equivalente genérico del
farmaco de marca solicitado por el usuario.

Art. 16.- Los laboratorios farmacéuticos nacionales, deberan producir al menos el veinte por
ciento de medicamentos genéricos de acuerdo a su especialidad.

Art. 17.- Se prohibe cualquier forma de propaganda negativa directa o indirecta sobre
medicamentos genéricos.

Art. 18.-Concédase accion popular para denunciar el incumplimiento de las disposiciones
contenidas en esta Ley. Su control correspondera a la Direccidon General de Salud Publica, a
través de los organismos seccionales correspondientes. Los valores recaudados por concepto de
multas, seran destinados a promocionar el uso de medicamentos genéricos.

Capitulo VII Infracciones y Sanciones

Art. 19.-Las personas naturales o representantes de personas juridicas que produzcan
medicamentos genéricos o de marca que no cumplan con las normas de calidad, cantidad y
eficacia terapéutica, seran sancionados con la pena de seis (6) meses a un (1) aflo y con multa de
quince mil (15.000) ddlares de los Estados Unidos, segin corresponda la gravedad de la
infraccién. En caso de reincidir se dispondra la suspensién del permiso de funcionamiento del
laboratorio o establecimiento por el lapso de un (1) afio, sin perjuicio de las acciones penales a
que hubiere lugar.

Art. 20.- El proveedor que dolosamente importe medicinas que no retinan las normas de calidad,
cantidad, eficacia y seguridad, seran reprimidos con prisidn de seis (6) meses a un (1) afio y con
multa de quince mil (15.000) délares de los Estados Unidos, y no podra volver a intervenir en la
celebracién de contratos de suministro de medicina de uso humano con entidades
pertenecientes al sector publico y privado.

Art. 21.- Seran sancionados con prision de un (1) mes a un (1) afio y multa de quince mil
(15.000) ddlares de los Estados Unidos, quienes vendan, adquieran o reciban a nombre de
entidades del sector publico, medicinas cuya fecha de expiraciéon sea menor a un (1) afio contado
a partir de su recepcion, excepto productos que por su naturaleza se degradan.

Art. 22.- El Ministro de Salud Publica, sancionara al Director del Instituto Nacional de Higiene y
Medicina Tropical Leopoldo Izquieta Pérez, o a quien hiciere sus veces, con un (1) mes sin
remuneracion, en caso de que no dicte la resolucién a la que se refiere el articulo 10 de esta Ley,
dentro del plazo previsto. En caso de reincidencia, la sancién sera de dos (2) meses sin
remuneracion. Si la reiteracion fuere por tercera ocasidn, la sancion sera la destitucién del cargo.

Art. 23.- Los profesionales de la salud que incumplan con lo dispuesto en el articulo 14 de esta
ley, seran sancionados con multa de veinticinco (25) a cincuenta (50) délares de los Estados
Unidos. En caso de reincidencia, la multa sera el doble de la impuesta la primera vez. Si el
incumplimiento de tal obligacidn fuere por tercera ocasion, la sancién sera la suspension del
ejercicio de la profesion por el lapso de treinta (30) a noventa (90) dias, sanciones que seran
impuestas por el Ministerio de Salud Publica previo informe del Tribunal de Honor de los
respectivos colegios médicos.

Art. 24.- Seran sancionados con multa de cincuenta (50) a quinientos (500) délares de los
Estados Unidos, los propietarios de establecimientos farmacéuticos, representantes de personas
juridicas que se dediquen a la comercializacion de farmacos que no mantengan en existencia el
equivalente genérico de los medicamentos de marca que soliciten los usuarios, salvo aquellos
que no se comercialice en el pais, o no consten en el Cuadro Nacional de Medicamentos Basicos.
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En caso de reincidencia, la multa sera el doble de la impuesta la primera vez. Si incurriere por
tercera ocasién en la misma infraccién, la sancién sera la suspension del permiso de
funcionamiento del local por seis (6) meses.

Art. 25.- Seran sancionados con prision de seis (6) meses a dos (2) afios y multa de dos mil
(2.000) a diez mil (10.000) dolares de los Estados Unidos, los representantes o administradores
de establecimientos farmacéuticos, laboratorios nacionales y extranjeros, proveedores de
medicinas, tanto de marca como genéricos; que elevaren el precio de venta sobre los precios
oficialmente fijados y el margen de utilidad establecido por el Consejo Nacional de Fijaciéon y
Revisién de Precios de Medicamentos de Uso Humano. El Director General de Salud exigira el
cumplimiento de los precios oficiales de venta al publico y hara publica su resolucion, a costa de
los infractores. En caso de reincidencia, la multa sera el doble de la que le hubiere sido impuesta
la primera vez y la clausura definitiva del establecimiento que hubieren motivado el alza o la
suspension del permiso de importacién en su caso.

Art. 26.- Seran sancionados con multa de dos mil (2.000) a diez mil (10.000) délares de los
Estados Unidos, quienes incumplieren lo dispuesto en los articulos 15 y 17 de esta ley. En caso
de reincidencia la multa sera el doble de la que le hubiere sido impuesta la primera vez y si es
por tercera vez, la clausura del local farmacéutico.

Art. 27.- Sera sancionado con prisiéon de seis (6) meses a dos (2) afios todo acuerdo fraudulento
entre productores y/o importadores, y/o distribuidores y/o vendedores de medicinas de uso
humano, tendiente a perjudicar al consumidor y producir un incremento injustificado de precio.

Art. 28.- La facultad resolutiva y sancionadora contemplada en esta Ley, en materia
administrativa la tendra el Ministro de Salud Publica y el Director General de Salud, quienes
podran delegarla a los directores provinciales de salud.

EGYPT

Law No. 82 of 2002 on the Protection of Intellectual Property Rights
Articles 23-25

Article 23

The Patent Office may, subject to the approval of a ministerial committee to be established by a
decision of the Prime Minister, grant non-voluntary licenses for the exploitation of an invention.
The committee decides the financial rights of the patent owner when such licenses are issued, in
any of the following cases:

(1) Where the competent Minister finds — under the circumstances — that the exploitation of
the patent will benefit the following:

(a) Public non-commercial interest. This includes the preservation of national security, health,
environment and food safety.

(b) Cases of emergency or circumstances of extreme urgency.

A non-voluntary license to counter the conditions mentioned in items 1 and 2 is granted without
prior negotiations with the patent owner or after a certain period of negotiations with the patent
owner or offering reasonable conditions to acquire his agreement to the exploitation.

(c) Support of national efforts in vital sectors for economic, social and technological
development, without unreasonable prejudice to the rights of the patent owner and taking into
consideration the legitimate interests of third parties.
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In cases stated in items 1 and 3, the owner of the patent shall be notified promptly of the
decision of non-voluntary exploitation, and as soon as reasonably practicable in cases stated in
item 2.

(2) Upon the request of the Minister of Health, when the quantity of patented medicines made
available fail to adequately meet the national needs, due to their poor quality or if they are
offered at a prohibitive price, or if the patent is related to medicines addressing critical cases,
incurable or endemic diseases or products used in the prevention of these diseases, or where the
invention is related to the medicines, their manufacturing process, the raw materials necessary
for their preparation or the process of manufacturing of those materials.

In all these cases, the decision of granting non-voluntary license shall be notified promptly to the
owner of the patent.

(3) Where the patent owner refuses to grant license to a third party seeking the exploitation of
the invention, whatever the purpose of the exploitation, and despite the offer of suitable terms
and the lapse of reasonable negotiation time.

In this case, the party requesting the non-voluntary license shall provide evidence that he has
made serious efforts to obtain a voluntary license from the patent owner.

(4) If the owner of the patent fails to exploit the invention in Egypt, himself or through his
consent; or if the patent was not sufficiently exploited after the lapse of four years since the date
of the application or three years since the grant of the patent, whichever comes later; or if the
patent owner suspended, without a valid reason, the exploitation of the patent for more than one
year.

The exploitation of a patent shall be through the manufacturing of the patented product or the
use of the patented process in Egypt.

Nevertheless, where the Patent Office finds that, despite the expiration of either of the above
mentioned time limits, failure to exploit the invention was due to legal, technical or economic
reasons beyond the power of the owner of the patent, it may decide to allow him a sufficient
period of grace for the exploitation of the invention.

(5) If it is determined that the patent owner has abused of or exercised the rights conferred by

the patent in a manner that is contrary to fair competition, such as:

(a) Fixing exorbitant prices for the patented products or preferential treatment of agents with
regards to prices and sales conditions.

(b) Failure to supply the local market with the patented product, or supplying it under
prohibitive terms.

(c) Stopping the production of the patented item or its production in a disproportionate
manner, given the production capacity and the market needs.

(d) Undertaking acts or practices which have adverse effect on the free competition, according
to the prescribed legal norms.

(e) Exercising of the rights conferred by the this Law in a manner that adversely affects the
transfer of technology.

In all above cases, the non-voluntary license is granted without recourse to negotiation or the
expiry of a time limit thereto, even if the non-voluntary license is not intended to satisfy the
needs of the domestic market.

The Patent Office may refuse to terminate the non-voluntary license, where the conditions that
called for it are likely to remain or to reoccur.



SCP/30/3
Appendix, page 123

The compensation due to the owner of the patent shall take into account the prejudice caused by
his arbitrary or unfair competition practices.

The Patent Office may revoke the patent if, two years after the grant of a non-voluntary license, it
became clear that the grant of that license was not adequate to remedy the adverse effects
caused to the national economy by the r the patent owner’s abuse of his rights or his unfair
competition practices.

Any concerned party may challenge the revocation of a patent before the Committee provided
for in Article 36, and in accordance with the conditions and procedures prescribed in the
Regulations.

(6) Where the exploitation of an invention by the legitimate patent holder requires inevitably
the use of another invention, underlying concrete technical advance as well as technical and
economical significance compared to the other, he shall be entitled to obtain a non-voluntary
license for the exploitation of the other invention, in which case the other patent holder shall
equally have the same right.

The licensed exploitation of one patent may not be assigned without the corresponding
assignment of the other.

(7) The grant of a non-voluntary license in the field of semi-conductor technology shall be
authorized for public non-commercial purposes only, or to remedy the consequences of any
unfair competition practices.

The grant of non-voluntary licenses in the cases provided for in this Article, shall be in
accordance with the rules and procedures prescribed in the Regulations.

Article 24
Where a non-voluntary license is to be issued, the following elements shall be taken into
account:

(1) A request for the grant of the non-voluntary license shall be considered on the merits of each
case. The license shall mainly seek to satisfy the needs of the domestic market.

(2) The requesting party shall prove that he has made serious attempts during a reasonable
period of time to obtain a voluntary license from the patent holder against fair compensation,
and that he failed.

(3) The patent owner may, within one month from his notification of the grant of the license,
appeal to the Committee provided for in Article 36 and in accordance with the conditions and
procedures stipulated by the Regulations, against the decision to grant the non-voluntary license
to a third party.

(4) The party requesting the grant of a non-voluntary license, or the party to whom a non-
voluntary license is granted, must have the capacity to efficiently exploit the invention in Egypt.

(5) The licensee must abide by the scope, terms and period prescribed by the decision granting
the such a license. The Patent Office may extend the duration of the license if it expires without
achieving its purpose.

(6) The use of the non-voluntary license shall be limited to the applicant; the Patent Office may
however grant it to a third party.
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(7) The beneficiary shall not assign the rights of a non-voluntary license to a third party except
with the enterprise or the part related to the exploitation of the patent.

(8) The patent owner shall be entitled to a fair compensation for the exploitation of his
invention. The amount of the compensation shall be fixed on the basis of the economic value of
the invention. He shall have the right to appeal against the compensation assessment, within 30
days of being notified the decision, before the Committee provided for in Article 36, in
accordance with the rules and procedures prescribed by the Regulations.

(9) The non-voluntary license shall lapse on the expiry of its duration. Nonetheless, the Patent
Office may decide to terminate the non-voluntary license if the reasons which led to its grant
cease to exist and are unlikely to reoccur; in which case, the procedure prescribed by the
Regulations shall apply.

(10) The patent owner may request the termination of the non-voluntary license before its
expiry, if the reasons which led to its grant cease to exist and are unlikely to reoccur.

(11) Where a non-voluntary license is terminated before its term, the legitimate interests of the
licensee shall be taken into account.

(12) The non-voluntary license may be terminated or its terms amended by the Patent Office, or
upon a request from any interested party, if within two years after the grant of the non-
voluntary license, the licensee fails to exploit the subject matter of the license or to meet his
obligations as prescribed by the license.

Article 25

Patents may