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1. Introduction

This study presents an assessment of the
possible impacts of implementation of the World
Trade Organization (WTO) Agreement on Trade-
Related Aspects of Intellectual Property Rights
(TRIPS) upon the graduation of Cambodia,
Djibouti, Senegal and Zambia from the least
developed country (LDC) category. These
countries, along with Comoros, met the criteria
for LDC graduation for the frst time at the
periodic review of the LDC category undertaken
by the Committee for Development Policy of the
United Nations (CDP) in 2021.1 If they meet the
criteria again in 2024, they may be recommended
for graduation. As part of its assessment, the
CDP will consider several inputs, including an
assessment of the impacts of graduation by the
UN Department of Economic and Social Afairs
(DESA). In this context, this study will analyse
the policy and developmental implications, for
Cambodia, Djibouti, Senegal and Zambia, of
losing access to the LDC-specifc provisions of
the TRIPS Agreement, in order to inform the
CDP’s decision and the respective governments
of the prospective graduating LDCs that are
WTO members as they prepare for graduation.
Comoros is not included in the scope of this
study as it is not a WTO member.

A fundamental transformation brought about
in global standards of intellectual property
(IP) protection after the adoption of the
TRIPS Agreement in 1994 was that all WTO

members had to provide diferent forms

of IP protection as mandated in the TRIPS
Agreement. All WTO members had to grant
patent protection in all felds of technology
without discrimination for a minimum term

of 20 years. Hence, WTO members could no
longer exclude certain technology sectors

like pharmaceuticals from the scope of

patent protection or grant lesser terms of
protection, which had been a common practice
among countries that had developed a strong
pharmaceutical industry. There are multiple
examples of how industrialized countries
developed pharmaceutical and other industries
in the absence of patent protection.?

To enable them to prepare and gradually

work towards the implementation of the

TRIPS Agreement, developing countries were
generally allowed to delay the application of the
agreement for a period of Fve years. In addition,
developing countries that did not extend patent
protection to certain areas of technology, such
as pharmaceuticals, could delay application

of the provisions relating to patents in these
areas of technology for an additional period of
fve years. LDCs were granted special longer
transition periods, of 10 years, extendable upon
a duly motivated request to the TRIPS Council
by any LDC member. The general transition
period for LDCs has been extended three times
by the TRIPS Council, most recently until 1 July
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2034. The LDC-specifc transition period for from the LDC category, these transition periods

pharmaceutical products has been extended no longer apply. Graduated countries that are
twice and is currently available until WTO members are obligated to implement
1 January 2033.2 When countries graduate all the provisions of TRIPS.

3 ;83 c6IWTSRHIRK XS PIEWX HIZIPSTIH GSYRXVIIW WT IGIEP R THW IR IRXIRIGXYEP TVST 1VX]D %ZEIPEFPT VSQ LXXTW [ LIL [XS SVK IRKPAWL XVEXSTCI XVITWCI PHGCI LXQ.
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2. WTO TRIPS Agreement
and its Flexibilities

While the TRIPS Agreement has led to some

4 TEWSW L “SWIE c-RXIVIVIXIRK XL T *PINIFIPIXITW ORHIVXLT 86-47 %KVIIQIRXD IR "EWSW 1. "SWIEERH 61XS 1. ,IX] IHW Access to Medicines and Vaccines
TTUWRKIV "LEQ %ZEWEFPI VSQ LXXTW  HSH SVK c.
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BOX 1
Flexibilities Derived from TRIPS


https://ipaccessmeds.southcentre.int/wp-content/uploads/2018/12/Public-Health-Related-Flexibilities-in-the-TRIPS-Agreement.pdf
https://ipaccessmeds.southcentre.int/wp-content/uploads/2018/12/Public-Health-Related-Flexibilities-in-the-TRIPS-Agreement.pdf

standards of IP protection are absent in the LDCs.
Strong IP protection in such a context can stife
technological learning and severely impede the
development of a technological base.> As noted
by United Nations Conference on Trade and
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3. Impact of Loss of LDC-specifc
~lexibilities and TRIPS
mplementation

This section analyses the extent to which the
LDC-specifc TRIPS fexibilities have been used

by the four prospective graduating countries

that are WTO members, the major manufacturing
industries that could be impacted due to the

loss of the Fexibilities and introduction of

patent protection, and the lef3eF51l, andinstituctioalg

7 7YIWI ASSR ¢(SIW86-47 %VX YRGSYVEK I 8IGLRSPSK] BVERWIIV XS O ™ Wi %R %REPIWIW SJ * SYRKV] 7YFQINMISRW XS XL1 86-47 * SYRGIP 4896]
&WI2s  -=87( (IGIQFIV T %ZEWEFPI JVSQ LXXTW YRGXEH SVK WIWXIQ SPIW S&GIEP HSGYQIRX ITWCTF CIR THJ.
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3.1. Senegal

Senegal has been a member of the WTO since

its establishment. It is also a contracting party
to the Bangui Agreement Instituting an African
Intellectual Property Organization® and thereby
a member of the African Intellectual Property
Organization (OAPI). The Bangui Agreement
constitutes the main IP law of the country

since it has the force of national law in OAPI
member States. This means that the utilization
of the TRIPS Fexibilities, including LDC specifc
Texibilities, by a country that is an OAPI member

COMMITTEE FOR DEVELOPMENT POLICY BACKGROUND PAPER NO. 57
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Figure 2

Patent applications of Senegalese origin filed in OAPI, 1980-2021 (number of applications)
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Intellectual Property Organization (WIPO)
statistics, the overall number of patent
applications of Senegalese origin through the
OAPI oFce is modest. The majority of patent
applications Ffled through OAPI are of foreign
origin. Two hundred and forty-four patent
applications Fled in OAPI between 1981-2021
were of Senegalese origin, comprising 1.9 per
cent of patent applications Fled in OAPI during
this period. Of these, only 54 applications

have resulted in a grant, with a grant rate of
approximately 25 per cent. Most of the patent
applications originating from Senegal have been
Ffled after the adoption of the revised Bangui
Agreement in 1999.

It should be noted that though OAPI acts as the
patent oFce for all its member States including
Senegal, it does not carry out substantive
examination of patent applications and acts
essentially as a registration oFce.'? Patent
search and examination functions are outsourced
by OAPI to WIPO and the European Patent

OFce (EPO).12

12 :E[HEERH 7LS"I supra RSXI T

Pharmaceuticals, chemicals and biotechnology
comprise the leading technology sectors in

terms of overall patents granted by OAPI. The
overwhelming majority of patents granted on
pharmaceuticals, and related sectors of organic
chemistry, macromolecular chemistry and
polymers, and biotechnology belong to patentees
from developed countries such as the United
States, France, Germany, the United Kingdom,
Belgium, and other European countries. More
than 1,000 patents granted in these technology
sectors are owned by patentees from these
countries, while patents of Senegalese origin in
the pharmaceutical and biotechnology sectors
have been low in absolute terms. Between 2000
and 2021, only fve patents in pharmaceuticals
and one patent in the biotechnology sector have
been granted by OAPI, out of a total of 35 granted
patents of Senegalese origin across all technology
sectors. This clearly shows that there is overall
dominance of developed country patentees.

The patents granted by OAPI are in force in
Senegal as well. The 2015 Act of the Bangui

13 711 "EVSPIR CHIVE 8LI -QTPIQIRXEXSR +EQI 8L1 86-47 %KVITQIRXERH XL 1 +PSFEP 4SPIXIGW SJ -RXIFPIGXYEP 4VSTIVX] 6 1ISVQ IR (1ZIPSTIRK " SYRXIIW 3\JSVH

ORIZIVWIX] 4VIWW T
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Agreement which entered into force in 2022

also grandfathers patents granted under the
1999 Act which are in force in a member State.'*
According to the MedsPaL database'®, a number
of patents have been granted and will be in force
for Senegal on pharmaceutical products during
the current decade. These include patents on
antiretroviral drugs, drugs for the treatment

of tuberculosis, diabetes, cancer, COVID-19,

and others. In this context it is important to

note that although Senegal could not exclude
pharmaceutical products from patent protection
under the 1999 Act of the Bangui Agreement,

in 2006 Senegal waived patent protection for
antiretroviral drugs through a procurement
letter allowing the procurement of generic
antiretroviral drugs. However, Senegal has not
adopted domestic legislation to make the LDC
transition period self-executing. The 1999 Act

of the Bangui Agreement did not allow this,

and though the revised 2015 Act of the Bangui
Agreement allows LDC member States to exclude
pharmaceutical products from patent protection,
domestic legislation implementing such
exclusion has not been adopted.

Given that the pharmaceuticals sector has
received most applications and grants in Senegal
through OAPI, and patenting activity in this
sector shows a consistent trend over the medium
to long term, it can be assumed that this trend
will continue after LDC graduation. It will be
important to look at the implications of this
trend in the context of the emphasis being placed
on the development of the local pharmaceutical
industry by the government in Senegal.

The three biggest industrial sectors in Senegal
are electricity, water and gas industry followed
by the construction industry and the chemical
industry (including pharmaceuticals).’® In the
context of the Plan for an Emerging Senegal

14 %VXIGPL &ERKYI %KVITQIRX %GX SJ
15
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https://www.epo.org/news-events/news/2022/20220329.html
https://www.wto.org/english/thewto_e/acc_e/factsheet_cambodge_e.htm
https://www.wto.org/english/thewto_e/acc_e/factsheet_cambodge_e.htm

1. to fully apply Articles 3, 4 and 5 of TRIPS that
provide for, inter alia, national treatment
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upon graduation and consequent extension of
patent protection to pharmaceutical products
could restrict the scope for generic competition
within Cambodia for both imported or locally
manufactured generic medicines.?*

Industrial development was given policy priority
by the government since the 1990s. The textiles
industry is the largest industrial sector in
Cambodia. However, this sector is currently not
excluded from patent protection in Cambodia.

In this context it is interesting to look at the extent
of the current patenting activity in Cambodia.

The WIPO IP Statistics Database shows that the
current level of patenting activity in Cambodia

is low. A total of 1,273 patents have been fled in
Cambodia, out of which only 7 are resident patent
applications. Of these, only 279 patents have

been granted. All granted patents (which include
all technology sectors except pharmaceuticals)

are of foreign origin. Disaggregated data on the

24 ALIRL 7SZEXL % "SRXINXYEP *VEQI [SVO JSV (IWIKRIRK ERH -QTPIQIRXIRK OE [W ERH 4SPIGHIW XS 4VSQSXT %GGIWW XS L IHIGIRIW IR *EQFSHIED %ZEIPEFPT VSQ
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Grant of Patents and Utility Model Certifcates

COMMITTEE FOR DEVELOPMENT POLICY BACKGROUND PAPER NO. 57

17


https://www.epo.org/law-practice/legal-texts/official-journal/information-epo/archive/20180209.html
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patents that will have to be granted in Cambodia
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Another issue is capacity to implement TRIPS account for more than three quarters of GDP.
and grant patent protection based on robust Productivity in the agricultural sector is very low
patent examination. WIPO IP statistical data for
Cambodia shows that between 2016 and 2021

the Cambodian IP ofFce had 4 patent examiners.
This implies that upon graduation, Cambodia

will continue to have very limited capacity. It

will be critical for Cambodia to expand its patent
examination capacity in the lead up to graduation,
particularly in respect of pharmaceutical patent
claims, and reduce the dependency on patent
grants through validation of grant decisions taken
by foreign patent o¥ces. Patent cooperation

and validation agreements with foreign IP

oTces should be revised to particularly exclude
pharmaceutical patent claims from their scope.

At the same time, Cambodia should amend its
domestic law and implementing regulations

to eliminate TRIPS plus provisions that extend
patent linkage and data exclusivity in respect of
pharmaceutical products.

3.3. Djibouti

Djibouti is an original member of the WTO. Until
2009 it did not have an IP law. This situation

was consistent with the transition period that

is accorded to LDCs under article 66.1 of TRIPS.
Since the adoption of the main IP law — Law No.
50/AN/09/6L of 19 July 2009 — patent protection

is available in Djibouti in all Felds of technology.
Hence, currently Djibouti does not make use of the
TRIPS transition periods available to it as an LDC,
even for pharmaceutical products.

The economic growth of Djibouti is largely driven
by revenues generated from ports and military
bases rented to foreign contingents, taking
advantage of Djibouti’s strategic location as a
maritime trade hub. The structure of Djibouti’s
economy is dominated by the services sector,
particularly port activities and fnance, which

29 8LI 1 :%EWE TIVGIRXEKI SJ +(4 ISV CNIFSYXI W -R GSQTEVIWSR XL1 1 :% JSV "EQFSHIE 7IRIKEP ERH >EQFIE EVI ERH VIWTIGXIZIP] 8LI 5 SWH
&ERO 1ERYJEGXYWRK zEPYI %HHIH  SJ+(4 %ZEWEFPI VSQ LXXTW HEXE ['SVPHFERO SVK IRHIGEXSV 2= -2 (1%2* >7.

30 *IXGL 7SPYXISRW ¢LERYJEGXYVIRK IR )EWX %IWGE (NFSYXID ,/8(C" 6IWIEVGL %YKYWX %ZEWEFPT VSQ LXXTW  VIWIEVGL LOXHG GSQ IR EVXIGPI
17 1(5 2.
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Therefore, despite being in the graduation
process, Djibouti lacks a sound and viable
technological base. It will also remain vulnerable
to climatic variations and external shocks due

to its predominant reliance on servicing trade

COMMITTEE FOR DEVELOPMENT POLICY BACKGROUND PAPER NO. 57
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function that prevents the grant of frivolous
patents. As Djibouti only conducts a formality
examination to review that all the requirements
under the patent application form have been
complied with, there remains the possibility
that granted patents in Djibouti may not meet
the substantive patentability criteria. Currently,
Djibouti receives very few patent applications. It
would therefore need less examiners to conduct
substantive examination of these applications.
Hence, instituting a substantive examination
system may not be very cost intensive.

The industrial property law of Djibouti also does
not contain any provision making use of the
exceptions to patents rights that are permissible

COMMITTEE FOR DEVELOPMENT POLICY BACKGROUND PAPER NO. 57
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dominant technology sectors in terms of patent
grants in ARIPO members are pharmaceuticals,
organic fne chemistry (associated closely with
pharmaceuticals), and basic materials chemistry
(also related closely to pharmaceuticals) with the
share of 19.8, 15.3 and 8.8 per cent out of total
technologies in which the patents are granted.
While the overall patent Fling in Zambia declined
after 2005, grant of patents in these technology
sectors has increased during this period, with
pharmaceuticals being the largest technology sector
in terms of patents granted by ARIPO between

2005 and 2021. None of these patents seem to be

of Zambian origin. Thus, the biggest impact of
patenting activity in ARIPO is on the chemicals and

COMMITTEE FOR DEVELOPMENT POLICY BACKGROUND PAPER NO. 57



Zambia Pharmaceutical Manufacturing Initiative
with the objective of strengthening local
pharmaceutical manufacturing.®!

In this context, the major impact of the

loss of LDC-specifc Fexibilities will be

with regard to the development of the local
pharmaceutical industry, given that the majority
of the LDC-specifc Fexibilities are related to the
pharmaceutical sector. If the transition period for
LDCs were to be available after graduation, Zambia
could have excluded the pharmaceutical sector
from the scope of patent protection and support
the development of the local pharmaceutical
industry. Even in the case of pharmaceutical
patents granted by ARIPO, if the LDC specifc
transitional waiver had been applied by Zambia, it
could have refused to recognize the patent grant
decisions by ARIPO within the stipulated time
frame for such notifcation provided in the Harare
Protocol. However, following graduation Zambia
will have to pursue the objective of development
of a local pharmaceutical industry while providing
patent protection to foreign pharmaceutical
companies. It will also not be able to reject any
pharmaceutical patent granted by ARIPO merely on
the ground that such patents are excluded from the
scope patent protection.

Although Zambia does not exclude pharmaceutical
products from patent protection as an LDC, and

it will not be able to do so after graduation, it
adopts a strict approach towards patenting of
pharmaceutical products and excludes “new uses
of a known product, including second use of a
medicine” from patentability.*? Such exclusion

of a type of pharmaceutical product can be

done even after LDC graduation. However, a

major impediment in application of this strict

41 <IRLYE c>EQFIE XS FSSWX QERYJEGXYWRK SJ TLEVQEG I YXIGEP TVSHYGXWD 3GISFIV %ZEPEFPT VSQ LXXTW  IRKPWL RI[WGR
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4. Conclusions and

Recommendations

In the context of the prospective graduation of
Cambodia, Djibouti, Senegal and Zambia from

the category of least developed countries and

the implications of the consequent loss of the
Texibilities specifcally available to LDCs under the
WTO TRIPS Agreement, this study has found that
none of the LDCs that are the focus of this study
have made use of the general transition period
available under article 66.1 of TRIPS. Moreover,
among these countries, only Cambodia has made
use of the transition period waiving obligations

to extend patent protection and protection of
undisclosed information for pharmaceutical
products as stipulated in the TRIPS Agreement until
1 January 2033. This means that even before their
graduation, all these LDCs grant patent protection
in all Felds of technology as mandated under article
27.1 of TRIPS, apart from Cambodia which excludes
pharmaceutical products from patent protection.
The extent of patenting activity in these countries,
except for the pharmaceutical sector in Cambodia,
will remain much like it is at present after graduation
from the LDC category.

Besides the transition period available to LDCs,
another consequence of graduation in terms of
LDC-specifc provisions in TRIPS will be the end
of any obligation under article 66.2 of TRIPS for
developed countries, to provide incentives to
enterprises or institutions in their territories for
transfer of technology to LDCs. However, current
reporting of implementation of this obligation
by developed countries shows that many of the
initiatives or schemes reported in the various
submissions made to the TRIPS Council in this
regard are not specifc to LDCs. Indeed, many

non-LDC developing countries are also benefciaries
of the reported initiatives. Moreover, most of the
reported initiatives are not specifc incentives aimed
at frms or institutions in developed countries to
transfer proprietary technologies to LDCs, but are
broader technical assistance and capacity-building
activities for individuals and institutions from
developing countries and LDCs. Article 66.2 of
TRIPS has not been appropriately implemented

by developed countries and hence its continued
non-availability to LDCs will not have any diferent
implications for LDCs.

With regard to the Fexibility available to LDCs to
use article 31 bis of the TRIPS Agreement to import
a patented medicine or vaccine without having to
notify its intent to use the system, the implication
of the loss of this Fexibility will be minimal. An LDC
desirous of using the system to import medicines
can issue a general notifcation of its intention to
use the system to comply with this requirement.

In practical terms, if a graduated LDC seeks to use
the system, it will have to overcome the systemic
impediments that have led to only one instance of
use of the system since its inception.
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origin predominate across technology sectors

in the countries under analysis. The highest

levels of patenting activity with a dominance

of foreign patentees are in the chemicals and
pharmaceuticals sector in Senegal and Zambia,
based on data on patent applications and grants by
the OAPI and ARIPO of which Senegal and Zambia
respectively are members.

The dominance of foreign patent applications
and grants in the pharmaceuticals sector shows
that the most signifcant impact in terms of
patenting activity in Senegal and Zambia will be
in the pharmaceutical sector. In both countries,
development of a strong and competitive local
pharmaceutical industry has been identifed as a
matter of policy priority. However, the existence
of patents held by foreign frms can enable the
patentees to create entry barriers for local generic
manufacturing.**

Even though Cambodia has made use of

the TRIPS transition period to exclude
pharmaceutical products from the scope of
patent protection, it has still allowed the Fling
of patent applications on pharmaceutical
products during the transition period under a
mailbox system. However, there is no obligation
under TRIPS for any LDC making use of the
transition periods to establish a mailbox system.
The MedsPalL database indicates that a number
of patent applications on pharmaceutical
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of a patent, in order to thoroughly assess the
merits of all patent applications, particularly
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