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Executive Summary

Introduction

The Agreement on Trade-Related Intellectual Property
Rights (TRIPs Agreement) set minimum standards
for protection intellectual property rights (IPRs) for
all fields of technology, including the pharmaceutical
sector. However, to limit the potential effects of
strong IPR protection on access to medicines, it
provides for a set of flexibilities, including compulsory
licensing, parallel importation, ‘bolar provision’, and a
transition period during which least developed
countries (LDCs) do not have to grant patents on
pharmaceuticals.

Objective

The overall objective of this study was to assess the
extent to which Kenya and Uganda have implemented
the TRIPs flexibilities and the effect of patents on the
prices of medicines for HIV, tuberculosis (TB), cancer
and Hepatitis C.

Methodology

A desk review was conducted to assess the extent to
which the legal, policy and institutional frameworks
have incorporated the TRIPs flexibilities.

Secondary data on patents and prices of 75
selected medicines for HIV, opportunistic infections,
TB, cancer and hepatitis C was obtained from online
resources. Medicine price information was extracted
from the Management Sciences for Health (MSH)
International Drug Price Indicator Guide.

Primary data was collected through field interviews
with representatives of national intellectual property
offices, pharmaceutical manufacturers, country offic-
es of the World Health Organization (WHO), the min-
istries responsible for trade and health, and
research institutions.

TRIPs flexibilities in the legal and policy frameworks

The policy frameworks of both Kenya and Uganda
aim to promote the use of intellectual property rights
(IPRs) to encourage innovation and technological de-
velopment. Kenya’s policy for science, technology and
innovation of 2012 aims to ‘develop and implement a
robust system of identifying, evaluating, recognizing,
protecting intellectual property rights (IPRs) and re-
warding excellence in science, technology and inno-
vation activities.’

There has been minimal exploitation of any legal
reforms to aid access to affordable medicines
due to limited technological and manufacturing
capacity of Kenya and Uganda.

On the other hand, Uganda’s National Intellectual
Property Policy has three objectives: 1) to establish
appropriate infrastructure that supports innovation
and creativity; 2) to develop human capital for the IP
value chain; and 3) to enhance utilization of the IP sys-
tem. The key elements of the policy are promotion of
technology transfer and integration of IP into the pro-
ductive and service sectors.

On the side of the legal frameworks, Kenya enacted its
Industrial Property Act in 2001, while Uganda enacted
hers in 2014, as the principal patent laws. Kenya’s In-
dustrial Property Act provides for compulsory licens-
es, government use order, voluntary licenses, parallel
importation and Bolar provision. Uganda’s law incor-
porates all these flexibilities, as well as the transition
period for patents on pharmaceutical. However, while
Uganda’s law emphasizes novelty, the patentability
criteria in Kenya’s law is not considered strict enough
to prevent abuse.

However, incorporating the TRIPs flexibilities into na-
tional laws alone cannot on its own solve IPR-related
challenges to access to medicines in developing coun-
tries. There has been minimal exploitation of any le-
gal reforms to aid access to affordable medicines due
to limited technological and manufacturing capacity
of Kenya and Uganda. There must be deliberate ini-
tiatives at the global, regional and national levels to
implement these provisions.

At the regional level, the African Union and the East
African Community (EAC) have both encouraged
member states and given guidance to make use of
the TRIPs flexibilities and avoid TRIPs-plus measures
in trade agreements. However, the East African an-
ti-counterfeit law contains several TRIPs-plus provi-
sions, including an overly broad definition of counter-
feits that encompasses generic medicines.



Another challenge has been limited capacity of East Af-
rican countries to examine patent applications, which
has made them rely on the Africa Regional Intellectual
Property Organization (ARIPO), which has reportedly
granted some patents on behalf Uganda despite LDCs
having an exemption.

In terms of the institutional frameworks, Kenya Indus-
trial Property Institute (KIPI), established by the Indus-
trial Property Act 2001, is the main IP office in Kenya,
while Uganda Registration Services Bureau (URSB) is
a statutory body with the mandate to administer IPR
in Uganda. These institutions receive and consider IPR
applications, and grant, register and administer IPRs,
among other functions.

Patent status of medicines

In Kenya, out of 140 possible patents on 21 ARV prod-
ucts, 23 patents had been granted and were still valid.
Manufacturers of ARVs had not filed for 47 patents,
and 70 patents had expired by the time of the study.
On the other hand, out of 116 possible patents on 19
ARVs in Uganda, 16 had been granted and were still
valid; 42 had not been filed; and 58 had expired.

The link between patent status and prices was mixed,
but newer medicines which were more likely to be on
patent overall had higher international supplier pric-
es. ARV prices increased with newer medicines and
with medicines for second and third line treatment.

However, in at least one case, one third line ARV
(Raltegravir) for which a patent had not been filed
was more expensive (USD 52.13 for 60 tablets) than
another third line ARV on patent (Etravirine), which
costs USD 37.98 for 112 tablets. For XDR TB, a dose of
the preferred medicine, Bedaquiline, costs up to USD
3000. The price of patented newer treatments for
Hepatitis C was very high.

The link between patent status and prices
was mixed, but newer medicines which were
more likely to be on patent overall had higher

international supplier prices.

Summary of recommendations

1)

2)

3)

4)

5)

Institutional collaboration between the minis-
tries of Health, IP office and regulatory insti-
tutions should be strengthened to protect and
promote access to essential medicines.

Kenya and Uganda should explore using the
EAC platform to utilize TRIPS flexibilities to
produce or procure generic medicines to the
benefit all member states.

Kenya and Uganda EAC should ensure that an-
ti-counterfeit legislation and bi-lateral trade
agreements do not hamper legitimate trade
in generic medicines.

As an LDC, Uganda should not grant or enforce
patents on pharmaceutical products at all.

The civil society should advocate for, and en-
gage policymakers on, the full utilization of
TRIPS flexibilities.
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1. Introduction

1.1 Background to the research problem

In the East African Community (EAC), Kenya has the
largest economy and is the only one classified as a
middle-income country, with a GDP of USD 85.9 bil-
lion and a GDP per capita of USD 1,790. The country
has an estimated population of 49.7 million people, of
whom about 17.4 million live under the international
poverty line? (or 36.1% of population; 2015 estimate).?
On the other hand, Uganda is a least developed coun-
try (LDC), with a GDP of USD 25.9 billion and a GDP
per capita of USD 604 (2017 est.).* The country has
an estimated population of 42.9 million (2017 est.),
of whom 17.3 million Ugandans (41.6% of the popu-
lation) are living below the international poverty line.’

Kenya and Uganda have a total of 34.7 million ex-
tremely poor people, who struggle to get life’s basic
necessities and face challenges accessing medicines
in the private sector, where they are unaffordable to
the poor, and have to rely on the public sector, where
stock-outs are rampant. Access to medicine is the
foundation of human advancement because it reduc-
es morbidity and mortality and improves the quality
of life for millions of people around the world.® Under
human rights principles, everyone has the right to ac-
cess essential commodities like medicines; access to
essential medicines has been widely defined to consti-
tute the right to health.”

T’Hoen® observes that unavailability of medicines in
developing countries is affected by many factors, in-
cluding “logistical supply and storage problems, sub-
standard drug quality, inappropriate use, inadequate
production and prohibitive prices.” However, prohib-
itive prices are also occasioned by the protection of
intellectual property rights (IPRs).°

1 Kenya National Bureau of Statistics. Economic survey 2018.
https://www.knbs.or.ke/download/economic-survey-2018/

2 The international poverty line is set at US$1.9 per day in 2011
Purchasing Power Parity

3 The World Bank: Poverty and Equity Data Portal

4 World Back. Uganda country data, GDP (current prices).
https://data.worldbank.org/indicator/NY.GDP.MKTP.CD?lo-
cations=UG&view=chart

5 The World Bank: Poverty and Equity Data Portal

6 Ogunaobi (2018) Broadening the conversation on the TRIPS
agreement: Access to medicines includes addressing access
to medical devices, journal of World Intellectual Property pg.
70-87 available at willeyonlinelibrary.com/journal/jwip

7 Article 12 (1) The International Covenant of Social, Cultural
and Economic Rights

8 Ellen t"Hoen, 2002. TRIPS, pharmaceutical patents, and access
to essential medicines: A long way from Seattle to Doha. Chi.
J.Int'lL. 27, 28.

9 Asabove, 27.

Kenya and Uganda have a total of 34.7 million
extremely poor people, who struggle to get life’s
basic necessities and face challenges accessing
medicines in the private sector, where they are
unaffordable to the poor, and have to rely on the
public sector, where stock-outs are rampant.

As is the case in other least developed and developing
countries, the health care systems in Kenya and Ugan-
da are under a heavy burden of providing treatment
for many communicable and non-communicable dis-
eases (NCDs), including HIV and AIDS, tuberculosis
(TB), hepatitis, cancers, cardiovascular diseases, dia-
betes and others.

Both Kenya and Uganda are among HIV high-burden
countries. In Kenya, HIV prevalence is estimated at
6% and the number of people living with HIV (PLHIV)
is estimated at 1.6 million.'° HIV and AIDS accounts
for about 15% and 29% of the health burden and an-
nual deaths, respectively.!! In Uganda, results from
Uganda Population-based HIV Impact Assessment
(UPHIA) 2016-2017 show that overall HIV prevalence
among adults aged between 15-49 years is estimated
at 6.2%.12 UPHIA acknowledges that HIV infections are
still unacceptably high in Uganda.

In the initial years, access to HIV treatment was con-
strained by prohibitive prices. The emergence of ge-
neric anti-retroviral medicines (ARVs) around 2000
contributed to a reduction in prices from about USD
10,000 per patient per year (the lowest publicly an-
nounced originator price) to about USD 350 in 2001.3
Despite the fact that more people than ever before
are enrolled on anti-retroviral treatment (ART), Ken-
ya and Uganda are yet to achieve universal access to
ART. Currently, about 1,121,938 PLHIV in Kenya are
enrolled on ART, representing about 75% coverage.'*

10 http://blog.opendata.go.ke/hiv-situation-in-kenya/
15 October 2018).

11 “NACC calls for inclusion of HIV in the NHIF to at-
tain Universal Health Care’ 24 May 2018, http://nacc.
or.ke/2018/05/24/nacc-calls-for-inclusion-of-hiv-in-the-nhif-
to-attain-universal-health-care/

12 Results of the Uganda Population HIV Impact Assessment
(UPHIA) 2016 and Uganda AIDS Indicator Survey (UAIS)
2011

13 Ellen ‘t Hoen, Jonathan Berger, Alexandra Calmy& Suerie
Moon (2011). Driving a decade of change: HIV/AIDS, patents
and access to medicines for all. Journal of the International
AIDS Society. https://www.ncbi.nlm.nih.gov/pmc/articles/
PMC3078828/

14 http://www.unaids.org/en/regionscountries/countries/kenya

(accessed




By the end of June 2016, Uganda had an estimated 1.5
million PLHIV, of whom 898,197 (60%) were enrolled
on ART.?®

PLHIV are also facing co-infections. Among PLHIV in
Kenya, TB is the single leading cause of death, with
more than 35% of those with TB co-infected with
HIV.2® In Uganda, an estimated 50% of TB patients
are also co-infected with HIV, TB is a leading killer
of PLHIV.* PLHIV are living longer and healthier lives
but are now at risk for morbidity and mortality from
NCDs.*® In addition, recent research has also indicated
that in the next 20 years, NCDs are expected to over-
take communicable disease as the leading cause of
death in sub-Sahara Africa.’® Indeed, as NCDs increas-
ingly become a global health concern, Bollyky* warns
of a new access to medicine crisis with controversy
over patented NCD medicines, especially in low and
middle-income countries where it is still difficult for
millions of people to access lifesaving medicines.

NCDs have in the recent past presented unique chal-
lenges in the health system accounting for about 27%
of deaths or almost 100,000 out of 369,000 people per
year in Kenya.?! It is estimated that by 2030, cardio-
vascular diseases, cancer and diabetes will account for
about 60% of deaths in Kenya.?? In this regard, apart
from HIV and TB, the Kenya Health Policy 2012-2030
recognizes that NCDs “represent an increasingly signif-
icant burden of ill health and death in the country”.?®
The Policy also acknowledges that NCDs accounted for
50-70% of all hospital admissions and up to half of all
inpatient deaths.?*

Organ-specific NCDs that affect PLHIV include pul-
monary arterial hypertension, lung cancer, coronary
artery disease, thyroid disease, Addison’s disease,
pancreatitis, HIV dementia, osteonecrosis, joint malig-
nancy, myositis and retinal microvasculopathy.®

15 Ministry of Health, Uganda, 2018. Consolidated guidelines
for prevention and treatment of HIV in Uganda

16 Centers for Disease Control and Prevention. Kenya exceeds
goals to address TB and HIV coinfection. https://www.cdc.
gov/globalhealth/countries/kenya/blog/kenya_tb.htm

17 Ministry of Health, Uganda, 2006. National policy guidelines
for TB/HIV collaborative activities in Uganda

18 Hyle E.P., Naidoo K., Su A.E., El-Sadr W.M., and Freedberg
K.A., 2015. HIV, TB and NCDs: What is known about the
costs, effects, and cost-effectiveness of integrated care? Jour-
nal of AIDS. ] Acquir Immune Defic Syndr. 2014 Sep 1; 67(0

1): S87-S95.
19 The civil society benchmark report (2014)

20 Bollyky T.J., 2013. Access to drugs for treatment of non-com-
municable diseases. PLoS Med 10(7): e1001485. https://doi.
org/10.1371/journal.pmed.1001485

21 http://www.who.int/nmh/countries/ken_en.pdf

22 ‘First Kenya National Forum on NCDs concludes with the Nai-
vasha Call for Action’. NCDAlliance (30 August 2011), https://
ncdalliance.org/mode/3499 (accessed 23 August 2018).

23 Kenya Health Policy 2012-2030, 5.

24 Kenya Health Policy 2014-2030, 10-11.

25 R. Dawson, W. N. Rom, K. Dheda & E. D. Bateman (2013).

PLHIV are living longer and healthier lives but
are now at risk for morbidity and mortality from
NCDs... In the next 20 years, NCDs are expected

to overtake communicable disease as the leading
cause of death in sub-Sahara Africa

Prices of medicines are high and treatment is unafford-
able, and availability is unreliable in many developing
countries.?®?’ |n addition, access to newer, more effec-
tive ARVs with less side effects is still a major challenge
due to prohibitive prices. And given the dwindling in-
ternational funding in the health sector, it is estimated
that around 830,000 people in Africa, including Kenya
and Uganda, will not be able to access ART in the near
future.?® Yet PLHIV also face the threat of co-morbidi-
ties from NCDs, for which they need medicines.

According to the social contract theory, intellectual
property (IP) is a contract between society and inno-
vators.? Society recognizes that innovation is socially
beneficial and that the knowledge underlying innova-
tion is intangible. Given that the knowledge is intan-
gible, innovators may have difficulty capturing the re-
wards from innovation. Without rewards, innovators
may stop innovating and society loses out. The solu-
tion to reward innovators is the IP system.

However, patents on pharmaceutical products and
processes provide drug companies with monopolies
over the production and marketing of medicines,
allowing them to fix prices at high rates.*° Millions of
people are denied access to medicines by high prices.3!

The new epidemic of non-communicable disease in people
living with HIV. Public Health Action. https://www.ncbi.nlm.
nih.gov/pmc/articles/PMC4463081/

26 The Lancet, 2016. Essential Medicines for Universal Health
Coverage: The Lancet Commission on Essential Medicines
Policies

27 World Health Organization, World medicines situation report,
(2011) 12, http://apps.who.int/medicinedocs/documents/
s18065en/s18065en.pdf (accessed 5 April 2016).

28 ‘Now experts concerned about cut in HIV funding’ Daily
Nation, 23 July, 2017, https://www.nation.co.ke/news/Now-
experts-concerned-about-cut-in-HIV-funding/1056-4028882-
n7rwghz/index.html

29 The IPK at, 2011. An economic perspective on IP: The social
contract theory of IP. http:/ipkitten.blogspot.com/2011/11/
katanomics-1-economic-perspective-on-ip.html

30 Cecilia Oh (2001). TRIPS, patents and access to medicines:
Proposals for clarification and reform. Third World Network
Briefing Paper: http://www.twn.my/title/drugs2.htm

31 StopAids. Access to medicines. https://stopaids.org.uk/our-
work/hiv-in-international-development/access-to-medicines/




Hence, developing countries and LDCs have an
opportunity to utilize or facilitate the utilization of the
TRIPS flexibilities as contained in the Doha Declaration
on TRIPS and Public Health (2001) and the existence
of patents should not hamper access to affordable
medicines.

1.2 Study objectives

The overall objective of this study was to assess the
extent to which Kenya and Uganda have implemented
of the TRIPs flexibilities and the effect of patents on
the prices of medicines for HIV, tuberculosis (TB),
cancer and Hepatitis C.

1) Assess the current status of the implementa-
tion of TRIPS flexibilities in Kenya and Ugan-
da’s legal and policy frameworks;

2) Ascertain the patent status of selected medi-
cines for HIV, TB, NCDs and Hepatitis in Kenya
and Uganda;

3) Analyze any linkages between the patent sta-
tus of selected medicines and their prices.

1.3 Methodology

1.3.1  Study design

The study was a mixed methods study. Quantitative
data was collected on HIV, opportunistic infections,
tuberculosis, cancer and hepatitis C medicine pat-
ents and prices while qualitative data was gathered
through a desk review of existing literature, laws and
policies on intellectual property. Primary data was
collected through field interviews and focus group dis-
cussions (FGDs).

1.3.2 Data sources

A desk review was conducted of the legal, policy and
institutional framework relevant to the study topic.

This included the TRIPS Agreement and Doha Declara-
tion; the International Covenant of Social, Cultural and
Economic Rights and other human rights instruments;
the EAC Charter and second Regional Pharmaceutical
Plan of Action 2017; the national constitutions of Ken-
ya and Uganda, the IP laws; and peer-reviewed arti-
cles, official reports, essential medicine lists (EML) and
HIV treatment guidelines of the two countries, and
other literature.

Data on medicine patent status and prices was ob-
tained from online resources between 28 August 2018
and 9 September 2018. Patent information including
description and strength of medicine, description/
details of patent such as number, patent status (filed,
granted, expired) and date of expiry were sourced
from the online Medicines Patents and Licenses Data-
base (MedsPal, http://www.medspal.org).

Patent information was compared with prices of

international supplier or buyer prices for patient

packages of medicines for supply of one month’s
refill or dose of treatment.

Medicine price information was extracted from the
Management Sciences for Health (MSH) Internation-
al Drug Price Indicator Guide accessed at http://msh-
priceguide.org/en/drug-search-page-2/.

Only medicine prices available in the MSH Interna-
tional Drug Price Indicator Guide were included in the
analysis. Analysis was made of the number patents
not filed, granted and expired. Patent information was
compared with prices of international supplier or buy-
er prices for patient packages of medicines for supply
of one month’s refill or dose of treatment.

Primary data were gathered from key informants
through personal interviews. The respondents were
from national intellectual property offices, pharma-
ceutical manufacturers, country offices of the World
Health Organization (WHO), the ministries responsi-
ble for trade, ministries of health and research insti-
tutions.

1.3.3  Data collection procedures

We prepared a medicine list of 75 medicines for the
study based on the EML and HIV treatment guidelines
of the two countries. The list included 44 medicines
for HIV, four medicines for opportunistic infections,
15 anti-TB medicines, four anticancer medicines, and
eight hepatitis C medicines.

The study team logged onto the portal (http://www.
medspal.org) and fed individual medicine names using
International Nonproprietary Name (INN) and strength
into the product or keyword search engine, specifying
the country whose medicine patent was being
searched. The search results were then retrieved
with details on product strength, patent description,
license, patent application number, patent expiry date
and patent status.

Key areas that informed the original data extraction
tool included generic name, patent number, nature
of protection, foreign priority date, filing date, patent
expiry date and the patent status.



The data extraction tool was modified to include ad-
ditional areas that were found on the online database
including medicine strengths, patent description, li-
cense description and innovation title that informed
the final data extraction tool.

For medicine price information, the product name
was fed into search engine at http://mshpriceguide.
org/en/drug-search-page-2/. Procurement price (in
USD) of the product (with the strength of choice) was
chosen from the list. Procurement prices are provided
as either median supplier or buyer prices.

The preliminary findings of the study were validated
at a stakeholder meeting held 6-8 November 2018.
The meeting was attended by 35 representatives of
civil society, IP consultants and government officials.

1.3.4  Data analysis

We examined medicines extracted from the database
(MedsPal) for status of patents, patent description,
number of patents, and year of patent expiry. We
matched medicines with supplier prices and/or buyer
prices in USD from the MSH international drug price
indicator guide.

Medicines were matched with supplier prices
and/or buyer prices in USD from the MSH
international drug price indicator guide.

1.3.5  Ethical consideration

Written or verbal informed consent was obtained
from all respondents. Information obtained has been
treated confidentially and names have not been used
in this report though positions of the respondents
may have been referred to. Permission to use quotes
in the study was obtained during the informed con-
sent process. Information collected was used only for
the purpose of the study.



2. TRIPs Flexibilities in the Legal and Policy

Frameworks

2.1 The global and regional intellectual
property rights framework

Kenya and Uganda are both members of the East
African Community (EAC), the African Regional
Intellectual Property Organization (ARIPO) and World
Trade Organization (WTQ), and signatories of the Trade-
related Aspects of Intellectual Property Rights (TRIPs)
Agreement, one of the agreements that established
the (WTO) in 1994. The East African Treaty*? requires
partners to harmonize their national health policies
and regulations in order to promote exchange of
information but also to cooperate in development of
pharmaceutical products®, among others.

The TRIPs Agreement set minimum standards for IPR
protection of both process and product patents in all
fields of technology, including the pharmaceutical sec-
tor.3* As WTO members, Kenya and Uganda are obli-
gated to protect IPRs through enacting and enforcing
national intellectual property (IP) laws that are com-
pliant with the TRIPs Agreement.

In the beginning, the TRIPs Agreement raised fears
among developing and least developed countries
(LDCs) that it could impede access to medicine by giv-
ing monopoly powers to producers in technologically
advanced countries to raise prices and make medi-
cines unaffordable to people in low-income countries.
The negotiations that followed resulted into the incor-
poration of a set of safeguards in the Agreement com-
monly referred to as “TRIPS flexibilities”.

Article 7 of the TRIPS Agreement in particular empha-
sizes that enforcement and protection of IPR should
promote transfer of technological innovation to the
advantage of the users and producers in a manner that
is conducive to social and economic welfare and to a
balance of rights and obligations. To support that posi-
tion, Article 8 encourages WTO members to formulate
laws and regulations and adopt necessary measures
that protect public health. One of the measures that
can be taken by WTO members is to adopt strict pat-
entability criteria that ensure that only-deserving pat-
ents are granted and that “ever-greening” patents is
discouraged.

Compulsory licensing® is one of the key flexibilities
that low and middle income countries can use to
promote access to medicine. This provision gives
WTO members authority to grant the right to use a

32 Treaty Establishing the East African Community
33 Article 118 of the East African Treaty

34 Article 27(1) of the TRIPs Agreement.

35 Article 31 of the TRIPS Agreement

The TRIPS Agreement emphasizes that
enforcement and protection of IPR should
promote transfer of technological innovation to
the advantage of the users and producers in a
manner that is conducive to social and
economic welfare and to a balance of
rights and obligations.

patent without permission from the patent holder
under certain conditions. A government can also use a
patent without the consent of the patent holder for its
own purposes. This is also referred to as ‘government
use’. In both cases, royalties are payable to the patent
holder.

However, utilization of compulsory licensing became
difficult and poor countries that attempted to make
use of it experienced a lot of pressure from nations
with patented medicines. In 2001, the Doha Declara-
tion® clarified that members have the freedom to de-
termine the grounds upon which to grant compulsory
licenses.

Another challenge was that under Article 31(f) of the
TRIPs Agreement, medicines produced under compul-
sory license were to be limited to the domestic mar-
ket. This provision made the flexibility redundant for
countries that have limited market capacity and found
it more visible to import from other developing coun-
tries, such as Brazil and India that produce affordable
generic medicines. The Doha Declaration (paragraph
6) recognized the problem and promised a solution
which came in the form of the Decision of 30t August
2003 which introduced a special compulsory license
for exports.?’

Other key flexibilities in the TRIPS Agreement include
“parallel importation” and “bolar provision”. Parallel
importation allows low-income countries to purchase
a patented medicine from a third party country if it is
accessible at a lower price, while the bolar provision
gives exceptions for research and market approvals
for purposes of expedited market entry when patent
eventually expires.

36 Article 5 of the Doha Declaration
37 WTO. TRIPS and public health: notifications. https://www.
wto.org/english/tratop_e/trips_e/public_health _e.htm



The exclusion of therapeutic, surgical and diagnostic
methods from being patented also forms part of the
flexible provisions available to WTO members.

The most relevant flexibility is possibly the waiver
granted to LDCs, given that Uganda and other East Af-
rican countries save Kenya, are categorized as LDCs.
Under Article 66 (1), LDCs are not required to imple-
ment the provisions of the TRIPS Agreement during
the transition period, which in respect of pharmaceu-
ticals patents, has since been extended to 2033. The
spirit of this provision however, is to allow transfer of
technology by the developed countries in order to fa-
cilitate the development of pharmaceutical manufac-
turing capacity in LDCs.

Uganda has made an attempt to utilize the LDC tran-
sition period to grow its manufacturing capacity
through a partnership between CIPLA and Quality
Chemicals, currently producing generic medicines for
HIV and malaria. However, this has not yet translated
into cheaper medicines.®

Further affirmation of the available policy space was
made through the Doha Declaration of 2001 which
gave primacy to public health interests over individu-
al rights of patent holders. Paragraph 4% categorically
stated that;

“... the TRIPS Agreement does not and should
not prevent members from taking measures to
protect public health and it should be interpret-
ed and implemented in a manner supportive of
WTO members’ right to protect public health, in
particular access to medicine for all.”

Despite this policy space, there is fear that Free Trade
Agreements between developing and developed
countries pose a risk of undermining the effective use
of TRIPS flexibilities for public health.*’ Although WTO
members are not under any obligation to protect IPRs
beyond what is provided under the Agreement*, re-
ports indicate that the ability to utilize the TRIPS flex-
ibilities is being gradually eroded by various bilateral
and regional agreements being negotiated with devel-
oped countries.”? Developing countries are constantly
faced with the dilemma of entering into agreements
with “TRIPs-plus” provisions as precondition for ac-
cessing some foreign markets, which is undermining
the utilization of TRIPs flexibilities to protect public
health in their own countries.

38 Flavia Nassaka (2016). NMS, Cipla bickering over expensive
HIV/AIDS drugs. The Independent, October 25, 2016

39 Doha Declaration on TRIPS Agreement and Public Health

40 Musungu, S.F. & Oh, (2006). The Use of Flexibilities in
Trips by Developing Countries: Can they Promote Access to
Medicines?

41 Article 1 TRIPS Agreement

42 Guidelines for Implementation of Trips Flexibilities in
National Legislation to Improve Access to medicines in the
West African Region published in October 2012 by West
Africa Health Organization

The East African Regional Intellectual
Property Policy on the Utilization of Public
Health-Related WTO Flexibilities and the
Approximation of National Intellectual Property
Legislation encourages and guides EAC member
states to incorporate TRIPs flexibilities
into their national laws

These concerns among others, have prompted a num-
ber of initiatives by different international bodies in-
cluding UN agencies. In 2008, the World Health As-
sembly adopted Resolution 61:21 which endorsed the
Global Strategy and Plan of Action on Public Health,
Innovation and Intellectual Property with the aim of
improving the delivery of, and access to, health prod-
ucts by overcoming barriers to access. This strategy
acknowledged the importance of Article 7 of the TRIPs
Agreement and emphasized the need for technology
transfer.

In July 2010, Unitaid established the Medicines Patent
Pool (MPP), which MPP negotiates with patent holders
for production licenses for medicines for HIV, hepatitis
C and tuberculosis. These licenses enable lower-cost
manufacturers to produce and distribute patented
medicines in developing countries and LDCs, including
Kenya and Uganda. As of 2018, the MPP held licenses
for 13 HIV ARVs, two HCV ARVs and one investigational
treatment for TB from several patent holders, includ-
ing AbbVie, Bristol-Myers Squibb, Gilead Sciences,
MSD, Viiv Healthcare, and others.®

In 2013, the EAC developed the East African Regional
Intellectual Property Policy on the Utilization of Public
Health-Related WTO Flexibilities and the Approxima-
tion of National Intellectual Property Legislation. This
policy encourages and guides member states to incor-
porate TRIPs flexibilities into their national laws. The
TRIPS Agreement requires WTO members to incorpo-
rate the flexibilities into their national laws if they are
to utilize them.

The expected outcome of the policy is to enable mem-
ber states optimise access to health products and
medical devices, achieve public health objectives,
broaden public domain in order to ensure that health
products and services affected by IPRs are available
and accessible at affordable prices to people of East
Africa, as well as promote pharmaceutical manufac-
turing and innovation industries in the region.

43  William New. Medicines Patent Pool Nails Down Another
Key Pediatric Drug. Intellectual Property Watch, 24/02/2015.
https://www.ip-watch.org/2015/02/24/medicines-pat-
ent-pool-nails-down-another-key-paediatric-drug/




The African Union also created a roadmap which has
three strategic pillars which include access to medi-
cines, local production and regulatory harmonization
where members are encouraged to incorporate TRIPs
flexibilities and avoid TRIPs-plus measures in trade
agreements.

However, some regional engagements pose their own
set of challenges. While the EAC has exhibited strong
political will to promote access to essential medicines
as reflected by the policy and guidance on the utili-
zation of TRIPs flexibilities, there are fears that the
East African anti-counterfeit law may undermine the
utilization of the flexibilities. The law contains several
TRIPs-plus provisions, including an overly broad defi-
nition of counterfeits that encompasses generic med-
icines.

Another challenge has been limited capacity of East
African countries to examine patent applications,
which has made them rely on ARIPO, which has re-
portedly granted some patents on behalf Uganda de-
spite LDCs having an exemption.

Kenya enacted the Industrial Property Act in 2001,
while Uganda enacted its Industrial Property Act in
2014, incorporating TRIPS flexibilities. These laws
constitute the main frameworks for the domestic im-
plementation of IPRs in line with member-state obli-
gations under the TRIPs Agreement. However, incor-
porating the TRIPs flexibilities into national laws alone
cannot on its own solve IPR-related challenges to ac-
cess to medicines in developing countries and LDCs.
There must be deliberate initiatives at the global, re-
gional and national levels to implement these provi-
sions.

2.2 Kenya’s legal, policy and institutional
framework

The policy and legislative environment is crucial in fa-
cilitating the full utilization of TRIPs flexibilities. In this
subsection, we review Kenya’s legal and policy frame-
work in order to establish the opportunities and gaps
on access to medicines in Kenya.

2.2.1 National policy
Vision 2030

Vision 2030 is the ‘vehicle for accelerating transfor-
mation of [Kenya] into a rapidly industrializing mid-
dle-income nation by the year 2030.%* Vision 2030
therefore, has three main pillars: economic and macro
pillar; political pillar; and social pillar. The social pillar
recognizes the health sector and specifically health
products and technologies. The Vision 2030 docu-
ment also identifies the following strategies aimed at
ensuring ‘quality drugs and commodities for service
delivery’:

44  http://vision2030.go.ke/.

The Government of Kenya’s “the big four”
agenda of food security, affordable housing,
manufacturing, and affordable healthcare for all,
especially the latter two components) is relevant
to access to medicines

= Defining and applying an evidenced-based essen-
tial package of health products and technologies;
Kenya’s essential health package is expected to
rely on among other things generic medicines,
which will require that Kenya fully utilizes the
TRIPs flexibilities.

= Establishing rational appraisal mechanism for
health product and technologies, to ensure that
generic medicines are easily accessible in Kenya.

=  Promoting local production, research and innova-
tion of essential health products and technologies,
which will require the utilization of the flexibility
on production of generic medicines locally.

= Ensure availability of affordable, good quality
health products and technologies, which will re-
quire the availability of generic medicines in the
country.

Vision 2030 is being implemented in stages through
medium terms plans. In 2018, Government of Kenya
launched the third medium term plan laying out “the
big four” agenda of food security, affordable housing,
manufacturing, and affordable healthcare for all. The
manufacturing as well as affordable healthcare for all
agenda are particularly relevant to access to medi-
cines.

Kenya AIDS Strategic Framework 2014/15

The main policy document for HIV and AIDS is the
Kenya AIDS Strategic Framework (KASF) 2014/15-
2018/19.*° The vision of KASF is ‘[a] Kenya free of
HIV infections, stigma and AlIDS-related deaths.” One
of the priority areas is to increase coverage of care
and treatment and reduce the loss in cascade of care.
The document warns that the increase in the number
of people under care and treatment will impose a
heavy burden on the health system in Kenya at both

45 ‘Kenya AIDS Strategic Framework (KASF)
2014/15-2018/19’https://nacc.or.ke/wp-content/up-
loads/2015/09/KASF_Final.pdf (accessed 2 October 2018)
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the national and sub-national levels.*® There is no
mention of the effects of IPR on access to ARVs or any
other medicines.

Kenya Health Policy

The Kenya Health Policy covers the issue of access
to medicines from an IPR point of view. It provides
as follows: “Ensuring availability of affordable, good
quality health products and technologies. This shall
be done through full application of all options (e.g.,
promoting use of generics and exploiting all provisions
in the trade-related aspects of intellectual property
rights) and public health safequards relating to health
products and technologies, through multi-sectoral in-
terventions on trade, agriculture, food, and related
sectors.”*”

Whereas these provisions may require the full utiliza-
tion of the TRIPs flexibilities since health products and
technologies need to be affordable by policy, there is
need to comprehensively address IPR issues and ac-
cess to medicines issues in the policy.

Policy framework for science, technology and
innovation

Kenya’s policy framework for science, technology and
innovation was put in place in 2012 aiming to trans-
form Kenya into a knowledge-based economy in line
with Vision 2030.*% The policy is based on the princi-
ple of reward and recognition, elaborated as follows:
‘Develop and implement a robust system of identify-
ing, evaluating, recognizing, protecting intellectual
property rights and rewarding excellence in science,
technology and innovation activities.’*® However, the
policy fails to recognize the need to access innovation,
including through full utilization of TRIPs flexibilities.

Guidelines for Management of Tuberculosis and
Leprosy 2013

The Guidelines for Management of Tuberculosis and
Leprosy in Kenya of 2013%° recognize that proper
treatment with anti-TB medicines is important in re-
ducing mortality to less than 5%.%! The policy howev-
er, is silent about issues of IPR and access to newer TB
treatment.

46 As above, 26.

47 Kenya Health Policy 2014-2030, 52, http://publications.
universalhealth2030.org/uploads/kenya_health policy 2014
to_2030.pdf

48  Republic of Kenya Ministry of Higher Education, Science
Technology, ‘A policy framework for science, technology and
innovation’ (2012)

49 Asabove, 12.

50 ‘Guidelines for Management of Tuberculosis and Leprosy
in Kenya’ (July 2013), http://guidelines.health.go.ke:8000/
media/TB_Treatment GUIDELINES 2013.pdf (accessed 24
October 2018).

51 Asabove.

Kenya’s NCD strategy identifies interventions for
ensuring availability and affordability of quality,
safe and efficacious basic technologies for
screening, diagnosis, treatment and monitoring
of NCDs. These interventions call for utilization of
TRIPs flexibilities

National Strategy for the Prevention and Control of
Non-Communicable Diseases, 2015-2020

The National Strategy for the Prevention and Control
of Non-communicable Diseases 2015-2020 recognizes
that poor availability and affordability of quality, safe
and efficacious basic technologies and medicines for
screening, diagnosing, treating and monitoring NCDs
is a major bottleneck in NCD prevention and control.>?
Consequently, the strategy sets out activities for en-
suring availability and affordability of quality, safe and
efficacious basic technologies for screening, diagnosis,
treatment and monitoring of NCDs at the nation and
county levels;> and for ensuring availability of essen-
tial NCDs prevention and care medicines and supplies
and link this to financing mechanisms to foster access,
affordability and sustainability at the national and
county levels.>* These interventions may call for utili-
zation of TRIPs flexibilities in Kenya.

2.2.2 National laws
HIV and AIDS Prevention and Control Act, 2006

The HIV and AIDS Prevention and Control Act, 2006%°
was enacted to ‘provide measures for the prevention,
management and control of HIV and AIDS; to provide
for the protection and promotion of public health and
for the appropriate treatment, counseling, support
and care of persons infected or at risk of HIV and AIDS
infection; and for connected purposes.” Section 19(2)
of the Act expressly guarantees access to affordable
treatment for HIV or AIDS as follows: ‘The Government
shall, to the maximum of its available resources, take
the steps necessary to ensure the access to essential
healthcare services, including the access to essential
medicines at affordable prices by persons with HIV or
AIDS and those exposed to the risk of HIV infection.’

52 Kenya National Strategy for the Prevention and control of
non-communicable diseases, 2015-2020, 31.

53 Asabove, 42 and 61.

54 As above.

55  ActNo 14 of 2006.



Public Health Act

The Public Health Act®® deals with many infectious
diseases, including tuberculosis. Section 34 of the Act
provides for the power to provide temporary supply
of medicines as follows: Any municipal council may,
with the sanction of the board, themselves provide or
contract with any person to provide a temporary sup-
ply of medicine and medical assistance for the poorer
inhabitants of their district, but may at their discretion
charge for the same.’

This provision may be used to exploit the flexibility of
compulsory licenses in the interest of public health. In
practice, however, Section 34 of the Public Health Act
has never been used in Kenya. There is need to update
this Act in line with the constitutional right to health
in Kenya.

Cancer Prevention and Control Act

Also relevant is the Cancer Prevention and Control
Act,®” which is ‘[a]n Act of Parliament to provide for
the prevention, treatment and control of cancer and
for connected purposes. This Act has no provision to
facilitate affordability of medicines and treatment ser-
vices. In this regard, the Act is deficient and needs re-
view to conform to the constitutional right to health
in Kenya.

Constitution, 2010

The overall framework for enactment of laws and pol-
icies in Kenya is the Constitution, 2010. In 2010, Kenya
enacted a new Constitution, which for the first time
enshrined, among others, socio-economic rights un-
der its Article 43. The right to health is specifically en-
shrined under Article 43(1) (a) as follows:

‘Every person has the right to the highest
attainable standard of health, which includes
the right to health care services, including
reproductive health care.’

The right to health is crucial because it is one of the
frameworks that may be employed by the Govern-
ment of Kenya to safeguard access to medicines in the
country. In fact, under Article 19(1), the Constitution
recognizes the centrality of the Bill of Rights in gov-
ernment policies and provides that ‘The Bill of Rights
is an integral part of Kenya’s democratic state and is
the framework for social, economic and cultural pol-
icies.” Under Article 19(2), ‘The purpose of recogniz-
ing and protecting the human rights and fundamental
freedoms is to preserve the dignity of individuals and
communities and to promote social justice and the re-
alization of the potential of all human beings.

56 Chapter 242.
57 Chapter 246B.

The Public Health Act (Kenya): Any municipal
council may, with the sanction of the board,
themselves provide or contract with any person
to provide a temporary supply of medicine and
medical assistance for the poorer inhabitants of
their district, but may at their discretion charge
for the same.’

In Article 2(6), the Constitution recognizes internation-
al treaties ratified by Kenya as forming part of Kenya’s
laws. Hence, international norms on the right to health
as developed both internationally and regionally un-
der the International Convention on Economic, Social
and Cultural Rights (ICESCR) and the African Charter
on Human and Peoples’ Rights (African Charter) re-
spectively, are also relevant in Kenya. Consequently,
in 2008, the African Commission on Human and Peo-
ples’ Rights (ACHPR) adopted Resolution 141 on ac-
cess to health and medicines in Africa urging states to
‘refrain from measures that negatively affect access,
such as implementing IP policies that do not take full
advantage of all TRIPs flexibilities that promote access
to affordable medicines, including entering ‘TRIPs-
plus” free trade agreements.” Similarly, in 2014, the
Human Rights Council (HRC) Resolution 23/14 also
urged states to ‘use, to the full of the provisions of the
[TRIPs] Agreement which provide flexibility.

Following the incorporation of the right to health in
the Constitution, 2010, many local non-governmental
organizations (NGOs) including Kenya Legal and Ethi-
cal Issues Network on HIV and AIDS (KELIN) have used
the provision to litigate many human rights cases.>®
Indeed, the right to health has been employed to de-
feat TRIPs-plus provisions in PA.O & 2 Others v The
AG & 2 Others in relation to the Anti-Counterfeit Act,
2008. The constitutional right to health is therefore ef-
fective in safeguarding access to medicines in Kenya.
The right to health also means that Government has
an obligation to make use of the TRIPs flexibilities in
order to enhance access to medicines in the country.>®

58 For a complete list of cases litigated by KELIN, see http://
kelin.kelinkenya.org/index.php/case-tracker/

59 Katrina Perehudoff K. &Ellen t’Hoen ‘Human rights &
intellectual property for universal access to new essential
medicines’ in Z.aheer Babar (ed) Equitable Access to High-
Cost Pharmaceuticals (2018) Elsevier.




Lastly, the Constitution also protects IPRs under the
Bill of Rights. Article 40(5) provides that ‘The State
shall support, promote and protect the intellectual
property rights of the people of Kenya.” Whereas this
provision requires the state to protect IPRs, it does not
in any way restrict its responsibility to protect the right
to health including via the full use of TRIPs flexibilities
and other measures.

Health Act 2017

The Health Act No. 21 of 2017 is an Act of Parliament
‘to establish a unified health system, to coordinate the
interrelationship between the national government
and county government health systems, to provide
for regulation of health care services and health care
service providers, health products and health technol-
ogies and for connected purposes.’ Section 4(a) of the
Act provides that it is a fundamental duty of the State
to observe, respect, protect, promote and fulfill the
right to the highest attainable standard of health, in-

cluding reproductive health care and emergency med-
ical treatment by among others developing policies,
laws and other measures necessary to protect, pro-
mote, improve and maintain the health and well-be-
ing of every person. The above provision means that
Government of Kenya should not put in place laws
and policies that may undermine access to medicines
since this will be in violation of the right to health.

The Industrial Property Act, 2001

The Industrial Property Act, 2001 is the main legisla-
tion implementing the TRIPs Agreement. Apart from
protecting inventions, the legislation also provides for
the following TRIPs flexibilities which are important
for safeguarding access to medicines.

i) Compulsory licenses, government use order and
voluntary licenses

Compulsory licensing is provided for under sections

72 to 78 of the Industrial Property Act, 2001.

Industrial Property Act, 2001

Compulsory licenses for nonwork-
ing and similar reasons

72. (1) At any time after four years
from the filing date of an applica-
tion or three years from the grant of
a patent, whichever period last ex-
pires, any person may apply to the
Tribunal for a license to exploit the
patented invention on the grounds
that a market for the patented in-
vention is not being supplied on
reasonable terms in Kenya. (2)
Notwithstanding subsection (1), a
non-voluntary license shall not be
granted if the owner of the patent
satisfies the Tribunal that circum-
stances exist which justify the fact
that the market for the patented in-
vention is not being supplied, or is
not being supplied on reasonable
terms, in Kenya.

Compulsory licenses based upon
interdependence of patents

73. (1) Where a patented invention
cannot be worked without infring-
ing the rights derived from an earli-
er patent, the owner of the latter pat-
ent may request the Tribunal at any
time for the grant of a compulsory
license with respect to the earlier
patent to the extent necessary for
the working of his invention, if the
invention constitutes an important
technical advance of considerable
economic significance in relation to
the invention claimed in the earlier

patent. (2) 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. (3) The
use authorized in respect of the first pat-
ent shall be non-assignable except with
the assignment of the second patent. (4)
In this section, “earlier patent” or “first
patent” means a patent granted on an
earlier application or benefiting from
an earlier validly claimed priority date,
and “latter patent” or “second patent”
shall be construed accordingly.

Pre-condition for grants of compulsory
licenses

74. (1) A compulsory license shall not
be granted unless the person grant of
requesting the license:—

requesting the license:— (a) satisfies the
Tribunal that he has asked the owner of
the patent for a contractual license but
has been unable to obtain the license
on reasonable commercial terms and
within a reasonable time; and (b) offers
guarantees satisfactory to the Tribunal
to work the relevant invention suffi-
ciently to remedy the deficiencies or
to satisfy the requirements which gave
rise to his request. (2) the requirement
under subsection (1)(a) shall be waived
in the case of a national emergency or
other circumstances of extreme urgen-
cy, provided the owner of the patent
shall be so notified as soon as is reason-
ably practicable.

Grant and term of compulsory licenses

75. (1) In considering a request for a
compulsory license, the Tribunal shall
decide whether a compulsory license
may be granted and shall then, if it de-
cides in favor of the grant taking into
account any terms agreed by the par-
ties, proceed to fix the terms which
shall be deemed to constitute a valid
contract between the parties and shall
be governed by the provisions of con-
tractual licenses.

(2) In fixing the terms under subsection
(1), the Tribunal shall ensure that the
compulsory license: — (a) is limited, in
scope and duration, to the purpose for
which it was authorized, and the case
of semi-conductor technology, shall
only be for public non-commercial use
or remedy a practice determined after a
judicial or administrative process to be
anti-competitive; (b) is limited predom-
inantly for the supply of the domestic
market; (c) does not entitle the licens-
ee to grant further licenses, without the
consent of the owner of the patent; (d)
is non-exclusive; and (e) provides for
the payment to the owner of the patent
of remuneration which is equitable with
due regard to all the circumstances of
the case, including the economic val-
ue of the license. (3) A representative
of the Institute and of the Government
shall have the right to appear and be
heard at the hearing of an application
for compulsory license, before the Tri-
bunal.
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Kenya is yet to exploit this flexibility, which has been
effective in improving access to medicines in Malaysia,
Brazil, Thailand and other countries. The use of com-
pulsory licenses has been frustrated by the complex
and elaborate preconditions set out in legislation.®°

Government use orders are dealt with under section
80, ‘Exploitation of the patented inventions by the
Government or by third persons authorized by the
Government or government use’.®!

Big Pharma has frustrated Government use in Ken-
ya. An application from Cosmos prompted the patent
holders of an ARV, Glaxo SmithKline (GSK) and Boeh-
ringer Ingelheim, to grant the company a voluntary li-
cense®, and then to cut the prices of their medicines
in Kenya®, thereby effectively ending government’s
intentions to use this flexibility.

Compulsory licensing for local production of generic
medicines may not be feasible in Kenya because of the
small size of the market. Currently, reports indicate lo-
cal producers of ARVs are operating below capacity
and supply only about 3% of the market.®* Cosmos’
experience in particular, has discouraged other poten-
tial local manufacturers of ARVs. Universal Pharmacy
(K) Limited has for instance, shelved its plans to manu-
facture drugs in Kenya even after negotiating a similar
voluntary license.®

60 P Ogendi ‘Access to essential medicines and the utilization
of compulsory licensing and parallel importation in Kenya
and South Africa’ Unpublished LLM thesis, University of
Nairobi, (2013) 74-75.

61 Section 80(1) of the IPA, 2001 provides for the exploitation
of the patented inventions by the Government or by third
persons authorized by the Government as follows:

Subject to this section, where:

(a) the public interest, in particular, national security, nutri-
tion, health, environmental conservation, or the development
of any other vital sector of the national economy so requires;
or

(b) the Managing Director determines that the manner of
exploitation of an invention by the owner of the patent or his
licensee is not competitive;

the Minister may, upon application to him in the prescribed
form and after consultation with the Institute and the owner
of the patent, order that the protected invention shall be
exploited by a Government Ministry, Department, agency or
other person as the Minister may designate in the order, sub-
ject to the payment of adequate compensation to the owner of
the patent in accordance with this section.

62 Ben Sihanya: ‘Patents, Parallel importation and compulsory
licensing of HIV/AIDS Drugs: The experience of Kenya’
(undated) Managing the challenges of WTO participation,
https://www.wto.org/english/res_e/booksp e/casestudies e/
casel9 e.htm (accessed 6 October 2018).

63 L Opati: ‘Intellectual property rights in health — impact on
access to drugs’ in M Wekesa & B Sihanya Intellectual prop-
erty rights in Kenya (2009) 29-30. Konrad Adenuer Stiftung.

64 Osewe P.L., Nkrumah Y.K., and Sackey E:‘Improving access
to medicines in Africa: Assessment of Trade-Related Aspects
of Intellectual Property Rights (TRIPs) Flexibilities utiliza-
tion’ (2008) 35 World Bank.

65 Osewe P.L., Nkrumah Y.K., and Sackey E:‘Improving access

Kenya’s Industrial Property Act, 2001 (Sec.54)
allows generic producers to begin to produce
their generic versions before a patent expires for
purposes of marketing approval.

ii) Parallel importation and exhaustion of rights

International exhaustion of rights allows for importa-
tion of patented medicines from other markets where
medicines have legitimately available at a lower price.
Section 58(2) of the IPA, 2001 provides:

‘The rights under the patent shall not extend to
acts in respect of articles which have been put on
the market in Kenya or in any other country or
imported into Kenya.’

iii) Regulatory review exception or ‘Bolar’ exceptions

Section 54(ii) provides for early working or ‘Bolar’ ex-
ceptions, stating that ‘The owner of the patent shall
have the right to preclude any person from exploiting
the protected invention by any of the following acts:
(a) when the patent has been granted in respect of a
product; (b) sticking such product for the purposes of
offering it for sale, selling or using the product.” This
means that generic producers can begin to produce
their generic versions before a patent expires for pur-
poses of marketing approval. This exception is import-
ant in order to facilitate the entry of generic competi-
tion into the market upon patent expiry.

iv) Patentability criteria

Article 27 of the TRIPs Agreement makes it mandatory
for Kenya to recognize and protect all fields of technol-
ogy, including pharmaceuticals. In this regard, section
22(1) of the IPA, 2001 provides for the protection of
new inventions as follows: ‘[a]n invention is patent-
able if it is new, involves an inventive step, is industri-
ally applicable or is a new use.” Kenya’s patentability
criteria are arguably low, meaning that ever-greening
of patents is possible in Kenya.

to medicines in Africa: Assessment of Trade-Related Aspects
of Intellectual Property Rights (TRIPs) Flexibilities utiliza-
tion’ (2008) 35 World Bank
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Trademark Act

The Trademark Act®® of Kenya is silent about parallel
importation. This has presented enormous challeng-
es for parallel importers, as trademark holders have
used it to challenge import of branded medicines.®”
In one case®, an importer and distributor of Buder-
cort, an inhaler for asthmatic patients, failed to secure
a tender to supply the product to Kenyatta National
Hospital and unsuccessfully sought to prevent the de-
fendant from using the Budercort trademark. In an-
other case®, the plaintiff successfully stopped a de-
fendant from marketing a cough expectorant known
as ‘Tri-histina’ after it was adjudged to infringe on a
registered trademark ‘Trihistamin’. Thus, the Trade-
mark Act has been used to undermine the flexibility of
parallel importation.

Competition Act, 2010

The Competition Act”® seeks to regulate the process
of competition in the country in a manner that will
protect consumers from unfair and misleading mar-
ket conduct.”! However, there are concerns that the
policy ‘is likely to serve as an adequate corrective in-
tervention for pricing of pharmaceutical products if
at all.’”? Competition law may be used in cases where
monopolies abuse their market dominance in order to
exploit consumers by charging excessive prices.

In addition, the IP Act, 2001 section 80(1)(b), also em-
powers ‘the Managing Director of KIPI to recommend
the issuance of a government use order by the Minis-
ter for Trade where the Managing Director determines
that the manner of exploitation of an invention by the
owner of a patent, or licensee thereof, is not compet-
itive.”3

66 Cap 506.

67 Jackline Irene Muthoni Nyaga ‘Implementing parallel impor-
tation and licensing mechanisms to increase access to medi-
cines in Kenya (2009) 149, fn 156. A thesis submitted to the
Stanford program in international legal studies at the Stanford
Law School, Stanford University in partial fulfillment of re-
quirements for the degree of Masters of the Science of Law.

68 Lords Healthcare Limited v Salama Pharmaceuticals Limited
(2006). High Court of Kenya, Nairobi (Milimani Commercial
Courts), Civil Suit No. 334 of 2007. [2008]eKLR

69 Pharmaceutical Manufacturing Co v Novelty Manufacturing
Limited. [2001] KLR 92.

70 No. 12 of 2010.

71  See Part VI Consumer Welfare (sections 55 to 70)

72 Watu Wamae, Joan Kariuki Kungu, Norman Clark and Mau-
reen Mackintosh ‘Spotlight on pharmaceutical pricing regula-
tion in Kenya: How much does it really contribute to access?
(Working Brief No 2, September 2014) 2.

73 Munyi above, 17.
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Section 2 of Kenya’s Anti-Counterfeit Act, 2008,
which contains a contentious definition of
‘counterfeiting’ that can be interpreted to

include generic medicines, has been
uccessfully challenged in court using the
constitutional right to health.

Pharmacy and Poisons Act

The Pharmacy and Poisons Act provides for the licens-
ing of manufacture of medicinal substances and the
standards for good manufacturing practices but does
not provide for TRIPs flexibilities.”* The Act also em-
powers police officers to enter and search premises
and retain and dispose any goods seized, ‘which the
officer has reasonable cause to believe to be evidence
of the commission of any such offence’ under the Act.”
Ministry of Health and Pharmacy and Poisons Board
have recommended the review of the Pharmacy and
Poisons Act in order to accommodate the mechanism
of parallel importation in line with the relevant IP laws
in Kenya and the TRIPS flexibilities.”®

Anti-Counterfeit Act, 2008

The Anti-Counterfeit Act 2008 had sought to catego-
rize generic medicines as a public safety issue. Tight-
ening IPR rules through the anti-counterfeit laws
raised a new kind of challenge for health advocates —a
reframing of such measures in terms of public safety,
which made it more difficult for opponents to criticize
publicly.”” The general perception has been that ge-
neric medicines ‘may lead to an influx of counterfeit
drugs’.’®

74  Section 35A and 35B.

75 Section 45. Various offences have been created under the Act
at Part IV on miscellaneous provisions including prohibition
of misleading advertisements under section 39.

76 As above, 10

77 Hein W., Moon S., & Poku N.K: ‘Informal norms in global
governance: Human rights, intellectual property rules and
access to medicines’ (2013) 140 Taylor and Francis

78 Ben Sihanya ‘Patents, Parallel importation and compulsory
licensing of HIV/AIDS Drugs: The experience of Kenya’
(undated) Managing the challenges of WTO participation,
https://www.wto.org/english/res_e/booksp_e/casestudies_e/
casel9_e.htm (accessed 6 October 2018).




This perception has led to the fashioning of anti-
counterfeit legislation in a manner that may also target
generic medicines. In this regard, section 2 of the
Anti-Counterfeit Act contains a contentious definition
of ‘counterfeiting’ that can be interpreted to include
generic medicines.”

The Anti-Counterfeit Act has been successfully chal-
lenged in court using the constitutional right to
health.®° In this case, three persons living with HIV
successfully argued that the anti-counterfeiting legis-
lation potentially threatened access to generic ARVs
on which they depended. Unfortunately, the subse-
guent amendments to the Act only focused on further
strengthening of the anti-counterfeiting enforcement
regime in Kenya by introducing a board and a coordi-
nator or advisory committee and neglecting the real
human rights concerns.®!

79  Section 2 provides as follows: counterfeiting” means taking
the following actions without the authority of the owner of
intellectual property right subsisting in Kenya or elsewhere in
respect of protected goods-

(a) the manufacture, production, packaging, re-packaging,
labelling or making, whether in Kenya or elsewhere, of any
goods whereby those protected goods are imitated in such
manner and to such a degree that those other goods are iden-
tical or substantially similar copies of the protected goods;
(b) the manufacture, production or making, whether in Kenya
or elsewhere, the subject matter of that intellectual property,
or a colorable imitation thereof so that the other goods are
calculated to be confused with or to be taken as being the
protected goods of the said owner or any goods manufac-
tured, produced or made under his license;

(c) the manufacturing, producing or making of copies, in
Kenya or elsewhere, in violation of an author’s rights or
related rights;

(d) in relation to medicine, the deliberate and fraudulent
mislabeling of medicine with respect to identity or source,
whether or not such products have correct ingredients, wrong
ingredients, have sufficient active ingredients or have fake
packaging; Provided that nothing in this paragraph shall
derogate from the existing provisions under the Industrial
Property Act.

80 P Ogendi ‘Safeguarding access to essential generic medi-
cines in Kenya’s Anti-Counterfeit Act: Implementing PAO &
20thers v AG’ Unpublished LLM thesis, Human Rights and
Democratization in Africa, University of Lagos and Universi-
ty of Pretoria, (2012) 52.

81 A Maleche and E Day. ‘Right to health encompasses right to
access essential generic medicines: challenging the 2008 An-
ti-Counterfeit Act in Kenya’ (December 2014) 2 Health and
Human Rights Journal 101. See also Jacinta Nyachae & Paul
Ogendi ‘Anti-counterfeiting and access to generic medicines
in Kenya’ 13(3) Economic and Social Review (2012).

Both Kenya’s Science, Technology and Innovation
Policy and the Science, Technology and
Innovation Act focus on the protection

of IPR as opposed to access to innovations.

In 2014, the Anti-Counterfeit Act was amended to re-
strict to the Kenyan territory®?, but another amend-
ment proposed in 2018% threatens this step by pro-
posing a new definition of “counterfeit goods” that
reads ‘goods that are the result of counterfeiting, and
includes any means used for purposes of counterfeit-
ing any item that bears an intellectual property right.
This means that the territorial restriction will be de-
feated once again.

Science and Technology Act

In 2013, Kenya put in place the Science, Technolo-
gy and Innovation Act®* to ‘facilitate the promotion,
co-ordination and regulation of the progress of sci-
ence, technology and innovation of the country; to as-
sign priority to the development of science, technol-
ogy and innovation; to entrench science, technology
and innovation into the national production system
and for connected purposes.’ Like the policy, the law
focuses more on the protection as opposed to access
to innovations.

82 Kenya Gazette Supplement No 75 (National Assembly Bills
No. 24).

83 Statute Law (Miscellaneous Amendment) Bill 2018

84 No 28 of 2013.
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2.2.3 Kenya’s IPR institutional framework
Kenya Industrial Property Institute

The main IP office in Kenya is the Kenya Industrial
Property Institute (KIPI) established under section 3 of
the Industrial Property Act 2001. One of the functions
of KIPI is to ‘consider applications for and grant indus-
trial property rights’.®> KIPI does not have pre-grant
opposition procedures meaning that there is need to
empower the institution to be able to grant only new
inventions for medicines and avoid frivolous patents.5¢

ARIPO

Under Article 59 of the Industrial Property Act 2001,
‘A patent, in respect of which Kenya is a designated
state, granted by the African Industrial Property Or-
ganization (ARIPO) by virtue of the ARIPO Protocol
shall have the same effect in Kenya as a patent grant-
ed under this Act except where the Managing Director
communicates to ARIPO, in respect of the application
thereof, a decision in accordance with the provisions
of the Protocol that if a patent is granted by ARIPO,
that patent shall have no effect in Kenya.’ In this re-
gard, the ARIPO is also an important office in IP pro-
tection and management in Kenya. Like KIPI, ARIPO
does not have pre-grant opposition procedures.

Ministry of Trade

Historically, the process of negotiating the TRIPs
Agreement and other WTO agreements has been led
by Ministry of Trade. In May 1995, Government of
Kenya established an inter-ministerial committee to
implement the WTO Agreement.®” In 1997, the com-
mittee was restructured to include representatives
from the private sector and civil society and renamed
National Committee on WTO (NCWTO), effectively be-
coming the main engagement body for matters relat-
ing to WTO.88

85 Section 5(a) of the IPA, 2001.

86 Sangeeta Shashikant ‘The African Regional Intellectual
Property Organization (ARIPO) Protocol on Patents: Impli-
cations for access to medicines South Centre, Research Paper
56(November 2014) x,https://www.southcentre.int/wp-con-
tent/uploads/2014/11/RP56_The-ARIPO-Protocol-on-Pat-
ents ENLpdf (accessed 21 March 2019)

87 Walter Odhiambo, Paul Kamau and Dorothy McCormick
‘Kenya’s participation in the WTO: Lessons learned’ Man-
aging the challenges of WTO participation: Case study 20,
https://www.wto.org/english/res_e/booksp e/casestudies e/
case20_e.htm (accessed 20 October 2018).

88  Walter Odhiambo, Paul Kamau and Dorothy McCormick
‘Kenya’s participation in the WTO: Lessons learned’ Man-
aging the challenges of WTO participation: Case study 20,
https://www.wto.org/english/res_e/booksp e/casestudies e/
case20_e.htm (accessed 20 October 2018).
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The National Committee on WTO (NCWTO),
which has representation from relevant
government ministries and agencies, the private
sector and the civil society, is
the main engagement body in Kenya on
matters relating to WTO

The TRIPs Agreement sub-committee is chaired jointly
by KIPI and Ministry of Trade®®, with the latter dou-
bling as national coordinator and as such, having the
responsibility to identify and invite relevant stakehold-
ers into NCWTO.*® Ministry of Trade also hosts KIPl and
the IP tribunal.

Ministry of Health

Ministry of Health is largely responsible for the imple-
mentation of the right to health in Kenya. However,
its policy and legal framework does not empower the
ministry to intervene in matters relating to access to
medicines as far as IP issues are concerned.

Anti-Counterfeit Agency

The Anti-Counterfeiting Agency is the main govern-
ment office responsible for IP enforcement. The Agen-
cy is established under section 3 of the Anti-Counter-
feit Act 2008. Section 5 of the Act provides that the
Agency’s function is to ‘combat counterfeiting, trade
and other dealings in counterfeit goods in Kenya.

The Judiciary

The judiciary is mainly responsible for dispute resolu-
tion. Some decisions such as the PA.O & 20thers v. AG
& 20thers have been lauded for being supportive of
access to medicines. The constitutional court is thus,
crucial in safeguarding the right to health in Kenya.

Civil society

There are numerous civil society organizations (CSOs)
and networks working on access to medicines both lo-
cally and internationally. The key role the civil society
plays is advocacy. There is need for CSOs to counter
strategies of private associations, which have been re-
sponsible for pushing for more IP protection in Kenya.

89 Asabove.
90 As above.



2.3 Uganda’s legal, policy and institutional
framework

In this subsection, we review Uganda’s legal and policy
framework in order to establish the opportunities and
gaps on access to medicines in Uganda.

2.3.1 National policies
Vision 2040

Vision 2040°! aims to transform Uganda from a pre-
dominantly peasant and low-income country to a
competitive, upper middle-income country. One of
the aspirations under the vision is that Ugandans de-
sire to have access to affordable quality health care
and in this regard it emphasizes the need to accelerate
movement towards universal health care.

Second National Development Plan 2015/16-2019/20

This development planis the second of the six five-year
plans for achieving Vision 2040. Its goal is to propel
the country towards a middle-income status by 2020
through strengthening the country’s competitiveness
for sustainable wealth creation, employment and ex-
clusive growth. The plan is guided by four objectives
which include enhancing human capital development
and strengthening mechanisms for quality effective
and efficient service delivery.

One of its implementation strategies is to integrate key
cross-cutting issues such as HIV/AIDS, human rights
and social protection into government programs and
projects and to mainstream them during implemen-
tation, monitoring and evaluation. The development
plan speaks of a national policy on medical products
and health technologies as having zero tolerance to
stock outs of essential medicine and health supplies. It
however, acknowledges that most products and tech-
nologies are imported due to a low, immature local
manufacturing capacity within the country.

The Plan adopts Sustainable Development Goal 3,
which is “To ensure healthy lives and promote wellbe-
ing for at all ages”. The development plan emphasizes
that this necessitates an increase in budget allocation
to the health sector.

Second Health Sector Development Plan 2015/16-
2019/20

The second Health Sector Development Plan (HSDP
II) aims to achieve a healthy and productive popula-
tion that contributes to socio-economic growth and
national development. The strategy is to accelerate
movement towards UHC with essential health and
health-related services that promote healthy, produc-
tive lives for all Ugandans.

91 Available at http://www.gou.go.ug/content/uganda-vi-
sion-2040 Accessed on 21/10/2018

Uganda’s Second National Development Plan
2015/16-2019/20 targets zero tolerance to
stock outs of essential medicine and health

supplies, but acknowledges that most products
and technologies are imported due to a low,
immature local manufacturing capacity
within the country

UHC seeks to ensure that all people receive essen-
tial and good quality health services they need with-
out suffering financial hardship. The plan is designed
to support the SDGs, which target, among others, to
“Achieve universal health coverage including financial
risk protection, access to quality essential health care
services and access to safe, effective, quality and af-
fordable essential medicines and vaccinations for all”
by 2030. The Plan is however, silent on IPR protection
could affect the realization of its goals and targets.

Health Sector Strategic Investment Plan

The main objective of the Health Sector Strategic In-
vestment Plan is to implement and harmonize the
procurement systems through effective management
structures and strong medicine regulatory systems
to ensure availability of essential medicines and oth-
er supplies. The Investment Plan, however, makes no
particular reference to the role of IP in access to med-
icine or medicines procurement.

National Intellectual Property Policy

The National Intellectual Property Policy has three ob-
jectives: 1) to establish appropriate infrastructure that
supports innovation and creativity; 2) to develop hu-
man capital for the IP value chain; and 3) to enhance
utilization of the IP system. The focus of the policy is to
promote the use of IPRs to encourage innovation and
strengthen URSB. The key elements of the policy are
promotion of technology transfer and integration of IP
into the health sector.

92 Ellen F. M. ‘t Hoen et al, 2018. Patent challenges in the
procurement and supply of generic new essential medicines
and lessons from HIV in the southern African development
community (SADC) region. Journal of Pharmaceutical Policy
and Practice volume 11, Article number: 31 (2018).
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National Science, Technology and Innovation Policy
and Plan

The National Science, Technology and Innovation Pol-
icy 2009 recognizes the low technology capacity of
Uganda as reflected by the handful of patents so far
granted for local inventions, pointing out that only one
or two applications are received per year. The goal of
this policy is to strengthen national capability to gen-
erate, transfer and apply scientific knowledge, skills
and technologies that ensure sustainable utilization
of natural resources for the realization of Uganda’s
development objectives. The policy encourages gen-
eration of technology through technological transfer,
research and development and use of IP.

On its part, the National Science, Technology and In-
novation Plan 2012/13-2017/18 provides the frame-
work for actualizing the policy, through among other
strategies, strengthening the legal framework for IP
management to encourage scientific innovation. The
relevant actions in the plan include a revision of the
IP legislation, strengthening of the national IPR of-
fice, membership to regional and global organizations
dealing with IPR, and incorporating aspects of IPR in
the school curricula.

The National Industry Policy 2008

The policy vision is to build the industrial sector into
a modern, competitive and dynamic sector fully inte-
grated into the domestic, regional and global econo-
mies. The policy encourages innovation and aims to
transform Uganda into a modern and industrial nation
through innovations and commercialization for tech-
nologies.

Of key interest, the policy calls for the promotion of
foreign direct investments to bring about technology
transfer, among other aspects. This is at the heart of
product development and this gives an opportunity of
transfer of technology that is a core objective of the
TRIPs Agreement®, which puts emphasis on transfer
and dissemination of technology and also creates an
obligation for developed nations to provide incentives
for technology transfer.

93 TRIPs Agreement, Article 7 states that ‘The protection and
enforcement of intellectual property rights should contribute
to the promotion of technological innovation and to the trans-
fer and dissemination of technology, to the mutual advantage
of producers and users of technological knowledge and in a
manner conducive to social and economic welfare, and to a
balance of rights and obligations’. And Article 66.2 which
provides that ‘Developed country Members shall provide
incentives to enterprises and institutions in their territories for
the purpose of promoting and encouraging technology trans-
fer to least-developed country Members in order to enable
them to create a sound and viable technological base’.
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The National Industry Policy 2008 calls for the
promotion of foreign direct investments to bring
about technology transfer, which is consistent
with the core objective of the TRIPs Agreement

Uganda National HIV and AIDS Policy 2011

The HIV and AIDS policy promotes research and en-
sures standards, innovation and access to reliable in-
formation to attain the overall goal of eliminating the
socio-economic impact of HIV and AIDS in the country.
The policy also commits to promoting equal access to
impact-mitigation services which can be interpreted
to mean equal affordable access to ARVs and other
treatment interventions, but there are no direct ref-
erence to IPR.

National Health Policy 2010

The National Health Policy is guided by the goal of
attaining a good standard of health for all people in
Uganda in order to promote healthy and productive
lives. The focus of the Policy is to ensure universal ac-
cess to quality Uganda National Minimum Health Care
Package (UNMHCP) consisting of the most cost-effec-
tive and acceptable priority health care interventions
and services addressing the high disease burden.

The UNMHCP commits to provide services for all pri-
oritized diseases and conditions to all people in Ugan-
da with emphasis to vulnerable populations, such as
PLHIV. The policy recognizes the need for cost-effec-
tive health care interventions but does not link it to IP
or recognize IP implications on the price of medicines.

National Drug Policy

The National Drug Policy aims to ensure that essen-
tial, safe, efficacious and cost-effective drugs are made
available to the entire population of Uganda.® It en-
courages procurement of locally produced drugs with
a view of minimizing drug costs. One of the measures
that have been implemented to realize this provision
is the provision of a tax incentive for local production.
On 1 August 2017, Government of Uganda increased
the fee for verification of imported medicines from 2%
to 12% on a set of 37 medicines that are locally man-
ufactured.®®

94 Section 2 ibid
95 Ministry of Health, 2017. Government to support local



National Medicines Policy and Strategy

Akin to the National Drug Policy, the National Medi-
cines Policy and Strategy was developed with the aim
of attaining the highest standard of health by ensuring
access to, and appropriate use of, good quality, afford-
able essential medicines and health supplies. Its guid-
ing principles are UHC, equity, efficiency and quality. It
seeks to increase efficiency in the utilization of avail-
able funds, improve the use of medicines, improve
pharmaceutical information systems, increase public
financing for essential medicines, as well as private
sector participation and engagement in policy imple-
mentation. Although there is no outright reference to
IP, the policy is focused on promoting access to afford-
able essential medicine.

2.3.2 National laws
National Constitution

The Constitution is the supreme law of Uganda and
provides for a bill of inherent rights. However, it does
not expressly stipulate the right to health. Instead, it
has a number of health-related provisions. Under the
National Objectives and Directive Principles of State
Policy (NODPSP) and Article 84, it requires the State to
ensure that all Ugandans enjoy access to health ser-
vices through the provision of basic medical services
to the population.®®

In its national policy objectives, the Constitution im-
poses a duty on the state in matters of development
which is to instigate enactment of legislation and pol-
icies that enhance the right of people to equal op-
portunities in development and that the state shall
stimulate agricultural, industrial, technological and
scientific development by adopting appropriate poli-
cies and the enactment enabling legislation.”” Article
189 read together with the sixth schedule of the con-
stitution provides for functions of the state to include
responsibility for copy rights, patents, trademarks and
all forms of IP. The state accordingly executes its re-
sponsibility through enactment of IP laws and policies
to protect and enforce IPRs as well as investment in
research to encourage scientific development.

The Patent Act

Uganda enacted its first post-independence patent
law, the Patents Act, in 1964. This Act granted a right
to a patentee whose patent was registered in the Unit-
ed Kingdom (UK), Uganda former colonial master, to
have it registered in Uganda. This provision made pat-
ents registered in Uganda appear to be an extension
of those registered in the UK.

pharmaceutical manufacturers through implementation of
12% verification fee on selected imported medicines. Press
statement, 10 July 2017.http://health.go.ug/download/file/
fid/1469

96 Constitution of the Republic of Uganda, NODPSP Objec-
tives XIV and XX

97  Objective XI (ii) The Constitution of Uganda 1995

Uganda’s Constitution imposes a duty on the
state to stimulate agricultural, industrial,
technological and scientific development by
adopting appropriate policies and the
enactment of enabling legislation.

This Act was repealed in 1991, with the enactment of
the Patents Statute No.10 of 1991. This statute was
later in 2000 renamed during the compilation of the
laws of Uganda as the Patent Act Cap 216 of 1993.

In April 1994, a year after enacting the Patents Act
of 1993, Uganda signed the agreement establishing
WTO. All WTO members were required to put in place
by 2005 minimum standards of IPR protection set by
the TRIPs Agreement in 1994. The TRIPs Agreement
provided for IPR protection in all fields of technology,
including pharmaceuticals, and for imported as well as
locally-produced commodities.®®

As an LDC, Uganda qualified for the transition period®,
but it nonetheless had a general obligation to reform
national laws and conform to the minimum standards
of the TRIPs Agreement.'® Subsequently, Uganda Law
Reform Commission (ULRC) spearheaded'®a reform
of commercial laws, including the Patent Act and to
incorporate provisions that conformed to the TRIPs
Agreement. These reforms were guided by the Doha
Declaration'® which took cognizance of the public
health challenges faced by developing countries and
emphasized protection of public health interest above
individual interests of patent holders.

In its report, ULRC made several recommendations
which led to a repeal of the Patent Act and an enact-
ment of a new Industrial Property Act which came into
force in 2014.

98 Article 27 (1) WTO-TRIPS Agreement

99  The first transitional period was granted until 2005 and then
extended to 2016 and through further negotiations the waiver
on pharmaceutical was extended to 2033

100 Article XIV.4 of the Agreement establishing the WTO
Agreement provided that each member state shall ensure its
laws and regulations are brought into conformity with its
obligation under the Agreement.

101 The review of commercial laws commenced in 2000

102 The Declaration was adopted at the 4"Session of the WTO
Ministerial Conference in Doha, Qatar on 14" November,
2001
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The Industrial Property Act 2014

The Industrial Property Act is the primary law govern-
ing IP in Uganda following the repeal of the Patent Act
1993. The Act provides promotion of inventive and in-
novative activities, to facilitate the acquisition of tech-
nology through the grant and regulation of patents.

The new law extended the term!® of patents, exempt-
ed pharmaceutical patents, provided for government
or third party exploitation of patented inventions,
enumerated non-patentable inventions,'” and pro-
vides for parallel importation. Hence, the Act incorpo-
rates a number of TRIPS flexibilities that can be used
to promote access to medicines.

However, like other LDCs, Uganda faces challenges in
implementing the TRIPS flexibilities, and several stake-
holders, particularly CSOs, raised these challenges to
the WTO council at the end of the 2005 transition pe-
riod.’® The challenges include limited technical and
financial capacities, a weak IP office, and limited IP
knowledge among public and private sector actors.

Although the Act provides for windows of opportu-
nity, there has been minimal exploitation of any legal
reforms to aid access to affordable medicines since
Uganda is still exempted from granting or enforcing
patents on pharmaceutical products. However, the
transition should be effectively utilized to promote of
technological transfer.

103 Extended from 15 years to 20 years in light of Article 33 of
the TRIPs Agreement

104 Inlight of Article 27 (2) and (3) of the TRIPs Agreement.

105 http://www.ip-watch.org/2015/11/06/1dc-pharma-ip-waiver-
until-2033-approved-by-wto-trips-council/

Uganda faces challenges in implementing the
TRIPS flexibilities due to limited technical and
financial capacities, a weak IP office, and limited
IP knowledge among public and
private sector actors.

Trademark Act 2010

The Trademark Act 2010 is one of the laws that
emerged from the legal reform process of 2000. It
deals IP that relates to identity of products, brand
names, logos and other distinctive signs. Although
Uganda does not have a stand-alone competition law,
the IPRs under this Act are given to avoid unfair com-
petition by clarifying the identity of different goods.

This law came under the spotlight after the anti-coun-
terfeit bill was proposed with a broad definition of
counterfeits that included generic medicines.

Anti-Counterfeit Bill

In 2015, Government of Uganda introduced the an-
ti-counterfeit Bill sparking concerns because of the
fear that it was likely to restrict access to generic
medicines. The Bill sought to prohibit the manufac-
ture, trade and release of counterfeit products but its
definition of counterfeit posed a threat because of its
broad nature. Enforcement of anti-counterfeit mea-
sures can easily exceed the requirements of the TRIPs
flexibilities and hence, TRIPs-plus.

Uganda’s Industrial Property Act 2014 incorporates the following TRIPS flexibilities

a) Transition period: With the
exemption granted to LDCs, the
Industrial Property Act excludes
pharmaceutical products and test data
from being patented' until 1 January
2016 or such period® as maybe grant-
ed by the TRIPs Council. To enforce
this provision, the Industrial Property
Regulations 2017 were passed and
accordingly exempt® the application
of the regulations to pharmaceuti-

cal products, categorically stating
that the registrar shall not accept an
application to register a patent, utility
model, industrial design or micro-
biological products or processes for
producing pharmaceutical products
until the expiry of the transition peri-
od granted to LDCs under the TRIPS
Agreement.

a) Patentability criteria: The Act also
provides for a patentability criteria

that requires novelty*; an invention

not be anticipated by prior art which

is described to include anything made
available to the public around the world
by written or oral disclosure before the
filing of the application.’ The inven-
tion also ought to involve an inventive
step which ought to not have been
anticipated by prior art basing on the
test of obviousness® and it ought to be
industrially applicable by being capable
of being used in any kind of industry’,
including medicine.

b) Compulsory licensing (s.66) allows
Government use of a patent through
compulsory licensing where there is
public interest, including health.

¢) Post-grant opposition which both
offer an opportunity to disqualify
undeserving patents that may affect
access to essential medicine. Howev-
er, the process of opposition is lengthy
and requires technical knowledge.

d) Section 8(3)(f) exempts pharmaceu-
tical products from patenting during
the LDC waiver.®

e) Section 44 allows the use of patent-
ed invention without authorization for
experimental research including use

of clinical data as long as they acquire
approval from National Drug Author-

ity (NDA).
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2.3.3 Institutional framework

Uganda Registration Services Bureau

The Uganda Registration Services Bureau (URSB) is a
statutory body with the mandate to administer IPR.
The body promotes IP protection through registration
of patents, copy rights, trademarks and other related
IPRs. The mandate of URSB also extends to formula-
tion of IP laws, provision of advice to government on
IP issues, and providing a link to ARIPO and WIPO.

URSB is now a fully-fledged national IP office with reg-
istrars and examiners of patents. Previously, all sub-
stantive examinations were done at ARIPO. URSB has
been instrumental in the formulation of the draft IP
policy and promotion of IP awareness through holding
of monthly clinics and quarterly national seminars in
partnership with ARIPO and WIPO.

ARIPO

The Harare Protocol on Patents and Industrial De-
signs'® empowers ARIPO to grant patents and other
IPRs and administer such patents on behalf of mem-
ber states'®’, which include Kenya and Uganda. In line
with other international treaties, the Protocol extends
the scope of patents to all fields of technology pro-
vided they are new, not obvious and with industrial
application.1®

On behalf of 19 member states, ARIPO acts as a custo-
dian of IPR within the African region, but most impor-
tantly to promote the interests of its members such as
ensuring that no pharmaceutical patents are granted
for LDCs in the transitional period.®®

Ministry of Trade, Industry and Cooperatives

Ministry of Trade, Industry and Cooperatives is re-
sponsible for promoting trade, industry and coopera-
tives for the development of the country. This Ministry
is charged with ensuring expansion and diversification
of environmentally sustainable industrialization, ap-
propriate technology, conservation and preservation
of other tradable national products. These roles are
targeted at generating wealth to benefit the country
socially and economically.

106 Uganda acceded to the Harare Protocol on 8" August 1978

107 Section 1 of the Harare Protocol

108 Section 3 (10) (a) of the Harare Protocol

109 Shashikant, S.,2014. The African Regional ARIPO Protocol
on Patents: Implications for access to medicines, south cen-
ter. Research Paper 56

The Uganda Registration Services Bureau has
been instrumental in the formulation of Uganda’s
Intellectual Property Policy and in the promotion

of intellectual property awareness

It has the responsibility to formulate policies, and to
plan and coordinate the diversification and improved
competitiveness of the industrial and technological
sector. Its functions partly focus on promotion of in-
dustrial research, science and technology and use of
IP in the development of science, technology and in-
novation (STI).

Ministry of Health

Ministry of Health is the custodian of health services
in Uganda and the pharmacy division is charged with
the responsibility of managing the pharmaceutical
services and providing oversight for the National Med-
icines Policy. The objectives of this division include
guantifying requirements of pharmaceutical products,
harmonizing the supply chain management system,
promoting rational use of pharmaceutical products,
coordinating pharmaceutical sector performance,
and monitoring and evaluation of the pharmaceutical
sub-sector.

Under the Pharmacy Division is the Quantification
Procurement Planning Unit, which is a centralized sys-
tem responsible for projecting and quantifying nation-
al requirements for essential medicines and health
supplies. There are opportunities to utilize parallel im-
portation to ensure that the country imports essential
medicines as the fairest prices.

However, the Division has not integrated IP into its
supply and procurement chain. The policy document
that guides this department, the National Medicines
Policy, is also silent about IP and medicine patents.
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National Council for Science, Technology and
Innovation

Established by the National Council of Science and
Technology Act, the Council’s strategic goal is to
strengthen the national system of research, product
development and technological transfer and IP man-
agement. Its main function is to regulate research and
development. Others include advising and coordinat-
ing the formulation of an explicit national policy on
all STI fields and promoting indigenous STI through
research, technological transfer and adaptation and
innovation, among others.

National Drug Authority

Established by the National Drug Authority Act, NDA is
a key player in ensuring access to medicine. Its func-
tions include: dealing with the development and reg-
ulation of the pharmacies and drugs in the country;
controlling the importation and exportation and sale
of pharmaceuticals; control of the quality of drugs;
promoting and controlling local production of medi-
cines; encouragement of research and development
of herbal medicine; and promoting rational use of
drugs. NDA regulates the importation, manufacture,
sale and prescription of medicines and medical sup-
plies in Uganda. It also regulates clinical research in
medicines, and as such, has the potential to enhance
the utilization of TRIPs flexibilities, particularly parallel
importation and promotion of local manufacturing.

Uganda Industrial Research Institute

Uganda Industrial Research Institute (UIRI) was estab-
lished by an Act of Parliament in 2002, with a vision
to be a center of excellence for incubation of industry
and undertaking industrial research and development
to elevate the level of technology in Uganda and the
region.

20

The National Council of Science and Technology
has the mandate to strengthen the national
system of research, product development and
technological transfer and IP management.

UIRI’s mission is to improve the capacity and com-
petence of indigenous entrepreneurs in undertaking
viable industrial production processes and to provide
demand driven scientific and industrial research and
development to facilitate rapid industrialization. As a
research institution, UIRI is a potential consumer of IP
services, particularly of patent protection.

A review of relevant national policies also indicates
that there is no consensus on the importance or impli-
cation of excessive IPR protection on access to medi-
cines. In Uganda, key policies like the National Health
Policy II, the HIV/AIDS Policy, the National Medicines
Policy, National Drug policy do not highlight IPRs or
make reference to the use of TRIPS flexibilities.



3. Patent Status of Selected Medicines for HIV,

TB, NCD and HCV

This section covers patent information of medicines
for HIV, opportunistic infections, TB, NCDs and HCV;
medicine international reference prices; and emerging
issues.

A patent is the right given to an inventor to prohibit
others from using their invention without consent
of the patent holder. Patents are valid for a specified
period of time, during which they are used to ban
and delay competition from competitors, who in the
case of medicines are usually generic manufacturers.
Competition is normally only possible through the
consent of the patent holder who agrees to issue
voluntary licenses to other manufacturers under
preset or negotiated terms. Kenya and Uganda are
among the beneficiaries generic ARVs produced
under MPP licenses. Otherwise, the only other way
competition is possible is through the exploitation of
TRIPs flexibilities, particularly compulsory licenses.

It is important to note that the base/compound pat-
ent is generally the strongest patent. As long as the

Table 1: Number of ARV patents

compound patent is not expired, generic competition
is difficult without either a compulsory or voluntary
license.

3.1 Number of patents on ARVs

In Kenya, out of 140 possible patents on 21 ARV prod-
ucts, 23 patents had been granted and still valid. Man-
ufacturers of ARVs had not filed for 47 patents and 70
patents had expired by the time of the study. On the
other hand, out of 116 possible patents on 19 ARVs
in Uganda, 16 had been granted and were still valid;
42 had not been filed; and 58 had expired. A number
of patents expired between 2016 and 2018 in Kenya
(41%) and Uganda (50%).

Table 1 shows specific information on the number of
patents not filed, expired and granted. Details of de-
scription of each of the patents including patent num-
bers and expiry dates are shown in the Annex section.

Name of medicine Not filed Expired Granted
Kenya Uganda Kenya Uganda Kenya

Dolutegravir 2 3

Dolutegravir/Rilpivirine 1 1 4 4
Nevirapine

Tenofovir/Lamivudine+Nevirapine 2 2
Zidovudine

Efavirenz/Lamivudine/Tenofovir 2 2

Dolutegravir/Lamivudine/Tenofovir 3 3

Lamivudine/Zidovudine 6 6

Efavirenz 1

Tenofovir/Emtricitabine/Efavirenz 6 4 1 1 1 1
Abacavir 16 12 1 1
Abacavir/Dolutegravir/Lamivudine 1 1 8 1
Abacavir/Lamivudine 18

Abacavir/Lamivudine/Zidovudine 11

Darunavir 13 13 7 7
Duranavir/ Cobicistat 1 _

Duranavir/ Cobicistat/Emtricitabine 6 _
Atazanavir/Ritonavir 5 3

Lopinavir/Ritonavir 4

Raltegravir 6 2

Etravirine 3 3
Total 47 42 70 58 23 16
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3.2 Patent information

3.2.1 Antiretroviral medicines

In Kenya, the preferred first line regimen for adults
and adolescents aged 10 years or more and weighing
at least 35kg is Tenofovir, Lamivudine and Efavirenz
or Nevirapine (TDF+3TC+EFV or NVP); or Zidovudine
(AZT), 3TC and EFV or NVP. In Uganda, the preferred
first line regimen is Tenofovir, Lamivudine and Dolute-
gravir (TDF+3TC+DTG) and two recommended alter-
native regimens, TDF+3TC+EFV and ABC+3TC+DTG.
These regimens contain a total of seven medicines, of
which four (ABC, AZT, NVP and 3TC) have expired pat-
ents. The rest of the medicines — Tenofovir, Efavirenz
and Dolutegravir have not filed for patents in Uganda.
In Kenya, EFV and TDF have no filed patents but there
is a mixed picture for DTG which has no patent filed for
most combinations except one with Rilpirivirine.

The preferred regimen for adult women and adoles-
cent girls of child-bearing potential who are pregnant,
intend to get pregnant or are not on effective contra-
ception — TDF+3TC+EFV — and the recommended al-
ternatives (TDF+3TC+ATVr and ABC+3TC+EFV) have a
total of five medicines, of which two (ABC and 3TC)
have expired patents. Tenofovir and Efavirenz have not
filed for patents. The combination of Ritonavir-boost-
ed Atanazavir did not have a filed patent and as sep-
arate drugs, Atanazavir and Ritonavir have not filed
for patents in Uganda. For Kenya, AZT-based combina-
tions are preferred.

The preferred regimen for children of less than three
months — ABC+3TC+LPV/r (syrup) — and the recom-
mended alternative regimen (ABC+3TC+RAL) contain
a total of five medicines, of which two medicines (ABC
and 3TC) have expired patents. The patents of the
other three medicines, including Raltegravir, Lopina-
vir and Ritonavir as well as for the pediatric formula-
tion of fixed dose Ritonavir-boosted Lopinavir (LPVr
80mg/20ml), have not been filed.

The preferred regimen for children 3 months to three
years — ABC+3TC+LPV/r (pellets) — and the recom-
mended alternative regimen (ABC+3TC+RAL) have a
total of five medicines, of which two medicines (ABC
and 3TC) have expired patents. The patents of the rest
of the medicines, including Raltegravir, Lopinavir and
Ritonavir, have not been filed.

The preferred regimen for children between 3-10
years — ABC+3TC+LPV/r (tablets) for both countries.
The recommended alternative regimens for Uganda
are (ABC+3TC+DTG and ABC+3TC+RAL) while for Ken-
ya (AZT+3TC+LPV/r). This is a total of seven medicines,
of which patents have expired patents or not been
filed.

The two recommended regimens for HIV pre-expo-
sure prophylaxis (PrEP) in Uganda are TDF 300mg+FTC
200mg and TDF 300mg+3TC 300mg — have a total of
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Patents for Ritonavir-boosted protease
inhibitors, which are also key in second line
treatment, have not been filed or are expired (in
the case of Kenya). However, novel medicines
such as Etravirine and Darunavir, for third line
regimens, are patented in Uganda.

three medicines. The patent for one of the regimens
(TDF/FTC) fixed dose has been patented until 2024,
even though the patent for Tenofovir alone has not
been filed. The status of Emtricitabine (FTC) could not
be traced in the database. The patent for the combina-
tion that makes the second regimen (TDF 300mg+3TC
300mg) has not been filed. For Kenya, the recom-
mended regimen for PrEP is TDF 300mg+FTC 200mg
which is patented until 2024.

In Uganda, the two recommended adult regimens for
HIV post-exposure prophylaxis (PEP) are TDF+3TC+DTG
and TDF+3TC+ATVr. In Kenya, it is TDF/AZT+3TC+LPV/r.
This makes a total of seven medicines, of which pat-
ents have either expired or not been filed.

The two recommended pediatric regimens for PEP —
ABC+3TC+LPVr and ABC+3TC+DTG — have a total of
five medicines, of which two medicines (ABC and 3TC)
have expired patents, while the rest have not filed for
patents.

In Uganda, Zidovudine and Nevirapine, which may be
substituted for some medicines in the preferred first
line regimens to generate second line regimens, have
expired patents. For Kenya, AZT and TDF substitute
each other as well as Stavudine (d4T) to form second
line in combination with Ritonavir-boosted protease
inhibitors. Patents for Ritonavir-boosted protease in-
hibitors, which are also key in second line treatment,
have not been filed or are expired (in the case of Ken-
ya). However, novel medicines such as Etravirine and
Darunavir, for third line regimens, are patented in
Uganda. Raltegravir is one of the very few newer med-
icines for which a patent application has not been filed
in either of the countries.

Lamivudine was not patented while the patent for AZT
expired in 2016. The combination of the two (3TC/
AZT) was patented until 2017.



3.2.2 Maedicines for opportunistic infections

The key medicines for opportunistic infections are
Fluconazole and Cotrimoxazole. Cotrimoxazole is also
used for prophylaxis of opportunistic infections in per-
sons living with HIV. Both these medicines are old and
off-patent.

3.2.3 Maedicines for TB

The medicines for first line treatment of TB include
Isoniazid, Rifampicin, Pyrazinamide, Ethambutol and
Streptomycin, all of which are not on patent.

The medicines for the treatment of multi-drug
resistant TB (MDR) include Capreomycin, Kanamycin,
Cycloserine, Ethionamide, Levofloxacin, Amikacin and
Moxifloxacin. Of these medicines, only Moxifloxacin is
on patent, but it has not been filed in Uganda.

Medicines for treatment of Extensively Drug-Resis-
tant (XDR) TB include Bedaquiline, Clofazimine and
Linezolid. Of these, Bedaquiline has patents running
until 2027.

Table 2: Patent status of XDR TB medicines

Only two medicines (Ribavarin and Velpatasvir)
for Hepatitis C are off-patent and one other
(Daclatasvir) has not been filed.

Generic name Strength Patent description Kenya/Uganda expiry date Patent status

Bedaquiline 100 mg Bedaquiline compounds family 18/07/2023 Granted
Bedaquiline to treat MDR TB 24/05/2025 Granted
Bedaquiline to treat latent TB 12/08/2025 Granted
Bedaquiline fumarate salt 12/03/2027 Granted

Clofazimine 100 mg

Linezolid 600 mg

3.2.4 Anticancer medicines

The Uganda Clinical Guidelines 2016 has over 40 med-
icines for treatment of cancer, including Anastrozole,
Bleomycin, Docetaxel and Rituximab. All the 40 medi-
cines are not patented.

3.2.5 Maedicines for Hepatitis C

The existing medicines for Hepatitis C treatment are
highly patented. Only two medicines (Ribavarin and
Velpatasvir) are off-patent and one other (Daclatasvir)
has not been filed. One key medicine for treatment of
Hepatitis C, Sofosbuvir, and all its combinations — So-
fosbuvir+Daclatasvir, Sofosbuvir+Velpatasvir, Sofosbu-
virtledipasvir, and Sofosbuvir+Velpatasvir+Voxilapre-
vir — are all patented.
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4. Links between Patent Status and Prices

4.1 Patent status and medicine prices

Patent status was compared to international suppli-
er prices of selected medicines for HIV, XDR TB and
Hepatitis C. The fixed dose combination of Efavirenz/
Lamivudine/Tenofovir was the cheapest ARV regimen.
ARV prices increased with newer medicines or those
used as second line (Atazanavir/Ritonavir, Lopinavir/
Ritonavir) and third line (Raltegravir, Etravirine). Al-
though a patent had not been filed for Raltegravir, the
price of 60 tablets of the medicine (USD 52.13) was
higher than that of a pack of 112 tablets of Etravir-
ine at USD 37.98. For XDR TB, a dose of the preferred
medicine, Bedaquiline, costs USD 3000. The price of
patented newer treatments for Hepatitis C was very
high.

ARV prices increased with newer medicines or
those used as second line (Atazanavir/Ritonavir,
Lopinavir/Ritonavir) and third line
(Raltegravir, Etravirine)

Table 3: Patent and medicine prices

Generic name Strength Kenya expiry Patent Uganda Patent Package Internation-
date status in  expiry date status in al supplier
Kenya Uganda price (USD)
ARYV Formulations
Efavirenz/Lamivudine/ | 600/300/300 - Not filed | - Not filed 30 tab 9.78
Tenofovir
Tenofovir/Emtricitabine/ | 300/200/600 13/01/2024 Filed - Not filed 30 tab-cap | 10.66
Efavirenz mg
Abacavir 300 mg 14/10/2018 Expired 14/10/2018 Expired 60 tab-cap | 12.18
Abacavir/Lamivudine 600/300 mg 14/10/2018 Expired 14/10/2018 Expired 30 tab-cap | 14.2
Abacavir/Lamivudine/ 300/150/300 14/10/2018 Expired 14/10/2018 Expired 60 tab-cap | 23.45
Zidovudine mg
Darunavir 600 mg - Not filed - Not filed 60 tab-cap | 54.81
Atazanavir/Ritonavir 300/100 mg - Not filed - Not filed 30 tab-cap | 19.27
Lopinavir/Ritonavir 200mg/50mg - Not filed - Not filed 120 tab-cap | 19.68
Raltegravir 400mg - Not Filed | - Not filed 60 tab-cap | 52.13
Etravirine 200mg, 100mg | 11/04/2019 Granted 11/04/2019 Granted 112 tab-cap | 37.98
& 25 mg
TB-XDR medicine
Bedaquiline 100 mg 12/03/2027 Granted 12/03/2027 Granted 100 tab-cap | 3000
Clofazimine 100 mg - - - - 100 tab-cap | 126.72
Hepatitis C treatment
Ribavarin 200mg - - - - 42 tab-cap | 12.28
Daclatasvir 60 mg - Not filed - Not Filed 84 tab-cap | 63,000
SofosbuvirtDaclatasvir | 400+60 mg 27/11/2032 Filed 31/03/2031 Granted 147,000
Sofosbuvir 400 mg 27/11/2031 Granted 27/11/2032 Filed 84 tab-cap | 84,000
Sofosbuvir/Ledipasvir 400/90 mg 30/01/2034 Filed 30/01/2034 Filed 84 tab-cap | 94,500

Source: http://www.medspal.org; http:/,

mshpricequide.org/en/drug-search-page-2/.
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Itis apparent that while Ugandais an LDC with pol-
icy space not to grant patents, it continues to grant
patents on key medicines. It was reported that AR-
IPO which files patents on behalf of the countries,
does not notify patent offices in the countries. It is
important that there is a communication link be-
tween ARIPO and country patent office so that for
example Uganda takes benefit of the policy space.

Each medicine had on average seven different
patents in Kenya and six in Uganda, based on the
strengths; salts used for the compound; manufac-
turing process; use; or the combination in which it
was provided with other medicines. Each of these
different modifications had either the same or dif-
ferent patent expiry dates.

Kenya is using older ARVs compared to Ugan-
da. This may be attributed to the patent regime,
where Kenya as a middle-income country is re-
quired to implement the TRIPs Agreement where-
as Uganda as an LDC is exempted until 2033. It is
important that both countries take advantage of
the opportunities provided by the MPP.

4.2 Key advocacy issues emerging from the analysis of patent status

Besides Bedaquiline and Moxifloxacin, the rest of
the medicines for TB are very old and off-patent
and the same applies to anti-cancers.

Although a patent had not been filed for some
medicines, the price was in some instances higher
than that of medicines that were on patent (e.g.
RAL v. ETV).

Older first line ARVs are being replaced by newer,
safer medicines which are more expensive.

Some of the newer medicines for which patents
have not been filed are available in combinations
that are patented.
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5. Emerging Issues, Opportunities and

Challenges

5.1 Opportunities

The legal framework for the utilization of TRIPS flex-
ibilities is in place at the EAC level, as well as at the
national level in Kenya and in Uganda. The EAC Re-
gional Intellectual Property Policy on the utilization of
Public Health-Related WTO-TRIPS Flexibilities and the
Approximation of National Intellectual Property Leg-
islation, 2013!1° and the second EAC Regional Phar-
maceutical Manufacturing Plan of Action (2017-2027)
are crucial policy documents on access to medicines
in the two countries.!!'Both Kenya’s Intellectual Prop-
erty Act (2001) and Uganda’s Industrial Property Act
(2014) have incorporated TRIPS flexibilities. Study re-
spondents cited these laws as constituting a positive
legal framework that presents an opportunity for the
utilization of the TRIPS Agreement.

Respondents also cited the existence of the requisite
institutional framework to promote and regulate re-
search. In Uganda, respondents cited Uganda Nation-
al Health Research Organization (UNHRO), which is
supposed to guide the health research agenda in the
country.

There has been an effort in Kenya and Uganda to man-
ufacture generic antiretroviral drugs locally, by Cos-
mos in Kenya and Cipla Quality Chemicals in Uganda,
as well as medicines for hepatitis B and NCDs. Cosmos
manufacturers Tenofovir-based combinations gener-
ic antiretroviral as well as anti-hypertensive, anti-di-
abetic, anti-ulcerant and anti-Parkinson medicines,
while Cipla Quality Chemicals manufactures Tenofo-
vir-based and Zidovudine-based combinations of ge-
neric ARVs as well as Hepatitis B medicines. Kenya has
about 35 pharmaceutical manufacturing companies,
while Uganda has 15. Most local manufacturers are
producing below maximum capacity, have room for
expansion and can bring down prices with economies
of scale if governments can expand local procurement.

Besides local production, there are many producers of
generic medicines globally from which countries with
limited local production capacity such as Kenya and
Uganda can import from under the parallel importa-
tion TRIPS flexibility. Previously, India dominated the
production and export of generic medicines, but more
recently generics are also coming from Israel, US and
Europe.

110 http://eacgermany.org/wp-content/uploads/2014/10/
EAC-TRIPS-Policy.pdf (accessed 23 October 2018).

111 2 EAC Regional Pharmaceutical Manufacturing Plan of Ac-
tion (2017-2027) 30, http://eacgermany.org/wp-content/up-
loads/2018/04/2nd-EAC-Regional-Pharmaceutical-Manufac-
turing-Plan-of-Action-2017%E2%80%932027.pdf (accessed
23 October 2010).
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Both Kenya'’s Intellectual Property Act (2001) and
Uganda’s Industrial Property Act (2014) have
incorporated TRIPS flexibilities; both countries
have the requisite institutional framework to

promote and regulate research; and there
have been efforts to manufacture generic
medicines in both countries

Parallel importation is possible but the national laws
in Kenya and Uganda have to explicitly allow impor-
tation of such generics put legitimately on the market
in the exporting market. Under Article 31 of the TRIPS
agreement, Uganda and Kenya can also ask exporting
countries to issue a compulsory license to produce
and export under this mechanism.

R&D is currently ongoing in the country at KEMRI,
universities and ACTS in Kenya, and at Makerere Uni-
versity, Uganda Virus Research Institute, Baylor Uni-
versity Children’s Foundation and TASO in Uganda.
While most of the R&D in Kenya and Uganda is foreign
driven, the research institutions have over time built
research capacity, including among local researchers,
which national governments can build on to launch lo-
cally driven national research agenda.

There is high prevalence and use of traditional med-
icine in Uganda and Kenya. More than 70% of the
population in Kenya and more than 60% in Uganda
depend on traditional medicine for many reasons. In
Uganda, and there are initiatives such as THETA and
the Natural Chemotherapeutics Research Laboratory
(NRCL) that are focused on promoting herbal medi-
cine to promote and restore health.

Ministry of Health has drafted a policy on Traditional
and Complementary Medicine to guide the practice of
traditional medicine, R&D and the protection, cultiva-
tion, propagation and sustainability of traditional me-
dicinal plants. A Bill has proposed the establishment
of a semi-autonomous body, the National Council
of Indigenous and Complementary Medicine Practi-
tioners, to support collaboration between the “mod-
ern” health sector and traditional practitioners and to
regulate the latter, while protecting their intellectual
property rights.



In Kenya, the National Policy on Traditional Medicine
and Medicinal Plants aims to achieve conservation of
medicinal plants, equitable sharing of benefits, and en-
hancing production and domestication, while ensuring
the safety and efficacy of the products. It will also give
guidance to practitioners, consumers and regulators.
However, the Industrial Property Act, which could pro-
tect the IPR of traditional practitioners, disqualifies
traditional knowledge, exposing medicinal plants to
indiscriminate exploitation and bio-piracy.

There are positive policy initiatives to support invest-
ment in local pharmaceutical manufacturing in at the
regional level.

The EAC Regional Pharmaceutical Manufacturing Plan
of Action 2017-2027, the roadmap towards an effi-
cient and effective regional pharmaceutical industry,
has set four “high-level” targets: 1) Reversing depen-
dency on pharmaceutical imports from outside EAC
from more than 70% to less than 50%; 2) Support the
expansion of product portfolio of EAC firms to cater
for more than 90% of disease conditions; 3) At least
50% of purchases by EAC national medicines procure-
ment agencies are to be sourced from EAC pharma-
ceutical manufacturers; and 4) Support local industry
in expanding their portfolio.

The Plan targets at least five companies to produce
advanced pharmaceutical formulations. Some of the
strategies to achieve these targets include: incentive
packages (tax, preferential treatment, land allocation,
etc.); appropriate financing schemes for upgrade of
the sector; preferential pricing; a regional center for
production of Chemical Reference Substances; and
utilization of TRIPS flexibilities. There is a proposal for
EAC to set a common external tariff of 25% on imports
of items that are also produced locally.

The Buy Uganda Build Uganda (BUBU) Policy 2014
aims to promote the consumption of locally produced
goods and services products through public procure-
ment and encouragement of the private sector to con-
sume locally originating products thus increasing the
participation of the locally established firms in domes-
tic trade. Pharmaceuticals is one the BUBU priority in-
dustries, and for selected items, an import tax of 12%
is charged, compared 2% for rest of the items. Local
producers are also given a 15% advantage in public
procurement.

“I know of a case where a local manufacturer or-
dered APIs in a country where no patent existed since
the patent in Kenya was due to expire in one or two
years. This company was followed here in Kenya
despite the fact that the APIs were imported into
another country (where the patent did not exist) and
not into Kenya,” — personal interview, key informant,
PharmaQ

“The big pharma is doing many things to circumvent
the state from using TRIPs flexibilities. The use of
donations has proved to be an effective strategy. In
Kenyatta hospital for example, cancer medicines are
being donated meaning that the procurement pro-
cess will be interfered with,” — personal interview, key
informant, Advocate of the High Court of Kenya

5.2 Challenges

The main challenge being faced is the use of legal
threats by big pharma against whoever attempts to
exploit their patents. Western giant pharmaceutical
companies have put pharmaceutical manufacturers in
emerging market on focus. In relation to early work-
ing, western pharmaceutical giants are monitoring
companies and individuals through the suppliers of
raw materials of API. In this regard, if anyone makes an
order for APIs which is capable of making a patented
product then they follow them up with threats.

Another challenge is big pharma’s deliberate sabo-
tage of local pharmaceutical production in develop-
ing countries. This is done through interference in the
market. Medicine donations are strong tool that big
pharma used to undermine local pharmaceutical pro-
duction in developing countries. In 2004/2005, Cos-
mos successfully pushed for a compulsory license in
order to produce ARVs in Kenya. Boehringer and GSK
eventually agreed to give voluntary license but this
deal was frustrated because of lack of government
tender and Roche subsequently launched a program
to provide free medicines to the government, under-
mining Cosmos’ market.

The medicine regulatory framework is fragmented,
particularly in Kenya where the Pharmacy and Poisons
Board (PPB) and the National Quality Control Labora-
tory have openly failed to agree on each other’s man-
dates in quality assurance.

Counterfeiting continues to affect the quality of medi-
cines in Uganda and Kenya and this threatens the right
to quality medicines in both countries. From an IP per-
spective however, the war on counterfeiting is turning
out to be a threat to access to generic drugs globally,
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undermining the abilities of countries to utilize the
TRIPS flexibility of parallel importation. There seems
to be a mysterious enthusiasm by the state in Kenya
and Uganda, as in many developing countries, to en-
force the rights of big pharma as opposed to those of
the citizens to access essential medicines. Local phar-
maceutical manufacturers may not invest in produc-
tion of generic medicines if the state itself remains the
threat.

Another challenge is the common practice of “ev-
er-greening” of patents through patenting of different
compounds with basically the same molecules or ac-
tive ingredient. This is largely facilitated by lax patent-
ability criteria and patent examination.
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The cost of setting up pharmaceutical manufacturing
plants is high generally high safety standards and ex-
pensive technology. The TRIPS transition period has
not effectively supported technology transfer in the
pharmaceutical industry. Respondents in this study
indicated that investing in pharmaceutical manufac-
turing in developing countries is not profitable due to
high technology and production costs.



6. Conclusions and Recommendations

1)

2)

3)

4)

Institutional collaboration should be strengthened,
particularly between the Ministries of Health, the
IP office and regulatory institutions to protect and
promote access to medicines as well as ensuring
policy coherence

Kenya and Uganda should explore regional coop-
eration which provides ample options to deal with
patent barriers. The EAC, being a regional bloc
with over 50% members being LDCs, can make use
of the regional exception, a TRIPS flexibility that
facilitates the production or procurement of ge-
neric medicines to the benefit of the entire region.

The governments of Kenya and Uganda, as well as
the EAC should ensure that anti-counterfeit legis-
lation do not hamper legitimate trade in generic
medicines.

Since the Medicines Patent Pool has expanded its
mandate to all other diseases, patent holders and
those involved in the development of new medi-
cines should commit to licensing for low and mid-
dle income countries.

5)

6)

7)

Governments should sensitize policy makers, leg-
islators and other decision makers at different lev-
els for them to appreciate the value of quality as-
sured generic medicines and their important role
to protect the rights of citizens to have to access
affordable, quality health goods and services.

Uganda, as an LDC, should not grant or enforce
patents on pharmaceutical products at all.

CSOs should continue to advocate for, and engage
policymakers on the full utilization of TRIPS flexi-
bilities in the response to not only the infectious
diseases such as HIV and TB, but also to emerging
ones, such as NCDs.

29



punodwod

(asn
or1d 13Ang

(asn) so1d
11ddng

ageyoed

partg 10N Ad{ UO 3suddI] Jerdje[ig JiaeIgonjoq
duuozuagouruy [[Aulprutiid ¢ suorn
[outry [[AuaydjAypowiq 9z ([Auayie -eUIqUIOD 29 punod
pojueln §202/20/60 | -ouek)d ) +1] #11 ¥ 3O SPHOYI0IPAH | +E6£0L00TdY Ad U0 9sud01] [eIdNe[Ig -wod QULIAI[TY
Snuozuag[ourury [ [Aurpruni& g suorn
7 [ounury [[AuoydiAypowrq 9z (JAu -eUIqUIOD 29 punod
paiuerd §202/20/60 -oqeouek) ) ¥]1 1] ¥ JO ererewnd | £€6€0L00dV Ad UO 9sudI] [erare[Ig -wod suLIAI[Y
suor)
SI0)IQIYU] 1Y PIA\ DIUN Surure) -euIquiod 29 punod
pajuerd ¥207/€0/60 -U0D) AUIPIWLIA] V JO SUOHEUIQUIOD) | [$SE0900TdV Ad U0 9su01] [eIB[IEg -wod auLIALd[y
suorn
saurp -euIquod 7 punod
paiuerd 202/60/80 -tk g Suniqryup uonedt[doy ATH | €6620¥00TdV Ad UO 9sua2I] [eIle[Ig -wod duLIAI[Y
ouprArdirg
Sw 67/0S /naeI3anjoq
D 1d JO uonenuLIo}
orerpead uo asuadI| JJIN
29 D1J JO uonenuLIoj punod
Pa[1.] 10N J[npe Jo asuddl] JJIN -woo J1ABISAIN[O wsog
D L[ Jo uone[nuIoy punod
Pa[1.] 10N oryerpad uo asuddl] JJIN -woo J1ABISAIN[O Swgg
D LJ JO uone[NUIOY punod
P91 10N ownerpad uo asudo1 JJIN -wod IAeISNoq S|
naeidonjog

epues) ur
snje)s Juded

ep Andxs
epuedn

NI, UOHUIAU]

oN uoneddde
LEITE |

uondrIasap asuadry

uondiasap yudjeq

Isuans

SUONE[NULIO) AYV
/oUIEU JLIIUID)

epuesn Joj uonew.ojul 3d1ud pue Juajed pue SUPIPIA :| Xauuy

SaXauUUY




65T 2Moq “UonO3JU[ AlH
WO JO JUSUIRIIL PUY UONUIAJIJ YL U]
s 1oy puy sourdozer (#°1) (4.€ dAN punod
pardxyg 010Z/11/91 | “.z:d T ¢) opukdiq H9 0IpAYIA [1 S | $TTO006dV UO UOTIBIB[OIP JOSSE UON -wod durdenasN
'SPy
JO 1udUNeAI] Y[, 10, S Y[, puy
suory [, puy souQ 9 utdazer( (¢ 1)(4 dAN punod Jwg
pandxg 0102/90/8T | € ‘T:d T'¢) opLAdIq H 9 OIPAYI T1°G | 8810006dV U0 UONEIB[IIP 1I3SSE UON -wood surderniadN | /Bur Og
“uonoqJuy ATH
JO 1uauneaI], pUuy UONUIAJIJ YT Uuf
s 1oy puy sourdozer (#°1) (4.€ dAN punod
pardxyg 010Z/11/91 | “.zid T ¢) opukdiq H9 0IpAYIA [1 S | $TTO006dV UO UOTIBIB[OIP 113SSE UON -wod durdenasN
'SPy
JO udweal], Y[, 104 s ™Y, puy
suory [, puy souQ 9 utdazer( (¢°1)(4 dAN punod
pandxg 0102/90/8T | € ‘T:d T'¢) oOpLAdIq H 9 OIPAYI [1°G | 8810006dV U0 UONEIB[IIP 1IASSE UON -woo surdernadN | S 00f
1€T sdeo U] ATH JO
/9¥1 09 JUSUBAI], PUY UONUSASIJ YL U 9S[)
nroy L, puy soutdazelq (1) (4.€ *.¢d dAN punod
pardxyg 010T/11/91 T “¢) opukdiq H 9 0IpAYIA 11 6,, | $TTO006dV UO UOTIBIB[OIP 113SSE UON -wod durdenasN
'SPy
JO udweal], Y[, 104 s I_Y [, puy
suory [, puy souQ 9 utdazer( (¢°1)(4 dAN punod
pandxg 0102/90/8T | € ‘T:d T'¢) opLAdIq H 9 OIPAYI T1°G | 8810006dV U0 UONEIB[IIP 1IASSE UON -woo surderniadN | S 007
.’ UO1JIUT ATH JO
JUAUIBAL], PUY UONUIAJIJ YT U] 9S)
nroy L, puy soutdazelq (1) (4.€ *.¢d dAN punod
pardxyg 010T/11/91 T ‘¢) opukdiq H 9 0IpAYIA 11 6,, | $TTO006dV UO UOTIBIB[OIP 113SSE UON -wod durdenasN
'SPy
JO 1duweal], Y[, 104 s ™Y, puy
suory [, puy souQ 9 utdazel( (¢°1)(4 dAN punod
pandxg 0102/90/8T | € ‘T:d T'¢) opLAdIq H 9 OIPAYI 1°G | 8810006dV U0 UONEIB[IIP 1I3SSE UON -woo surdernadN | Sw Q]

(asn

9o11d 194ng

(asn) sud
11ddng

Jgeyoeq

epues) ul
snje)s Juded

ep Andxd
epuesn

LI, UONUIAU]

oN uonedrdde
judeq

uondrIdsap IsuddI

uondrIdsap judjeq

I3udns

surderiaoN

SUONR[NULIO} AV

/ouIeu JLIUIL)

31



punod

Py 10N -wod JIARISIN[O
(da.L) orerewny
PaIy 10N [1xoxdosIp J11A0jou],

D1 JO SuonE[NuULIO}
owerpead o 9suadI] JJIN
puE UONRUIqUIOd DY

/D1d % DLJ JOo uonenu Aqrurey spunoduoo Suw g IIAOJOUQ /QUIPNA
Pa[Y 10N -10J J[Npe U0 dsuddI[ JJIN | [rxoidosip a1aojoud], | /00€ /00€ | -Twe/raeiSomioq
N 8L'6 q® 0€
(da.L) orerewny
PaIy 10N [1xoxdosIp J1a0jou],
AL uo osudd1] JJIN % Aqrurey spunoduoo 00€ IIAOJOUQ], /oUIp
Pa[Y 10N dQL % AVL o [edje[ig | [1X01doSIp IIAQJOUST, | /O0E /009 | -NATWIE/ZUDIIARH
6y 9L'S deo
-q81 001
punod
pandxg 9002/60/S1 "SopIS0a[onN dunaderay ], ¥700098dV -Woo auIpnAoprz | Sw Q[
919'C e WOy Jw Sw Q]
suIpnaoprz
(da.L) orerewny
PoIY 10N [1xoxdosIp 11A0Jou],

Apwrey spunoduwoo

Pa1Y 10N [rxoxdosip Iaojoua]
uondJUL ATH
JO Juduneal], puy UONUIAJIJ Y[, U]
as) 1oy, puy sourdozel( (v°1) (4.€ punod
poudxyg 0107/11/91 | ‘@ T ¢) opHAdIQ H 9 OIPAYIQ 11§ | +TT0006dV -woo duidernsoN
'SPV
JO udUnEaI], Y] I0 oS JIOY L, PUY
suory ], puy sauQ 9 urdozeiq (+°1)(4 punod | Sw oz surdeIrAoN+ouIpnA
pandxg 0102/90/8T | € ‘7@ T'¢) opLAdiq H 9 0IpAYI( 11°G 8810006dV -wood surderniAdN | +00¢/00€ -lwe T /IIA0Jous],

(asn) (@sn) dduad epueg() ul ep Andxd oN uonedjdde sSuone[NULIO) AV

11d 194ng Jrddng Ageyoed smye)s juded epued PLL UONUIAU] jJuded uondrrdsop asuddI T  uondrsap yjuded  YPsudxns /ouIeU JLIdUID)




Pa[Y 10N punodwod zuamaejqg | Sw 009
PaIy 10N punodwod zudlAeyg Sw g
Pa[Y 10N punodwod zuamaejqg | Sw 00¢
Pa[Y 10N punodwod zuomaejqg | Sw 007
Pa[Y 10N punodwod zuamaejg | Sw Q] ZUQIIAR)F
QuIpnAIe |
/4@ HA0JoU,
vTL IS°L deo
-qu1 09 "QUIPNAOPTZ PUY dUIPNATWE Juture)
pajue1n L10T/01/6C -u0) suonisodwo)) [ENNddLULIEY] 6151066dV sR[qe} LZV+ILE
AdZ
INOYIM JO M
suoneuIquod 1.
pajuern 9107/€0/8¢ 68010L6dV /09V OLE/DIV
SULIO}
pandxg C102/20/90 SOATIEALIO(] QUB[OTYIEX() uI[[eISAID) $6£00C6dYV [e3SA19 QUIpnATUIE |
Aqrurey
'$9 punodwoos suiqen
pandxg 1102/20/50 -Bnofeuy 9pIsod[oNN SUL[OIYIEXQ €1 §ST0016dY oL /QuIpnAlwe ]
ddi to Awey
9SUII :
‘sonadoid [elAnUY EQ,M MMM/M%QWMWH\W%M spunodwod aurpna
pandxg 0102/80/20 WA\ SAUB[OIYIBXO €°] :parminsqng £€910006dV 1w uo syuored o Howqm 9 -Ture]/oulqe)dLnury
j0U syuAUIIWO)) (L % punod Sw
paxndxyg 9002/60/S1 «'SapIsoa[onN dnnadeidy L, | $¥00098dV AVL U0 asuadl| [e1are[ig -Wwod suIpnAoprZ | 0S1/00€ ourpna

(asn

9o11d 194ng

(asn) sud
11ddng

Jgeyoeq

epues) ul
snje)s Juded

ep Andxd
epuesn

LI, UONUIAU]

oN uonedrdde
judeq

uondrIdsap IsuddI

uondrIdsap judjeq

I3udns

-Twe] /AUIPNAOPIZ

SUONR[NULIO} AV
/ouIeu JLIUIL)

33



S09 98'8 [wove ‘[OUBIIOIN | QUQ}
-uadoph) T [1A 6 utng H 6 (ourwe
-AdoxdodA) 9 outry ] 4 S1O (A #°S uonnjos
pajuelH 6102/20/v0 1) JO suonisodwo) [eonanoeuiieyd | 8/8100002dV [B10 IIABORQY
‘sareIpawIu] ouLnd sso001d Surm
pajuelH 8102/01/¢1 -010[4D) JO SISAYIUAS Y, 10,] $9901d | 06L10000TdV -Ogjnuell HABOEQY
ssao01d
'SuIejoR POSEALIO( N PoyoLIuT A] Q)eIPOWLIUI 10
pajueIn) 8107/80/0C | -Teouowonueuy Surredaid 10, $S9001] 12L1066dV QWAZUD IIABORQY
suon suopeu
-09Ju] [BIIA Suneal], uf s S} puy -1quIOD 29 J[es 9Je)
paiuerd 810T/S0/v1 3JBJ[NSIWOY OPISOI[ONN 1[A00qIE) 8891066dV -[nstay HIABORqY
AdZ
DdV Jo suone[nuoy INOYIM IO M
oerpead uo asuddI| JININ suoneuIqUIOd N 1.4
pajuein 910¢7/€0/8C 68010L6dV 2 ‘soLnunod padojaaap /04V DLEDAV
pamdxyg 0102/21/12 soprsoaponN annadersy], | $€20006dV JSE3] PUE SILQUNOD SwWoout punodwoo I1aeoeqy
i : : MO ‘BOLIJY UBIBYEBS-QNS :
pandxg 6002/90/9C sopisos[onN onnaderoy ], 6210068dV 10§ SosuadI| [e1oje[ig | punodwod mAeoeqy | [w /Suw (g IIABORQY
Y76 99'01 deo
-q® 0¢ Pa[g 10N punodwod zuosAe}q
(da.L) orerewny
Pa1Y 10N [rxoxdosip Iaojoua]
Apwrey spunoduwiod
PaIy 10N [1xoxdosIp J1a0jou],
suone[nuLIoy 39]
P3[4 10N -qe) AJ9/014/4dL
Adeioy) eIAnUY uonRUIq suoneuIqUod VI
Paltd ¥207/10/€1 | -WoD 104 SPOYIRIA puy suonisodwo) | 84£€0S0007dV /21410 AdL/OLA
Aqruey
‘sonodoig renmanuy spunodwoo aurpna | Sw 009 ZUDITARJH /oUIqeI
pandxg 0102/80/20 WIAL SAUB[OIYIBXO €°] :parnminsqng £910006dV -ltre] QuIqeioLwy | /00 /00€ | -dMury A1Acjoud],

(asn)

11d 194ng

(asn) »ud
Jrddng

Ageyoed

epueg() ul
snje)s Juded

ep Andxd
epued

S[ILL, UONUIAU]

oN uonedjdde
jueq

uondiIdsap IsuDI

uondrisap jJudaed

Psudns

SUOE[NULIO) AYV
/ouIeU JLIdUID)




punod
Pa1y 10N -wod IARIZAIN[Oq
‘sojerpawIdiu] sunind ssa001d Surmny
pajuerd 810T/01/%1 -0I0[YD) JO SISAYIUAS Y, 10 $59901d | 06L100002dY -OBnUEBUI IIABORQY
ssoo0xd
‘SWe)ORT PAsHBALId N pPayoLuy A| QJBIPAWLIdIUI 0]
pajueIn 8107/80/07 | -Teouowonueus urredald 10 SS9001] 12L1066dV QWAZUD NABIRQY
suorn suorjeu
-00Ju[ [eIIA Suneal] uf 9s) s} puy -1quIod 29 1[eS d)e]
pajuerd 810T/S0/v1 9)BJ[NSIWOH OPISOI[ONN O1[K00qIB) 8891066dV -[nsTway HABdRqY
AdZ
INOYPIM IO [PIM
914 10 93¢ PUV 680 T6ST duIp SuonBUIqUIOd DA
paiuerd 910T/€0/8T | -NAOPIZ JO SuoneUIqO)) ousISIouky 68010L6dV /09V DLe/DaVv
SuiIoy
paxndxyg ¢102/20/90 "SOAIBALIS(] SUBJOIYIEX() SUI[[ISAID) $6£00C6dV [e1SA10 duUIpnATLIE |
pandxg oroz/ci/ic $9pIs0a[onN ounadeldyL | #£70006dV punodwod 1AedeqY
Aqnuey
‘sonradoid [enanuy spunodwos aurpna
pandxg 0102/80/20 AN SAUR[OIIRXQ) €° pAImNsqng £€910006dV -lwre[/sulqeyioLnuy
uoneuIqUod DIV
/OLA % DLA Jo uonew Sw Qg | OUIPNAIWET /IARIS
pandxg 6002/90/9T $opIsoa[onN dnnaderay[, 6C10068dV ~10J J|npe U0 dsudDI| JJIN | punodwoo 1AedEqY | /0S /009 -mjoq /Aedeqy
YL 81°T1 deo
-q®1 09 ‘sareIpawIu] ourind sso001d Surm
pajuelH 810T/01/¢1 -010[YD) JO SISAYIUAS Y 10 $3001d | 06L10000TdV -Ogjnuell HABORQY
ssao01d
"SwIR)ORT PASHBALID N PoyoLuy A| QJeIPOWLIAUI J0F
pajueIn 8107/80/07 | -Teourowonueuy Surredald 10, $S2001g 12L1066dV QWAZUd NABIBQY
suorn suoneu
-00Ju] [BIIA Funeai], uf 9s) S} puy -1quIod 29 1[BS B
pajuelH 810T/S0/v1 QI [NSIWAY OPISOI[ONN I[A00qIE) 8891066dV -[nstay IABORqY
AdZ
INOYIIM IO M
SUOT)BUIQUIOd DI
pajuerd 9102/£0/8C 68010L6dV /09V DLEDIV
paxndxyg oroz/el/ic $9pIS0a[onN dnnadedyL | $£70006dV punodwod 1Aedeqy
*soLuNod padojaadp
JSBO[ PUE SALHUNOD SWOOUT
MO ‘BOLIJY URIRYRS-QNS
pondxg 6002/90/9C sapisod[onN dnnaderay ], 6210068dV 10J sasuddI| [e1dre[ig | punodwod IABORqQY | Sw ()Q¢ IIABORQY

(asn

9o11d 194ng

(asn) sud
11ddng

Jgeyoeq

epues) ul
snje)s Juded

ep Andxd
epuesn

LI, UONUIAU]

oN uonedrdde
judeq

uondrIdsap IsuddI

uondrIdsap judjeq

I3udns

SUONR[NULIO} AV
/ouIeu JLIUIL)

35



(asn)

11d 194ng

(asn) »ud
Jrddng

Ageyoed

epueg() ul
snje)s Juded

ep Andxd
epued

S[ILL, UONUIAU]

oN uonedjdde
jueq

uondiIdsap IsuDI

uondrisap jJudaed

Psudns

96°¢ deo suopeu
-qe1 09 SUONOQJUI [BIIA SUIJBII} UI SN S)I pue -1quIOD 29 J[es 9Jey
pajuels 810T/S0/v1 9IBJ[NSIWOH OPISO3[ONN] J1[K20qIE) 88910664V -[nstay HIABORqY
AdZ
JNOYIM IO JIIM
014 10 91€ PUV 680 T6ST OUIp suoneuIquiods 314
pajue1n 910T/€0/8¢ -NAOPI7Z JO SUONEUIqUIO)) JNSISIoUAS 68010L6dV /09V ‘DLEDAV
SULIO}
pandxyg 10T/20/90 "SOAIBALIO(] QUB[OIYIEX() QUI[[RISKID) $6£00C6dV [e1sK10 suIpnArwe
parrdxyg 010Z/1/1T SOpISOR[ONN dnnederdy], [ $£70006dV punodwoo nAedeqy
DgV Jo suone[nuIoy QuIpna
parrdxyg 6007/90/9C SopISOa[oNN dnnederdy], [ 6Z10068dV orerpad uo asuddI| N | punoduwioo naeoeqy | Suw 0g/09 -IWe /IARORQY
- suoneu
SUONIQJUI [BIIA SUNBAI} UI SN S)I pUR -1qQuIOD 29 J[Bs 9Je)
pajueln 8107/S0/v1 9IBJ[NSIWOH OPISO3[INN A[K20qIE) 8891066dV -[nsTuiay f1aedoeqy
AdZ
JNOYNIM IO M
011 10 93¢ PUV 680 T6ST “OUIp suopeuIquos j1q
pajueln 910T/€0/8¢ -NAOPIZ JO SUONBUIQUIO)) dNSITIOUAS 68010L6dV /09V ‘0LE/DIV
pandxg 0roz/ci/ic sopisoajonN dnnodesay [, ¥€20006dV punodwoo 1aeoeqy swpna
partdxyg 6002/90/9¢ $9pISO[oNN dnnaderay], 62100684V punodwod 1aedeqy | Sw (09/0Z1 .mEmAE%o.BA\
‘sojerpawIdiu] sunind ssoo01d Surm
pajueln 8102T/01/¥1 -0I0[YD) JO SISAYIUAS A, 10,] $3001d | 06L10000CdV -ogjnuet Haedeqy
6’V - deo suorn DgV JO suone[nuioy suoneu
-qel 9¢ -00§u] [eNA Suneaiy, uj as() sif puy orerpead uo asuadI| JININ -IQuIod 79 1[es d1ef
pajueln 8107/S0/v1 9IBJ[NSIWOH OPISOI[INN I1[K20qIE) 8891066dV 29 ‘saLunod padofoaap -[nstusy J1ABdRqY
pandxyg 0107/21/1C sopisos[onN onnaderay +€20006dV JSES] U SILNUNOD SwooUt punodwoos 11aeoEqY
. : : MOT ‘BOLIJY UBIRYES-qNS .
pandxg 6002/90/9C sopisoa[onN onnaderoy | 6210068dV 10J SOSuddI| [e1dle[ig | punoduiod IABIRQY Sw 09 IIABORQY

SUOE[NULIO) AYV
/ouIeU JLIdUID)

(o]
™



ol ad de> ‘sojerpouLI)u] ouLind
-qe1 0g iPoaL o
pajueln 810C/01/¥71 -010[4D) JO SISAYIUAS OY, 10 $990IJ | 06L10000TdV
‘Swiejoe pasneAldg N payorug A|
pajueln 8107/80/0T | -leonewonueuy Sutiedaid 10,] $s3901d 12L1066dV
suon
-00Ju] [eIIA Suneal] uj asn ) puy
pajueln 810¢/50/v71 QBJ[NSIOY OPISOI[ONN OH[A00qIe) | 8891066dV
914 10 93¢ PUV 68N T6ST duIp
pajuerd 910T/€0/8T | -NAOPIZ JO SuoneuIquo) oNsISIBUAS | 68010L6dY
pandxyg ¢102/20/90 "SOANBALId(] SUBOIYIEX() QUI[ISAID | S6£0026dV
‘SO
poudxg 1102/20/S0 | -Snojeuy dpISOd[INN dUBOIIEX() €°] §Sc0016dv
pandxyg oroc/ci/ic $opIsoa[onN onnadelayL | #£70006dV
sonodoid jenanue
paxndxyg 0102/80/20 [ SAUB[OIIRXQ €° PAIMNSqNS £€910006dV
pandxyg 6002/90/9¢ sopisodjonN onnoderdyr | 6210068dV

(asn)
9o11d 194ng

(asn) sud
11ddng

Jgeyoeq

epues) ul
snje)s Juded

ep Andxd
epuesn

LI, UONUIAU]

oN uonedrdde
judeq

*soLuNod padojaadp

SB[ PUB SILHUNOD SWOOUT
MO ‘BOLIJY URIRYRS-QNS
10J SOSUII| [BIdIR[Ig

uondrIdsap IsuddI

ssao01d Surmny
-0BJNUBW JIABORQY

ssoo01d
dJeIpaULIAUI JOJ
QWAZUD JIABORQY

suoneu
-1quIOd 29 1ES d)BJ
-[NSTWAY JIABOBQY

AdZ
INOYYIM IO (PIM
SUOTRUIqUIOD D L]

104V ‘DLe/0aV

Nuiatoig
[€ISAI0 QUIPNATIIE T

Ajruey
punodwos suiqen
-OLIJWH /QUIPNATWE |

punodwod 1ABORqQY

Ajruey
spunodwos surpna
-lwe]/Qulqel LU

punodwod 1ABORqQY

uondrIdsap judjeq

Sw
00€/009

I3udns

uipna
-TWeT/IIARORQY

SUONR[NULIO} AV
/ouIeu JLIUIL)

37



punod

Pa[Y 10N -Woo JIARUNIR(]
ANQ oterpead
uo sjudjed 9010§ud 0} J0U suoneulquod
PoIg 10N juauIwwo)) 2 s | IABUOILI/IARUNIE(
pue eOLJY UBIRYERS-qNS Ul
10}1QIYU] 9SBJ0IJ AN uo syudyed 0o10§Ud EILAN (O
pajueln) €202/S0/91 ATH JO suoy oydiowAjodopnasqd | 161€04002dV 0) 10U SjUAUNIWWO)) | JJe[OULYID JARUNIR | SW (OS] JlAeunIR(Q
A¥Q oterpead
uo sjuojed 9010JU0 03 JoU punod
Pa[Y 10N JueUIIWo)) 2 ST -Woo JIARUNIR(]
pue eOLY UBIRYERS-qng Ul
JI0JIQIYU] 9SBAJOIJ A uo syudyed 0010§Ud 9JeA[OS o
pajueIn) €202/S0/91 ATH JO swo orgdiowkjodopnasq | 161€04002dV 01 JOU SJUQUIIIUWO)) | 9je[ouey)d JIAvUNIR( | /SW 00T IIARUNIR(]
N Shee deo
-1 09 ‘sojerpawIdiu] dunind ssa001d Surmny
pajuern 8102/01/v1 -0I0[YD) JO SISOYIUAS OY, 104 $901d | 06L10000TdV -OBnuell IIABORQY
ssoo01d
"SWIejoRT PASHeALId N POydLIUA A] 9)RIPIWIUI 10
pajueIn 8107/80/07 | -Tesuowonueuy Sulredald 10, ss9001] 12L1066dV QWAZUD JIABORQY
suon suoneu
-09Ju] [eIIA Suneal], uf os() S} puy -1IqUIOD 29 J[BS 0Jef
pajuern 810T/S0/¥1 9IBJ[NSIWOH OPISO[INN O1[K00q1E) 8891066dV -[nstuay 11ABdRqY
‘QUIPNAOPIZ PUY ouIpnAIwe Surure)
pajuern L10T/01/6T -u0) suonisodwo)) [ednNAdLWLIEY] 6151066dV s1lqel LZV+I.LE
AdZ
INOYIIM IO [HIM
01 10 91€ PUV 680 T6ST duIp SuoneuIquIos HI1A
pajueln 910T/€0/8¢ -NAOPIZ JO SUONBUIQUIO)) dNSITIOUAS 68010L6dV /09V ‘0Le/DaV
SULIO}
parrdxyg C102/20/90 SOAIALIO(] QUB[OTYIEX() dUI[[eISALD) $6£000¢dV [e1sA10 ourpnarwe |
Aqruey
'$9 punoduwod aurqeln
pandxg 1102/20/50 -8nojeuy opISO9[oNN QUB[OIYIEX() €°] §ST0001dV -OLNUIH /SUIPnALIET]
partdxyg 010Z/T1/1T S9pISOR[ONN dnnederdy], [ $€70006dV punodwoo nAedeqy
Aqruey
‘son1adoid [eIAnuy spunodwos ourpna
pandxg 0102/80/20 WIA\ SAUB[OIYIBXO €°] :parnminsqng £€910006dV -Twef/eulqelornury
paridxyg 6002/90/9¢ $9pIs0a[onN dnnederdy], | 62100068dV punodwoo NAedEqY suIpnaopryz
punod | Sw Q¢ /ouIpnATWE
pandxg 9002/60/S1 «'SOpIsoaonN onnoderoy,, ¥00098dV -Wod auIpnAoprz | /0S1 /00€ [H1ABIRQY

(asn)

11d 194ng

(asn) »ud
Jrddng

Ageyoed

epueg() ul
snje)s Juded

ep Andxd
epued

ML, UONUIAU]

oN uonedjdde
jueq

uondrIdsap IsuDI

uondrisap juded

Psuans

SUOE[NULIO) AYV
/oWIeU JLIdUID)




(asn)
9o11d 194ng

naeuinbeg
- N punod
Pa[Y 10N -Woo JIARUNIR(]
SUOIJBUIqUIOD
Py 10N sy | AeUOI/IARUNIEQ
pue eOLY UBIRYERS-qNS Ul
JI0}IQIYU] 9SBAJOIJ AN uo syudyed 0010§Ud 9JeA[OS
pajueIn) €202/S0/91 AIH Jo suro,] orgydrow&jodopnesd | 161€0v002dV 01 JOU SJUQUIIIUWO)) | 9Je[ouey)d JIARUNIE( | SW ()08 IIABUNIR(]
- - punod
PI1Y 10N -Wod JIARUNIR(]
SUOTJEUIqUIOD
PaIY 10N IIABUO}LI/IIABUNIE(]
ANQ orerpead
uo sjudjed 9010Jud 0 Jou
JuaumIWo)) 2 O]
pue eOLY UBIRYERS-qNS Ul
10}1QIYU] 9SBJ0IJ AN uo syudyed 0o10§Ud 9JeA[OS
pojueIn) €202/S0/91 AIH Jo suio ] orydrow&jodopnesd | 161€0v002dV 01 JOU SJUQWIIWIWO)) | 9JB[OURYID JABUNIE(] Sw g/ IIARUNIR(]
1815 deo punod
-qe1 09 PI[Y 10N -Woo JIARUNIR(]
SUOTJEUIqUIOD
Pa[y 10N SOAT | IAeuojLI/IIARUNIR(]
puE BOLIJY URIRURS-qNS UI
10}IqIYU] 9SBJOI] AN uo syudred 9o10JUd 9)eA[OS
pajueIn) €202/S0/91 AIH JO suuoy oiydiowkjodopnosd | 161£0¥002dV 01 J0U SJUSUHIWIWO)) | d)e[oURYId IARUNIR( | SW ()09 IIAeunIR(q
$$'9¢ deo punod
-qe1 09 Pa[Y 10N -0 JIABUNIE(]
SUOIJBUIqUIOD
Pa[Y 10N sy | TAeuOyIARUNIEQ
pue BOLIJY UeIeyeS-qng ul
10}1QIYU] 9SBJ0I] AN uo syudred oo10§Ud 9)eA[OS
pajueIn €202/S0/91 AIH Jo suuo, orydiow&jodopnosd | 161€0¥002dV 01 J0U SJUSUHIWIWO)) | d)e[oury)d JIARUNIR | SW (0f IAeunIe(q
€T6L deo punod
-qe1 09 Pa[Y 10N -0 JIABUNIE(]
SUOIBRUIqUIOD
Pa1Y 10N JIARUOJLI/IIARUNIR(]
sOa1
pue eOLJY UBIRYERS-qNS Ul
10}1QIYU] 9SBAJOIJ AN uo syudyed 0o10§Ud dJeA[OS
pajueIn) €202/S0/91 ATIH JO swoy orgdiowkjodopnosq | 161€04002dV 01 JOU SJUQUIIIIWO)) | 9Je[oury)d JIARUNIR( | SW (O¢ IIARUNIR(]

(asn) sud
11ddng

Jgeyoeq

epues) ul

snje)s Judled

ep Andxd
epuesn

J[ILL, UONUIAU]

oN uoneddde
judgeq

uondrIdsap IsuddI

uondrIdsap judreq

I3udns

SUONR[NULIO} AV
/oureu JLIUIL)

39



SIUDIPIAI
gL dury 1sag

9]0ZEX0WLI0))

v (44 ool [ Buig
LET wee [uig /Suigg
€0'L deo
-qe1 001 Swoz 9[ozeuoon|j
SuonIJur
pstunyaoddo
10§ SOUIIPIIAI
- N uoneredard 10,4
59550901 puespunoduio)) [eIIANUY suone[NULIOY
pajueln 0207/80/1¢€ JO suonisodwo) [eonnadewieyd | ¢84¢000dY Pijos suLABnY
86'LE deo suone[NUIOY
QeI Il pajuelH 6102/¥0/11 SOANBALIS(] QUIZBLLL, pansqQusiq +°C | SS120100TdV PI[OS SULIABLH Sw ¢7
N N ‘saulp punodwod | 29 SwQ]
pajuern 6102/60/17¢C -tk g Suniqryu uonest[doy ATH | 121201002dV outAeny | 5w 00T suLAeny
w8l deo BOLIJV 10} AdY pue
-qe) 9¢ 174dT) Jo suone[nuioy
oryerpad uo asuddl] JJIN
¥ BOLJV IO} AdY pue
(174d7) uo asud1| ddIN
Py 10N 2 ALV U0 9suddl] JJIN | punodwod J1ABUOINRy Swgy
€1°es deo BOLYY 10J AdY Pue
-q®1 09 (174d'T) uo a5uddI| N
Pa1y 10N 2 ALV U0 asuddl] JdN | punodwood aaeuoiny | Sw 004 I1ABIS)BY
Ire o9
w
Pa[Y 10N punodwod naeuoIy | /SWOZ /08
89'61 des
-qe) 0Tl Swpg
Pa1Y 10N punodwos naeurdo] [ /Bwgog
¥T9 deo BOLIJY 10} AdY pue
-q®1 09 (174d 1) uo asudd1] JJIN Swgy IIARUO}
P31y 10N ¥ ALV U0 asuddl] JdIN | punodwods siaeurdoy | /BwgQ] -1y /iaeurdoy
TrLe LT61 des es
-q® 0¢ PaIY 10N QJej[nsIq JIABURZE)Y
Pa[Y 10N LY 10§ AdY PUE punodwod JIABUOINY
(174d 1) uo asuadl] ddIN Auey punod Sw IIABUOITY
Pa[Y 10N ¥ ALV U0 9suddI] JdIN -woo I1AeURZe}Y | 001 /00€ JIIARURZE)Y

(asn)

11d 194ng

(asn) »ud
Jrddng

Ageyoed

epueg() ul
snje)s Juded

ep Andxd
epued

S[ILL, UONUIAU]

oN uonedjdde
jueq

uondiIdsap IsuDI

uondrisap jJudaed

Psudns

SUODENULIO) AWV

/ouIeU JLIUIL)




(asn)
1ad 194ng

000€ deo
-qe1 001
[ouejaaurjouIny) ¢ [Auay e1eg
[Ausrerpyden | eydiy Axoyo N ¢ [14
-pg (ourweAypowiq) z] eydyy oworg J[es el
pajuels L20T/€0/C1 9 (¥ eeg ‘S eydiv) JO IS Aerewng | 0L8706007dV -ewny surjmbepog
"SISO[NOIQN ], JUdIe T JO JuowW g1 udre]
pajuels §20¢/80/C1 -1801] AU 10 SOANBALIO( QUIOUINY | $S0F0L00TIV 1ean o) surjmbepag
SOSBISI(T [BLI0)0OBQOIAIA JUBISISOY
Sn1(q JO UUeAI], AY ], 10, SOAIE a1 daN
pajuern §20T/s0/vT -ALI( duT[ouIng pAMNSqNS JO 95 | 878€09S00TdV 1ean oy ourjinbepog
'S1031QIYU] [BLIJOBQOIAIN S Aqwrey spunod
pajuern €20T/L0/81 98] TR L, PUY SIANRALId( dUIOUNY | 01Z£0S00TdV -woo surjmbepag | Sw 001 aurjibepag
duRIpaW YAX-d.L
[R%% deo
-qB1 001 SuQoy UISEXOPIXON
uroByIuy
UIOBXO[JOADT
$6°G deo
-qB1 06 Sw sz oprureuonyyg
€¢ deo
-qe1 001 Suw 0T QULIdSO[OAD)
LT'1 [e1A [ 31 urAuweues|
Ly [ela | ST urokwoarde))
soun
“IPIN 4L JAIN
uAwoydong
1L°0p deo SLT /00Y
-qe1 TL9 /SL/OST dZHY Odd-¥
96’1 deo o[qisiodsip
-qe) $8 (oprureuzeiAq
‘p1zeruosy|
Sw ‘urordureyry)
051 /0€/09 ZHY Ddd-¢
HY DA4-C
p1zeruos|

(asn) »oud
Jrddng

ageyoed

epueg() ul
snje)s Judjed

ep Audy
epuedn

S[ILL, UODUIAU]

oN uonedjdde
jueq

uondrIdsap IsuddI

uondrisap juded

Psudns

SuoneMULIOy AV

/oWeu JLIUID)

41



1aseredjoa
000°L¥1 Arurey punod
a1 10N W09 IIASBIR[OR(]
SULIOJ duI|
a1 10N -1eIsA10 JASEIR[OR(Q
SuonIs
PaItd ¢e0T/11/LT SIqe[IBAY JON | 669L0F10CdV -0dwod 11ANGS0JOS
SuonIs
PaItd e0T/60/71 SIqe[IeAY JON | SLSLOVIOTIY -0dwod 11ANGSOJOS
SQJBIPAULIAIUI 29 S
poltd 1€07/€0/1€ | sopeIpauLIdIUI % $0550001d 1IANQSOJOS | $€S90T10TdY -ssoooid 11anqsojog
AD( U0 9SUDI[ASUIII]
ddIN 29 11Ad1de[IX0A/ THA
/408 ‘nasedipa)/10S SOJRIPAULIOIUT 29 SO Sw TIASEIR[OR(]
pajuern 1€0T/€0/1¢€ sojepruweioydsotd opIsodonN | €4$90210TdV ‘A0S U0 osudoI[ [e10Nelg | -sse001d 11ANGSOJOS | 09 +00F +11ANQsojos
000°€9 deo Aqruey punod
-qe) $8 PaII] JON -wood JIASeIR[OR(
SULIOJ duI|
a1 10N AD( U0 3SuddI JJIN | -[BISAIO J1ASRIR[OR( Sw (9 JIAseje[oRQg
8TTl deo
-qe) Ty Swpot ULrBABQLY
JudUN BN
D snpedoy
cLotl B [ela | Jw/Sw O] qewIxmry
[oxe100(q
SI'el [eIA T nIst uroAwoag
1861 - deo
-qe) 0¢ Sw | a[ozonseuy
sIdduUBINUE
/S91X03)035D)
9'601 deo
-qe1 07 S 009 prjozaury
LTt deo
-qe3 001 Sw 001 SuruIzejor)y

(asn) (@sn) dduad epueg() ul ep Andxd oN uonedjdde sSuone[NULIO) AV

11d 194ng Jrddng Ageyoed smye)s juded epued PLL UONUIAU] jJuded uondrrdsop asuddI T  uondrsap yjuded  YPsudxns /ouIeU JLIdUID)




(asn

9o11d 194ng

00078 deo suonts
-qel 8 pajuelH ce0T/11/LT S[qE[IBAY JON | 669L0V10CdV -odwiod 11Anqsojog
SUOnIS
peltd €0T/60/v1 S[qe[IeAV JON | SLSLOVIOTIV -oduroo 11anqsojog
SQJRIPIULIDIUT 29 S
peltd 1€0T/€0/1¢€ S[qe[leAY JON | $€S90C10TdV AD( U0 3suddIasuadl] | -Ssd001d 11angsojog
ddIN 7 Ttaarde[ixoA/ THA

/d0S “nasedipay/10S SojerpauLIul %9 SO

pajueln 1€0T/€0/1¢€ soyepruwreroydsoyq opIsod[onN | £4$90T10TdV ‘JOS uo osuol] [erdjeig | -ssedo0id arangsojos | Suw 00t 11ANQGs0jog
SUOTJEUIqUIOD
pajueln €€0T/T0/L0 snA O snnedoH JO s103qIul | 99180¥10TdV 29 Tiao1de[Ixop
SuonIs
peltd ce0T/11/LT S[qe[IeAV JON | 669L0Y10CdV -0dwiod 11ANqs0j0S
Aqwey spunod
pajuelH ce0T/11/91 SIqe[IBAV JON | LLBI0ET0TIY -wod arasejediop
SuonIs
poltd €0T/60/v1 S[qe[IeAV JON | SLSLOYIOTdV -0dwiod 11ANqs0j0s
SQJRIPAUWLIAIUI 29 S
poltd 1€02/€0/1¢€ S[qe[IeAV JON | S€S90C10CdV AD( U0 asuao1[asudr | -ssado1d arangsojog

ddIN 2 11adxde[Ixoa/ THA J1ao1defrxop

/408 ‘nasedipa)/JOS SOJRIPAWIUI 29 $9 | Sw 0] /aAseyed[op

pajueld 1€02/€0/1¢€ soyepruwesoydsoyd dpIsod[donN | €4$90210TdV ‘4OS uo osueol| [erole[ig | -ssoooxd 1ANGSOJOS | /001 /00F H1ANQSOJOS
09L VL SuonIS
pajue1n ce0T/11/LT SIqe[IBAV JON | 669L0¥10TdV -odwoo 11anqsoyos
Aqiurey spunod
Pl ce0c/11/91 S[qe[IeAY JON | LL8IOET0TIV -wod Jiaseyedon
SUonIS
paltd e0T/60/771 S[qe[IeAY JON | SLSLOVIOTIV -0dwoo 11Angsojos
SQJRIPIULIAIUT 29 S
paltd 1€0T/€0/1¢€ 9Qe[IBAV JON | $€S90C10TdV -sse001d 11angsojos

11ad1de[ixoa
JTAA/AOS “T1asedipa]/10S SQIRIPOULIAIUL 29 SO Sw Jiaseyedjon
pajueln 1€0T/€0/1¢€ soyeprureroydsoyq op1sod[onN | £4$90T10TdV ‘JOS U0 osusol] [erdlelg | -ss9001d 1ANQSOJOS | 00T /00% /H1ANQSOJOS

(asn) sud
11ddng

Jgeyoeq

epues) ul
snje)s Juded

ep Andxd
epuesn

LI, UONUIAU]

oN uonedrdde
judeq

uondrIdsap IsuddI

uondrIdsap judjeq

I3udns

SUONR[NULIO} AV
/ouIeu JLIUIL)

43



“7Z-9bDd-[0ib35-brip/Ua/bi0 apinbaolidysti//-dny ‘bio [DASpatl Mmm//-a11y ‘|0dSPa :834n0S

00S°v6 ded suonIs
-qe) 38 parLg ¥€02/10/0€ S[qeIeAY JON | 0£980S10TdV -0dwod AQT/40S
suonis
partd TE0T/11/LT SIQe[IBAY JON | 669L0¥10TdV -odwos 11angsojog
suonIs
paltd T€02/60/%1 SIqe[IeAY JON | SLSLOYIOTY -0dwod 11ANqS0J0S
SOJRIPAULIAUL 29 SO
paltd 1€0T/€0/1€ SIqe[IeAY JON | $€S90T10TdV -ss2001d 11ANQS0J0S
SOJRIPAULIAUL 29 SO
pajueID 1€0T/€0/1€ soyeprweIoydsoyd dpIsod[dNN | £4$90T10TdV -ss2001d 11ANQS0J0S
Aqruuey
pajueIn 0€02/1/S0 spunodwo) [eNABUY | £8650110TdV a1aoxdeqxon spunodwod AQ'T
JTAA/JOS ‘TAsedIpa)/10S Aqrurey Sw Jasedipoy
partd 0£02/21/S0 SIqe[IeAY JON | £6680910TdV ‘JOS U0 aSudY| [eIdRR[LE spunodwiod AQT | 06 /00 /HANQS0JOS

(asn) (@sn) dduad epueg() ul ep Andxd oN uonedjdde sSuone[NULIO) AV

11d 194ng Jrddng Ageyoed smye)s juded epued PLL UONUIAU] jJuded uondrrdsop asuddI T  uondrsap yjuded  YPsudxns /ouIeU JLIdUID)




punod
Pa1y 10N -wod JAeIZAIN[0q
o[pIuozudg [ourwry [[Aurpt
-wAg g [ourury [[AuaydiA
-pow(] 97 ([Auayiooued) suoneUIqUIOD 2
pajuels $20T/T0/60 0 ¥11 11 ¥ 3O oerewnyg €€6€0L00TdV punoduwod suLiArdry
Q[IIUOZUSY
[ourury [[Autprutikg
[ourury [[AuaydjAyouiq
97 (JAuapooues) 7) 1] SUOIJBUIQUIOD 29
pojueln $T02/20/60 v11 ¥ 30 puio[yooIpAH 7€6£0L00TdV punoduwoo sutnardiry
SI0MqQIyuI ¥y
UM\ BIUN Sururejuo)) ourp suoneUIqUIOD 2
pajueln $T0T/€0/60 | -TWLAJ V JO SUONEUIQUO) 166€09002dV punodwod sutriaidiry
SouIpIWLIAJ Add suoneUIqUIOD 2 ouLnArdiry
pajueln TT0T/60/80 | Sumiquyuy uoneoridoy ATH £66C0¥00CdV U0 oSUdDI| [eIAVE[IY | punodwod ouLAId[ry suw 6z/0$ AAeIgom[oq
HLJ Jo suon
-e[nuiog ouerpad uo
osuadI] JJIN Pue uon
~BUIqQuOd HgV /O1d
29 D 1d JO uonenuLIo} punod
payid 10N Jnpe uo asuddI| JJIN -wod JAeIZAIN[0q Sw (g IAeiganjoq
DLajo
suone[nuioy ornerpad punod Sw ¢y
Pa1 10N uo asuadI| JdIN -woo JARISAIN[Oq » 3w naeidamnjoqg

45

Jep Andxd
eAUd

‘oN ‘dde judyegq
/°0N Judjed eAudy|

(asn) ddud
J1ddng

(asn)
Jdrid 134ng

)] uI snye)s
SLEITS |

SuoONB[NULIOY
AUV /AWeu JLIdUI)

ageyoed

INIL UONUIAUT ENIERI g | uondrsap Judjey  syysuang

eAuay| 4o} uonewojul 331ud pue Judled pue SUPIPIA || Xduuy



punod

payid 10N -wod IAeIZAN[0q
01djo (da) sverewny
PaTLd 10N suone[nuiioy ouerpad | [1X0IdOSIp a1a0joua],
U0 2sudI| JJIN pue
uoneurquios Hgv/O LA
2 D1J JO uone[nuLIoJ Aqmurey spunoduwod Sw (g IAei3onjo( /ouIp
Palld 10N J[Npe U0 asuddI| JJIA | [1X0xdoSIp HAOJOUSL | /00E /00€ -DATWET /IIAOJOUR],
punod
PoIld 10N -wod JARIZAIN[Oq
JL¢ pue
OdV pim uoneulq
pajueln 1€0T/10/¥C Aderoy, [enanuy Str90C10edV -oo Ul IABISN[o(]
'so)eIp
-ouoyu] aundoiory) JO ss9001d Sur
pajueln 810C/01/¥1 SISOUIUAS AU I, 104 $3001 06L10000CdV ~IIBJNUEUT TABIRAY
*SUIR)ORT PAsHBALId N
payoLIug A[[eoLIWwOonuURUY ssao01d arerpauIaIul
pajueIn 8107/80/0T Surredaid 10 sse201g 12L1066dV 10J QWAZUD IIARIEQY
SUOT)OJU] [eIIA Suneai]
uj 9s) SI PUY JeJNSTWOH SUOT)BUIQUIOD 29 }[ES
pajueln 810T/S0/T1 ap1soajonN d1j£o0qIe) 8891066dV SejnsIay HABEQY
91 10 9¥¢ puv AdZ moym
680 T6S1 “QUIPNAOPIZ JO 10 M suohieulquios
paiuerd 91027/£0/8C suoneuIquio) onsigoukg 68010L6dV 214/09V DLEDaV
"SOATIBALId( SuiIoy
perdxq | Z102/0/90 aue[oIyIexXQ dul[[eIsk1) S6£00TdV [EISA10 SUIpNATUIE
pandxg oroz/ei/ic S9pISOd[oNN onnaderayf, ¥€20006dV punoduwiod 1ABdEqY
‘sonadorg Aqruuey
[RIIATIUY YIAN SOUB[O spunodwoo aurpna
pandxyg 0102/80/20 -IpexQ €°7 pAmnsqng £€910006dV -lwef/aulqe)oLnuy
uoneulquios HEVv/OLd
% D.Ld Jo uonenuLioy Sw 00¢ SuIpnAlweTT /1A
pandxg 6002/90/9¢ SOpISOd[oNN onnaderay ], 6C10068dV J[Npe U0 aSURJI[ A | Punodwiod HABdEQY /0S /009 | -eiSm[o( /HALdRqY

46



65t 9L’S ded-qe3 001
punod
paudxq | 900T/60/S1 | . 'sapisoaonN onnadersyy,, ¥$00098dV -WOd AUIPNAOPIZ Sw 001
919C (4344 [Woye Jw Bw ] uIpnAopizZ
(da.L) overewny
- - - Pa1 10N [1xo1dosIp JIAOJoud]
Aqiurey spunoduwod
ﬁozm JON :xOHQOmE .E>O,HOGOH
punod
pomdxg 0102/11/91 ¥220006dV -wod surderiaoN
punod Sw 007 ourdenaoN +ourp
pomdxg | 0102/90/8C 8810006dV -wod ouldeIIAON | +00€ /00€ |  -NAIWET /ATACJOUS],
. uonoUL ATH
Jo juounean pue uonuaadxd
oy} ur osn J19yy pue sourd
B -ozel (#°1) (3 .€ . d T“¢) punod
65T | °moquoye pasdxyg 0102/11/91 | opuAdid H 9 01pAYId [ ., ¥220006dV -wod duideradN
"SArv 3o
JUdUWIILAT) AU} JOJ ISN I}
pue suory [, pue sauQ 9
urdozerq (4°1)(d € 7€ T°€) punod
pomdxg | 0107/90/87 | opuAdiq H 9 01pAyIq T°S 8810006dV -wod surderiadN | [ug /Sur og
. uonodJuL ATH
Jo juounean pue uonuaadxd
oy ur osn J19y) pue sourd
B -ozel (¥°1) (€ *.¢'d T °¢) punod
1€C sdea/qey 09 pandxy 0102/11/91 | opuAdid H 9 01pAyIq [1 ., ¥2T0006dV -wod duideradN
"SArv jo
jusawnjeany ayj I0J asn 1o}
pue SUOIY ], pUy SdUQ 9
urdozer (4°1)(H € T:€ T°€) punod
pondxg | 0107/90/87 | opuAdIQ H 9 01pAUIq TT°S 8810006dV -wod surderiaoN Sw 00z
. uonoRyul ATH
Jo juounean pue uonuaadxd
oy ur osn J19yy pue sourd
-ozel[ (¥°1) (3 .€ ¢ T °¢) punod
pandxyg 010Z/11/91 | opuAdiQ H 9 01pAyIq [T 6., ¥220006dV -wod durderaoN
"SArv jo
juauIeaI) 9y) 10J 9sn I1oy)
pue SuoIy J, puy sauQ 9
urdozer (4°1)(H € ‘¢ T°¢) punod Sw 00y
pandxg | 0107/90/8C | opuAdid H 9 0IpAYI 11°G 88100064V -woo surdernadN | 7 3w 001 ourderiaoN

47



punod

PAIIT 10N -wod I1ArISIN[OQ
DHLJ Jo suon
-e[nuoj oLyerpead uo (4a1) dyerewny
PaIld 10N asuadI| JJIN pue uoy |  [1xoIdosip maojous],
~BuIqQUOS BV /HS1d
2 DLJ JO uoneNuIoy Aqrurey spunodwoo Sw g IIAOJOUQ] /QUIPNA
PIILd JON J[NPE UO dSUADI[ JJINL |  [1X01dOSIp JIAOJOURL, | /00E /00E |  -IWeT /iARISaIN[oQ
'sajeIp
-ouuduy sutindolo[y) JO ssao01d Jur
Syec deo-qe 09 pajueln 810T/01/¥1 SISaIuAg Y, 10,4 $9201 06L1000CdV -Imogjnuel HAedeqy
‘SwIR)ORT PASHBALIDJ N
paypuuy A[[eoLIowonueuy sso001d ajerpourIoluT
pajueIn 8107/30/0T Surredo1d 104 ssed01g 12L1066dV 10 QWIAZUD IIABORQY
SUOT)ORJUI [eIIA Sunean
Ul 9SN S} pue J)BJNSIWIH SUOI)BUIqUIOD 29 }[BS
pajuels 8107/S0/¥1 apIsoaonN 21[£20qIe) 8891066dV Sej[nSIWayY HABRqY
"SUIpNAOPIZ pue surp
-nArwe | SuruIejuo) Suor)
pajuern L10T/01/6C -1sodwo)) [eonNOSBULIEY] 6151066dV s1[qel LZV+DLE
914 10 ¢ puy AdZ moym
680 T6S1 “QUIPNAOPIZ JO 10 [jim suoneulquios
pajuelH 9107/£0/8¢ SUONEUIqUIOY) ONSISIOUAS 68010L6dV DL4/09V DLEDIV
"SOATIBALId(] SULIO¥
pandxg C107/20/90 aue[oryexQ oulf[erski) $6£00C6dYV [e1SA10 duIpnATUIE |
Aqruey
'sagnofeuy punodwod surqe)r
pandxg 110T/20/S0 | 9PISOS[ONN duB[ONfILX() €] §Se00T6dv -OLOUIH /SUIpnALte ]
perdxq | 010T/C1/1T soprsod[onN onnaderdyf, #€20006dV punoduwiod naeseqy
‘sontadoig AJwrey
[EIATIUY [JIA\ SQUB[O spunodwoo aurpna
pandxg 0102/80/20 -IyrexQ ¢°1 :parmnsqng £910006dV -luwre]/outqe)dLury
pandxg 6002/90/9¢ SopIsooonN onnoderoy ], 6C10068dV punodwod 1aeoeqy
punod Sw 00¢ QUIPNAOPIZ /oUlp
pandxg 9007/60/ST | .. ’sopisoajonN onnaderoyy,, ¥700098dV -wod auipnaoplz | /0ST /00€ -NAIET] IT1ABdRqY

48



(da1) ererewny
B 8L°6 qe1 0¢ Palld 10N [1x01dosIp 11A0J0URL
Ad.L uo asuado1|
ddIN ‘Ad.L pue JVIL Ajrurey spunodwood 3w 0o ZUDIIARJH /oUIp
Pa[1g 10N Uo 2sudoI| [e1dre[lg | [1X01dosIp 11A0JOUdL, | 9/00€ /00E -NATWE ] /AIAOJOUI],
vTo 99°01 deo-qe) 0¢ L RN punodwod zusnaeg
(da.L) overewny
PaI1g 10N [rxoxdosIp Iraojoua]
Apwrey spunodwod
PAI1I 10N [rxoxdosIp Iraojoua]
SUOIB[NULIOJ
Palld 10N w198 Add/OL4/4d.L
Adeia PO st
-[EIIADUY UOIBUIQUIO)) 10 3L uo sjuored 2010 SUOIBUIqUIOd JVL
paltd ¥T0T/10/€1 | SPOWAIA puy suonisoduio) 8YE£€0S000TdY | 5 6y 10u JuSw WO, /21410 AdL/OLA
‘sonradorg 2 AL UO dsuddI| AJrurey
[BIATIUY YIA\ SQUBJO ddIN ‘AdL pue JVL spunodwoo aurpna Sw 009 ZUAIIARJH /oUIqe
pandxyg 0102/80/20 -IpexQ €°1 pAamnsqng £€910006dV UO 9sua0I| [elore[lg -lwejpuiqedpwE | /00¢ /00€ | -MOMWH /IIACJOUR],
Sw
009 % 3w
0S 3w 00¢
“Bur 00
P2yt 10N punodwod zuaIiaejq Fw 001 ZUQIIARJH
uIpnA
-lwe] /4 Htaojoud],
‘SUIpNAOPLZ puy auip
-nATwe T Sururejuo)) suon
voL IS°L deo-qe1 09 pajuern L10T/01/6T -1sodwo) [eonnaseuireyd 6151066dV S1[qe) LZV+DLE
AdZ mopIm
10 1M SUOTIBUIqUIOD
paiueld 9107/£0/8C 68010L6dV 214/09V DLEDAV
"SOATIBALId( SuiIoy
pandxyg C10T/20/90 aue[oIyIEX() AUI[[EISAID) $6£00C6dY [e1sK10 ouIpnAnwe ]
Aqruey
‘sagnofeuy punodwod durqey
pandxg 110T/20/S0 | SPISOd[ANN duB[OIfexXO €°] §sc00l6dv -dHury/AuIpnAue |
‘songadorg Aqiuey
[RIIATIUY IAN SQUB[O spunodwoos aurpna
pandxg 0102/80/20 -IpexQ €°1 pAamnsqng £910006dV -lwief/aulqe)oLnuy
punod Sw QuIpna
pandxg 900T/60/S1 | ..’SOPIS09[onN ounadelay,, ¥¥00098dV ~I0o SUIPNAOPLZ 0ST/00€ -Iwer] /ouIpnaoprz

49



'so)eIp
-ouyu] auundolo[y) JO

ssao01d Sur

YLl 81°Cl deo-qey 09 pajueln 810C/01/41 SISOUIUAS A, 10, 2001 06L10000CdV -Imogjnuell HABORQY
‘SWejoRT PasneALIdd N
PAYOLIUA AJ[BOLIOWONURUL $s9001d arerpauLIaIUL
palueIn) 81027/30/0T Surredaid 104 ss9901J 12L1066dV 10J QWAZUD IIABORQY
SUONOJU] [eIIA Sunear]
uJ os() )] puy 2qeJ[nsIuoH SUOI)BUIQUIOD 29 }[BS
pajuern 810¢/S0/v1 apIsoa[onN 21j£20qIe) 8891066dV Sej[nsIay HABRqY
AdZ mopIm
10 )IM SUONBUIqUIOD
pajuels 91027/£0/8C 68010L6dV D14/09V ‘DLE/DIV
pandxg 0102/21/1C sopIsoa[onN onnaderoy |, $€20006dY soLpunod | punoduwod JAedRqY
padojoaap jsed| pue
SOLIUNOD QUIOUT MO]
‘eOLIJ Y ueIRyES-qNs
pondxyg 6002/90/9C sap1sod[onN dnnaderdy ] 6210068dV 10J SasudI| [e1dle[lg | punodwod J1ABdRqY Sw 00¢ IIABORQY
‘JouBIAIA | duoyuado[ok)
¢l1A 6 utnd H 6 (ourwe
-1&doidoja£) 9 ounury 7]
S1D (4 'S 1) JO suonts uonnjos
S09 988 oy pajuelH 6102/¥0/20 -odwo)) [eananoeULIEl] 8L810000¢dV [810 JiABORQY
'so)eIp
-ouyu] aunndoiory) JO ss2001d Sur
pajueln 810T/01/71 SISOYIUAS A, 10,4 $9901] 06L10000CdV -TmoeINUEUI JIARORQY
*SWEjoRT PasneALIdd N
PaYOLIUY AJ[eILIOWONURUL ss9001d arerpauIaIUL
pajueIn 81027/30/0T Surredaid 104 ssa201g 12L1066dV 10J QWAZUD JIABORQY
SuoOnoJU] [eIIA Sunear]
uJ os) )] puy 2AeJ[NSIUoH SUOIJBUIQUIOD 29 }[ES
pajueln 810¢/S0/1 apIsoa[onN 21jA20qIe) 8891066dV SV JO SuoneULIOy Sej[nsIay HIABRqY
omerpead uo asuddI| AdZ moypm
JdNIN »® nmotuﬁsoo J10 }Im suoneurquiod
pajueln 910T/€0/8¢C 68010L6dV padoraadp jsed] pue | DLA/DEV DLE/DAYV
pandxyg 0102/21/1¢ sopIsoa[onN onnaderoy |, $€20006dY SOLIUN0D SWOOUL MO'T punoduwiod IAeoRqy
: : : ‘BOLIJY UBIRYBS-QNS .
pandxyg 6002/90/9C soprsoa[onN onnaderoy |, 6210068dV 10J SosuddI| [e1oJe[ig | punodwod JABdRqQY | [W/SW (07 IIABORQY

50



SUOI}OJU] [BIIA Surjeal]
uy 9s) S} PUY JeJNSIWOH

SUONBUIqUIOD 29 J[BS

96°¢ deo-qe 09 pajuelH 810¢/S0/v1 apIsoafonN 21[£20q1e) 8891066dV Sej[nSIWayY HABRqY
914 10 93¢ puv AdZ mopIm
68 T6S1 “UIpnAOpIZ JO 10 IIA STOLRUIqUIOD
pajueln 9107/£0/8¢ SUONBUIqUIO)) ONSISIOUAS 68010L6dV 21L4/09V DLEDIV
"SOATIBALIO(] SULIOJ
pandxyg ¢102/20/90 aue[oIIEX( dUI[EISAID) $6£00C6dV [e1s£10 ouIpnATwEe ]
pandxyg 0102/21/12 sapisoa[onN dnnaderdy ] +€20006dV ogvjo punodwod 11aedeqY
. . . suone[nuLIoy dLerpead . oulp
pandxyg 6002/90/9¢ sopisooonN onnoderoy |, 6C10068dV Uo asux01] JININ punodwiod 1ABdEQY | SW 0€/09 “NAIWET /1IABIRqY
SuonoJU] [eIIA Sunear]
uJ 9s() S} PUY eI NSIUH SUOIBUIQUIOD 29 }[ES
pajueln 810¢/S0/1 apIsoa[onN 21jA20qIe) 8891066dV Sej[nsIay HIABRqY
93 10 93¢ pUv AdZ mopIm
680 T6S1 “uIpnAoptz JO 10 1M suonBUIquIod
a - - pojuEID [ 910T/€0/8C |  SUOHEBUIQUIOD) OUSITIOUAS 68010L6dY DLA/09V OLE/DIY
pandxyg 0102/21/1¢ sopIsoa[onN onnaderoy |, +€20006dV ogvjo punoduwiod IAeoeqy
. . . suone[nuLIoy dLerpead . oup
pandxg 6002/90/9¢ sopIsooonN onnoderoy |, 6C10068dV UO asuad1] JNIN punodwod 1aeoeqy | 5w 09/0T1 -MATWET /J1ABORqQY
's9jeIp
-ouLduy sutindolo[y) JO ssao01d Fur
paueln 810C/01/¢1 SISOUIUAS A, 10, 2001 06L10000CdV -Imogjnuell HAedRqy
SUONOJUJ [RIIA SuneaI]
6 - deo-qe) 9¢ pawein | 8107/S0/p1 ! @m%mmoﬂum %_MHMMM 8801066dy | 2HVO suoneIIo) QMMMHMM MMM%M
: : oerpead uo asuddI| : :
pandxyg oroz/ci/ic S9pISoa[onN onnadersyy, ¥€20006dV JdINAL % “soLunood | punodwiod J1Aeseqy
padojoAap jsed| pue
SOLIJUNOD QWIOOUT MO']
‘eOLIJ Y UeIRyES-qNns
pondxyg 6002/90/9C sap1sod[onN dnnaderdy ] 6210068dV 10J SasudI| [e1dle[lg | punodwiod I1Aedeqy Sw (9 IIABORQY

51



Add

Pa11g 10N omperpead o sjuoyed punodwod saeunIRq
90JOJUQ 0} 10U JudU SUONRUIqUIOD
PIII] 10N -jrwo)) 2 s’ pue IIABUOILI/IIARUNIE(]
BOLIJY URIRURS-qNS UO
I0)qIyuy 9sea)01d AIH JO AN uo syudred 0o10JUd 9JBA[OS
pajueIn €207/S0/91 | swuoy orydiowAjodopnasg 161€0¥002dV 01 J0U JUSUIIWWO)) | 9JB[OUBYID JIABUNIR(] Sw (g IIARUNIR(]
Add
Pa1 10N duetpead uo syuojed punoduwiod nAeunIRq
90JOJUQ 0} 10U Jud
-Huawos % sHd1 pue
BOLIJY UeIeyeS-qng uo
I0)1qIyu] 9se2)01d AIH JO AN uo syudred oo105ud 9)eA[0S
pajueln €202/S0/91 | suwuoj orydiowAjodopnasg 161€0¥002dV 0 JOU JUSUHIWIWO)) | dje[oUBYID JIABUNIR( | [W/SW 0] IAeunIe(q
'sajeIp
-ouoyu] aurndoiory) JO ssao01d Fur
474! eyl deo-qe 0g pajuern 810T/01/%71 SISOUIUAS A, 10,4 $9901] 06L10000CdV -Imoeinuelt IHAedEqY
‘Swejoe  PasneALdd N
PaYoLIUF AJ[eILIdWONUBUL $s9001d SreIpaMINUI
pajueIn 8102/80/0C Suuredald 10, $599014 12L1066dV 10J QWAZUD IIABORQY
SUOI}OJJU] [BIIA Suneal]
uf 9s() SI| puy eJNSIWIH SUONBUIQqUIOD 29 }[BS
pajueln 810T/S0/F1 9pIsod[onN d11A20q.e) 8891066dV SejnsIay HIABEqY
03 10 ¢ puy AdZ moym
68N T6S1 “QuIpnAoptz JO 10 it suoneulquios
pajuels 910¢/€0/8¢ SUONEUIqUIO)) ONSISIOUAS 68010L6dV 2L4/09V DLEDIV
*SOATJRALIO(] SULIOJ
perdxq | Z10T/0/90 aue[oIyIEX() dul[[eIsA1) $6£0076dV [E3SA10 BUIpNATWIE
Aqrurey
'sagnojeuy punodwod auiqe)t
pandxg 110T/20/S0 | 9PISOS[ONN duUB[ONfILX() €] 6Sc00l6dv -dLjury/QuIpnaftey
perdxg | 010T/C1/1T soprsoa[onN onnaderdy, ¥€20006dV punoduwiod 1aeseqy
‘songodorg Aqwrey
[BIIADUY YA\ SOUB[O spunodwos surpna
pandxg 0102/80/20 -IyIexQ ¢°1 :parmnsqng £€910006dV SOLIUNOD -Twrej/eurqeoruy
padojoaap 1ses] pue
SOLIJUNOD QWIOdUT MO
‘BOLIJY UBIRYBS-QNS Sw oulp
pandxg 6002/90/9¢ sopIsooonN onnoderoy ], 6C10068dV 10J sosudDI| [IAVE[IY | punodwod NALOEqY 00€ /009 -MATWET /JIABORQY

52



P21 10N punodwod JaeunIRg
SUOIBUIqUIOD
1 10 SOA'1 pub JIABUOILY, m%%_cm
PRILA1ON BOL Y UBIRYRS-QNS UO : M a
10)1qIyu] 9se2j01d AIH JO AMd uo sjudjed o10jud 9JBAJOS
pajueIn €2027/S0/91 | suoy orydiowAjodopnasq 161€0¥7002dV 01 JOU JUSUNIWIWOY) | 2JB[OURY) JIABUNIRQ 3w 008 JABUNIEQ
- - P91 10N Adq | punodwod naruniec
owerpead uo syuojed
SUOT)BUIqUIOD
9910JUD 0] JOU JudU
PAI1g 10N IWwoy) %9 SO pue IIABUOILI/IIABUNIE(]
BOL Y UBIRURS-QNG UO
1031qIyu] 9seaj01d AIH JO A¥Q uo syudjed 9o10Jud 9JBAJOS
pajueIn €207/S0/91 | swoy orydiowAjodopnasq 161€0¥002dV 01 10U JUSUNIWIWO) | 2JB[OURY)D JIABUNIRQ Sw gy JABUNIR(
184S deo-qe) (09 pa11 10N punoduiod Jiarunteq
SUOT)BUIqUIOD
Pa[Id 10N IIABUOILI/IIARUNIE(]
1031qIyu] 9seaj01d AIH JO 9JBAJOS
pajuelH €207/S0/91 |  swiof drydiowkjodopnasq 161€0¥00CdV Se[oue}e JABUNIE(] Sw 009 dagunte(g
$5°9¢ deo-qe) (09 P21 10N punoduwod Jiarunteq
SUONBUIqUIOD
1] 10 S0d'T puv IIABUOILT, m\é.ﬁw_:m
POILI1ON BOLJ Y UBIRURS-QNS UO : M a
1031qIyu] 9seaj01d AIH JO A¥Q uo syudjed ao10Jud 9JBAJOS
pajueIn €2027/S0/91 | swoy oydiowAjodopnasq 161€0¥002dV 01 10U JUSUNIWIWOY) | 2JB[OURY)D JIABUNIRQ Sw oot JABUNIR(
€T6L deo-qey 09 Pa1 10N punodwod JaeunIRq
SUOIBUIqUIOD
Pa[Ig 10N sDQT pue IIARUO)LI/ITARUNIR(]
BOLIJY URIRURS-QNS U0
10)1qIyuy 9se2301d ATH JO AN uo sjudjed so10Ju0 9JBAJOS
pajeIn) €202/50/91 | suwoy owydiowAjodopnasq 161€0+002dV 0) 10U JUAURIWWO)) | 9JB[OUBY)D JIABUNIB(] Sw 00¢ IlABUNIR(]

53



Jiaeuinbeg

pajuein

0€0¢/+0/20

Aderoy]
uoneuUIqUIO)) 10, $19[qeL

LS8S0110CdV

pajueIn

620¢/10/S0

Juady [eonnodew
-Ieyd V JO AN[Iqessas0id
oy aroxdwiy o saonIed
JoLLIED) PIOS JO 98] YL

6CrSS0010CdV

pajueln)

8¢0¢/c0/CT

sonnaderoy |,
JO sonzodoid onouryoo
-BULIBY ] JO SI0IR[NPOJA

¥961060CdV

pajueIn

8¢0¢/c0/cT

sonnaderdy ],
JO sanzadoid onauryoo
-ewiIRyJ JO SIOIR[NPOIA

r0L0CT0TdV

pajueln)

LT0T/90/L0

sonnaderoy |,
JO sentodoid onouryoo
-BULIBY ] JO SI0IR[NPOJA

0CL10800CdV

pajueIn

120T/L0/0T

‘oweg SUDBN

puy 3uno9fas 104 SPOYRN
puy songo[euy a9prod[onN
dreuoydsoyd JO s3nipoid

¥CLT0€00TdV

S19[qE) 1BISIIq0)

S10[qe) JBISIIq0))

punodwod Je3s191q0)

punoduwos 1e1s191q0)

punodwod Je)s191q0)

(IVL) drerewng opr
-WeudJee IIA0JOUd],

Sw 01 /0ST
/00T /008

OpIuIRUdJR[E JIAOJOU
-9L ABISIOIqo) /oulq
-B)IOLW /AIARUNIB(]

P4 10N

pajueln)

0€0T/¥0/20

Aderoy]
uoneuIqUIO)) 104 SI9[qe],

LS8S0110CdV

pajueIn

0€0T/%0/10

POAJOAUT SJBIPOULIAU]
puy ‘9seud3AX00UOIN OFSd
awoo0lkD JO Jonqryuy
uy Suuedaid JO POy

¥9850110¢dV

pajueln)

6207/10/S0

Juady [eo1NAdBW
-Ieyd v JO Anjiqessaooid
oy aaoxdwy o so[onIeq
IOLLIED PIOS JO 981 YL

6CYSS0010CdV

pajuein

8¢0¢/c0/cT

sonnaderdy
JO sanaadoid onauryoo
-BuLIRY] JO SIOJR[NPOIA!

¥9610600CdV

pajueln)

8¢0¢/c0/CT

sonnaderoy |,
Jo sonzodoid onouryoo
-BULIRYJ JO SIOJE[NPOIA

TPOLOETOTdY

pajuein

L20T/90/L0

sonnaderay
Jo sanaadoid onaur|od
-BuLIRY JO SIOJR[NPOIA

0CL10800CdV

pajueIn

€202/S0/91

10)1qIyU] 2se230I1d ATH JO
sutio] orydiowAjodopnasq

161€0¥00CdV

190D U0 asud1] JdIN
2 sO'T Pue eoLyy uel
-eyesS-qng uo Ay uo
sjudjed 0010§ud 0} Jou
U Iuwo) ‘1g0d
U0 JSudOI| [eIdJe[Ig

punodwod IAeuNIRq

S19[qE) 1BISIDIq0)

sojeIp
-QULIRIUT JB)STOIqO))

S19[qE) 1BISIDIq0)

punoduwos 1e1s101qo)

punodwod Je3s191q0)

punodwos 1119190

9JBAJOS
QJB[OUBY}O JIABUNIE(]

Sw
0S1/008

JB)SIO1qO)) /IABUNIE(]

54



Pa[ld ION punodurod IrABuOY

Tw

Pa[ld 10N punodwoo naeurdo | /Sw 07 /08
suone|
-NULIOJ 9[qeIS-1BaY
Palld 10N I/Ad’T PUB JIABUOITY
P[4 10N punodurod IrABuOITY
P14 JON punodwod aaeurdoy
SUOIB|NULIOJ

PAIYION a[quis-1eay AT | SWoS /00T
suone|
-NULIOJ 9[qeIS-1BaY|
Pl 10N 1/Ad’T PUE JIABUOINY
Palld 0N punoduwrod IIABuOIY
Pl 10N punodwod naeurdo|
SUOIB|NULIOY

PRIl 10N a[quis-1eay AT | Sw Gz /001 | Araeuoiry /raeutdo]

suone|
-NULIOJ 9[qRIS-1BaY|
Cl'Le LT6l deo-qey 0g P 10N 1/Ad’T pue JIABUOIY
es
Palld 10N Q)eJ[NSIq JIARURZE)Y
PoIld 10N punodwod JIABUOINY
ey
PaILd JON LY 10 ALY pu® punoduiod I1ABURZE)Y

I/AdT U0 9susol] JdJIN SUOJB|NULIOY Sw

PaTLA 10N % ALV U0 osuad1 ddIN dqeIs-1edy JAd'T 00T /00€ | TABUOITY /IIABUBZE)Y

55



SIUDIPIA 4L ddIN

urAwoydong
SLT/00%
ILov deo-qer 7£9 /SL/0S1T HZHY Odd-¥
Sw
96’1 deo-qe) 18 0S1/0€ /09 ZHY DAd-¢
HY DA4-T
pIzeruosy
SOUIII
“PIN d.L durasaig
9[0ZeXOWIN0))
Wt [4%4 ool Jw /Swg
N LET W ge [ /8wog
- 0L deo-qey 001 Swoog 9[ozeuodn|q
suon
-39yur dnpsiunyioddo
J0J SAUIIPIA]
SOATIBALId(] SUOT)R[NULIOY
a 86°LE deo-qer 711 pajueln 610T/70/11 QUIZeLL], paymnsqnsi ¢ SS1201002dV pljos auLTARny
uoneredard 10,
S9550001J puespunodwo))
[eranuy JO suonisod SUOT)B[NULIOJ
B a - pajuelsy 020¢/80/1¢€ -Wop) [ednnadeuleyd 8120C00°dV PI[OS QuLlIABLH Sw ¢z
‘soutprutifg 2% Sw 00
a B a pajueIn | 6107/60/kC | Suniquyup uonedrjdeay ATy 121201002dV punoduwiod suLALny Fupo1 oulAenyg
punod
PAII] 10N -wod IIABISAEY
Vi
JO suonR[NULIOY OLIJBIP jes
w8l deo-qe} 9¢ Paig 10N -8ad 10 9suddI] JJIN | wnissejod J1aeISaIRY Sw 0oy
punod
€1°zs deo-qey 09 P91 10N -woo JARIS) ey
vd
JO SUOIR[NULIOJ OLIJBIP jes
P91 10N -ead w0 osudo1] JJIN | winissejod a1aeISaiey Sw gz
punod
PAIIT 10N -wod IIABISAEY
vy
JO suoneR[NULIOY OLIJEIP jes Sw 009
Paid 10N -ead uo osuadI] JJIN | wnissejod naeiSoyey | 2 ‘Sw 0] IIABISO) Y

56



8Tl deo-quy 7p SwQ(t uLreARqry
Judm
-jean ) sypedoy
Lot - [elA | Tw/Sw o] qeuurxmry
[oxe00(q
SI'Cl [BIA ] IRy} uroAwodrg
18°61 - deo-qey 0¢ Sw | ojozonseuy
[RER]
-UBINUE /SIX0)0)LD)
9601 deo-qey 07 Sur 009 prjozaury
L9t deo-qe) 001 Sw 001 SuruIizejory
[oueyjR3UI[OUIN)
¢ 1Auayq eyog [AudreyydeN
1 eydpy AxoyoN  [14pg
(ourwedypaun() 7] eydiy
oworg 9 (Y &g ‘S jes
000€ deo-qey 001 pajueln LT0T/€0/T1 eydiy) JO 1eS derewn, 0L8¥0600CdV ajerewny duijimbepag
"SISO[NOIdqN T
JUQET JO JUSUIEDIT, YT, g1 uore]
pajueln §202/30/C1 10 SOABALIY(T dUT[OUINQ) ¥S0¥0L00CdV 1ea1 0} dulnbepag
SasBASI(]
[B110)0RQOIATA] JUBISISOY
3niq JO ueuneal] Ay
10,] SOAIIRALId(T duIjouIng) gL JanN
pajueld §20T/S0/vC paimnsqng JjO 95 878£0900¢dV 1ean 0) aurjinbepog
‘s1o3qryup
[e11930BQOOAIA SV @S J1oy I, Apwrey spunod
PALID | €TOT/LO/ST | PUV SIATBALI(Q dujoung 012€0S00ZdV -woo dumbepag 3w 001 aurmbepag
duRIpaw YAX-d.L
9by deo-qe1 001 Sugoy UIOBXOPIXOI
BRIy
UIOBXOPJOADT
¥S'S dea-qey 06 S 06 aprwreuoryig
€€ deo-qe1 001 Sw 05z QULIdSO[OAD)
L11 Te1a | 31 uAuweues
IR% [e1A | 31 uroAwoaide)

57



09L YL Po[Li 0N Snipoid 11angsojog
Aqrurey spunod
parig 10N -woo JIANGS0JOS
suonts
pajueln C¢e0T/11/LT Slqe[leAY JON 669L0¥10CdV -0dwod 1ANQs0Jog
Aqmuey spunod
pajueln ¢e0T/11/91 dqe[leAy JON LL890ET0TdY -wod riaseyedop
suonts
paltd ¢e0T/60/71 dlqe[leAY JON SLSLOYIOTAY -0duoo 11ANqsojog
soyep SsojerpowLIalul 2
pajueln 1€0T/€0/1€ -twretoydsoyq opisodjonN £7S90C10TdV $9559001d 11ANq50J0S
Tiad1de[ixoa/ THA/AOS
‘1asedipay/40S ‘A0S SOJRIPAULIOIUT 29 Sw TIASE
paltd 1€0T/€0/1€ dlqe[leAY JON $€690C10TdV U0 9sudoI| [eXdNR[lg | $9859001d 1ANQSOJOS 001/00% -yed[oA /11AnGS0J0S
aasejedjon
000°LYT PaIY 10N Snipoxd nrangsojog
Auey punod
paIy 10N -woo JIASeIR[OR(
SULIOJ Qul|
PaIY 10N -[e1sA10 JIAsEIR[ORQ
Aqrurey spunod
PA[Y 10N -wo0d IIANGS0JOS
SuonIs
pajueln ¢e0T/11/LT dqe[leAY JON 669L0¥10CdV -0dwioo 11ANqsojos
suonIs
paltd ¢e0T/60/71 dlqe[leAY JON SLSLOYIOCAY -0dwod 1ANQs0Jog
soyep SojeIpowLIoIUI 2
pajueln 1€0T/€0/1€ -ueroydsotq oprsos[onN £7S90T10TdV $9550001d 11ANqS0JOS
AD( U0 osud21 ddIN %
Taa1deqrxos/TIA/I0S
‘niasedipar/40S 40S SojRIPOWLIOIUT 2 JIASE
pard 1€0T/€0/1€ d]qe[leAy JON §€590C10edV U0 9sUROI| [eIdNE[lg | $2559001d 1IANQS0JOS | SW 09+00F |  -Je[9B( +11ANGSOJOS
Apwrey punod
000°€9 deo-qes 8 PaIY 10N -woo JIASEIR[OB(
SULIO) dul]
PAIY 10N ADJ U0 asudd1| JJIN -[e18A10 J1ASEIR[OR( Sw (9 Jaseje[oeq
Aqruey punod
partg 10N -wo0o JIASEIR[OB(
SULIO) dul]
PaIY 10N ADJ U0 asudo1] JJIN -[e18A10 J1ASEIR[OR( Sw o¢ JAseje[oeq

58



00078 deo-qe) 18 PAIY 10N Snipoxd 11angsojog
Apwrey spunod
Pa1 10N -woo JIANGS0JOS
suonIs
pajueln ce0T/TI/LT dlqe[IeAY JON 669L0¥10CdV -0duoo 11Anqsojog
suonIs
pertd e0T/60/471 Slqe[leAy JON SLSLOVIOTdV -0duwoo 11Anqsojog
sojep SojeIpoULIOIUI 2
pajueln 1€0T/€0/1¢€ -turesoydsoyd apIsoa[onN £7590C10edV 59550001d 11ANGS0JOS
Tiasdeprxoa/THA/A0S

‘11Asedipa]/0S d0S SoreIpawLIANUL 2%

pertd 1€0T/€0/1¢€ dqe[ieAy JON §€590C10TdV U0 9sULOI| [eIdle[lg | $ess9001d JANQSOjog Sw 00t 11ANQs0jog
P31y 10N Snipoid 11Anqsojog
Aqruey spunod
Pa1 10N -wo9 JIANGS0JOS
SIIIA suoneuIq
pajuelH €€07/T0/L0 O snnedoy JO stonqryuy 99180¥110CdV -woo 79 11AdIdR[IXOA
suonIs
partd ce0T/11/LT dlqe[leAy JON 669L0Y10CdV -0duwoo 11Angsojog
Apwrey spunod
pajuern ¢e0T/11/91 dqe[ieAy JON LL890ET0TdV -woo nAseredjop
suonIs
partd e0T/60/71 dlqe[leAY JON SLSLOVIOTdV -0duwoo 11Angsojog
sojep SojRIpOULIOUI 2
pajuels 1€0T/€0/1€ -turesoydsotd opIsoa[onN £v590C10CdV 59559001d 11ANqS0JOS

Tiad1deixoa/ THA/AOS
‘nasedipa[/J0S 40S S9JRIpOULIOUL 29 Sw 001 11AQ1dR[IXOA /I1ASE
Pl 1€0T/€0/1¢ dqe[leAy JON S€590C10TdV U0 SUADI| [BIANE[IY | $9559001d 11ANQSOJOS /001 /00% -Jed[oA /11ANGSOJOS

59



7Z-2bbd-y0i035-bnip/us/bi0 apinbadidysw

7/:d13y 'bao"[pdspall MMM/ A1Y ‘IbdSpPajN :324n0S

00$°+6 deo-qes 18 PaILd 10N Snipoid s1angsojos
Apwrey spunod
PAIIT 10N W09 JIANGS0JOS
suonIs
pertd ¥€0¢/10/0€ dqe[leAy JON 0£980S102dV -odwoo AQ1/408
suons
partd Te0T/11/LT dlqe[eAy 0N 669L07102dV -odwos 11anqsojos
suonIs
PaItd °e0T/60/11 dqe[leAy JON SLSLOYI0TAY -0duoo 11Anqsojog
sajep SOJRIPIAUWLIOIUT 29
pajueln 1€0T/€0/1€ -ueroydsoyq oprsod[onN £rS90T10TdV $0880001d 11ANQSOJOS
SOJRIPIUWLIOIUT 29
PaItd 1€0T/€0/1€ dqe[leAy JON §€S90T10TdV $0880001d 11ANGSOJOS
Aqruey
pajueln 0€02/T1/S0 spunodwo)) [enanuwy L86S01102dV spunodwiod AQ'T
Taaiderrxos/ THA/I0S

‘a1asedIpa]/0S ‘A0S Aqruey AAse

PaItd 0€02T/T1/S0 dqe[leAy JON £6680910¢dV UO ISUL21| [e1are[lg spunodwod AQT | 8w 06 /00 -dipor] /11Angsojos
pai 10N Snipoid 1angsojog
Auey punod
PAII] 10N -Wod IIASE)B[OR(]
SULIOJ duI|
Pa[1] JON -[eISAI0 TIASBIR[OR(]
Aquey spunod
PAII] 10N -wod I1ANGS0JOS
suonIs
partd e0T/11/LT dqe[leAy JON 669L0¥10CdV -odwoos 11anqsojos
suonIs
paltd €07/60/71 dqe[IeAy JON SLSLOVIOTdV -odwos 11anqsojos
sojep SOJRIPIULIOIUT 29
pajueln 1€0T/€0/1€ -rureroydsoy oprsos[onN £7S902102dV | AD U0 9suadl JJN % | S9Ssd001d J1angsojos

T1A21de[IX0A/ THA/AOS
‘rasedipaf/10S “10S SOJBIPOWLIOUT 29 Sw IIASE
paltd 1€02/€0/1¢€ dlqe[eAY JION S€S90T10TdV U0 oSULII| [eIONEI | $9sS9901d JIANQSOJOS 09 +00¥ | -¥e[oed +11ANqsojos

60



(Footnotes)

—_

Section 8 (f)

This period was extended by the WTO council until
2033 for pharmaceuticals

Regulation 3

Section 10

Section 10(2)

Section 11

Section 12

The current waiver ends on 1 January 2033

[\
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