

















































































































Paving a way to effectively regulate African Traditional Medicines in South Africa

but does not include a dependence-producing or dangerous substance or drug”
(Republic of South Africa, 2007).

Traditional Medicine as defined by the WHO:

“the sum total of knowledge, skills and practices based on the theories, beliefs and
experiences indigenous to different cultures, whether explicable or not, used in the
maintenance of health as well as in the prevention, diagnosis, improvement or

treatment of physical and mental illness” (World Health Organisation, 2000).
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Paving a way to effectively regulate African Traditional Medicines in South Africa

CHAPTER 4
RESULTS AND DISCUSSION

4.1 Introduction

A WHO global survey report on national policy on TM and regulation of herbal
medicines assisted with the selection process, notwithstanding their challenges with
non-responsive member states during the survey (World Health Organisation, 2005).
Based on the criteria set out in Table 3a, two potential African countries were
identified; Ghana and Nigeria. It was established that there was no other country in
Southern Africa which satisfied all the inclusion criteria. Ghana was chosen over
Nigeria due to challenges with obtaining adequate research information regarding
ATMs in Nigeria. Non-African developing countries which were found to satisfy the
criteria as set out in Table 3a included China, India, Indonesia and Malaysia. China
and India were chosen since it represented an integrative and inclusive healthcare
system for TMs respectively. Malaysia was not chosen given that most of its TMs
originated from India and China (World Health Organisation, 2005) and China and
India will be used already in this study. India was chosen over Indonesia based on its
long history with inclusion of TMs ‘into their NHSs. Since Asia has seen the most
progress in incorporating its traditional health systems into national policy. Asian
countries will be useful as a point of reference in assisting with formulating a
framework for ATMs in South Africa (Bodeker, 2001).

During this study, most information regarding the status of ATM in Africa was

obtained from the WHO Regional Office website http://www.afro.who.int/ and its

African Health Observatory (AHO) web-based platform at
https://www.aho.afro.who.int/ by just searching for “Traditional Medicine”. A search

on the former website provided insight on the role AFRO plays in the development of
norms and standards, strategies, policy tools and guidelines for ATMs. The AHO
website was useful to provide data and statistics on health statuses in member
states in the African region; policy dialogue, monitoring the implementation and
evaluation of national strategies and plans; and a platform for information sharing
through networking (African Health Observatory, 2016). Information from this website

provided an overview of regulation and clinical practices of the ATM situation;

Student Number: 3480104 Page | 28

http://etd.uwc.ac.za



Paving a way to effectively regulate African Traditional Medicines in South Africa

collaboration between THPs and modern health practitioners; generation of an
African Herbal Pharmacopoeia; research networks in sub-Saharan Africa,
sustainable approach towards local ATM production; and intellectual property
approaches to protect TMK. The main WHO website, http://www.who.int/en/,

provided insightful information not only pertinent to the African regions, but also
related to the other areas of interest in this study, in particular China and India.
Additional guidelines such as that for methodologies on research and evaluation of
TMs in order to assist with research approaches to evaluate the safety and efficacy
of TMs (World Health Organisation, 2000); guidelines on developing consumer
information on proper use of traditional, complementary and alternative medicine
(World Health Organisation, 2004); global surveys on the status of TM; and regional

strategies were available from this website.

During an attempt to obtain data from national government and regulatory websites,
there were challenges with transparency, language barriers and inaccessible search
functions hampering data collection. For example, in the case of India searches, it
was found that information was not always published in recognised journals. Other
challenges experienced are outlined below under the specific data analysis section

related to each jurisdiction.

4.2 African Jurisdictions: Ghana

421 Ghana

In order to find source data, a search for “traditional medicine”, “national policy”,
“Act”, and “policy” in the Government of Ghana website http://ghana.gov.gh/ was

performed and provided either inadequate or inaccessible results. A search however
using Google for “Ghana Ministry of Health” led to the Ministry of Health (MoH)

website http://www.moh.gov.gh/. The MoH website provided more useful results for

“traditional medicine” and “health policy” searches performed. The website was used
to get insight to the organisational structure of the MoH and access to the National
Health Policy and TM Policy Guidelines. In order to ascertain whether the Ghana
Medicine Regulatory Authority (MRA) plays any role in regulating ATMs, a search in
Google was done for “Ghana FDA” resulting in Food and Drugs Authority Ghana

website, https://www.fdaghana.gov.gh!/.
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4.2.1.1 Background

Ghana became the first Sub-Saharan African country to gain its independence in

1957 after a colonial period from 1902 — 1957 under British rule when foreign secular

education, religions and modern medicines were enforced (Obu, 2015). Yet, ATM

was able to survive even under the severe pressure during colonial times over

generations mainly through oral communication (Adu-Gyamfi, 2014; Obu, 2015). In

fact, after the country gained its independence, the government of Ghana ensured

that ATMs gained recognition in its NHS due to the dependence of the majority of

Ghanaians on ATMs as their first line of medicines at the time (World Health

Organisation, 2001a).

The government of Ghana has set off a series of events post-colonial times to

support recognition of ATMs. Some of the major events are outlined Table 5 below.

TABLE 5

SERIES OF EVENTS SET OFF BY THE GHANAIAN GOVERNMENT POST-

COLONIAL TIMES IN SUPPORT OF RECOGNITION OF ATMs

Year

Event

1961

Formation of the Ghana Psychic and Traditional Healers
Association (Ghana Ministry of Health, 2005; World Health
Organisation, 2001a).

1972

Government allowing the practice of ATMs by nurses and
midwives as long as the practice did not involve life-
endangering procedures as outlined in the Nurses and Midwives
Decree of 1972 (World Health Organisation, 2001a).

1975

Establishment of the Centre for Scientific Research into Plant
Medicine (Ghana Ministry of Health, 2005).

1991

TM Unit was created under the Ministry of Health which became
the Traditional and Alternative Medicine Directorate (TAMD) in
1999 (Ghana Ministry of Health, 2005; World Health
Organisation, 2001a).
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1992 * The Food and Drugs Law, PNDCL 305B and amended as Food
Drug Board Act 523 to regulate the introduction of TM
preparations onto the commercial market was established
(Ghana Ministry of Health, 2005).

1999 * The government established the Ghana Federation of
Traditional Medicine Practitioners Association (GHAFTRAM) in
order to merge all the different THP associations (World Health
Organisation, 2001a).

2000 » The Traditional Medicines Practice Act, 2000 (Act No. 575 of
2000) was enacted. The Act made provision for establishment

of a council to regulate the practice of TM, register and licensing
of practitioners, and regulate the preparation and auction of
herbal medicines (Ghana Ministry of Health, 2000).

» The First National Strategic Plan for Traditional and Alternative
Medicine (2000 — 2004) was launched (World Health
Organisation, 2001a).

2000/2001 | « The Kwame Nkrumah University of Science and Technology
started a degree course in herbal medicines (Obu, 2015).

2007 » The government of Ghana has instituted a National Health
Policy which recognises a dual system of medical practices
which promotes co-existence of both traditional and modern
medical practices (Ghana Ministry of Health, 2007).

2010 » The Traditional Medicine Practice Council (TMPC) was
established (Obu, 2015).

Similar as in the case of South Africa, during the WHO Study on Global AGEing and
Adult Health (SAGE) with respect to the use of TM in middle-income countries
referred to under section 1.3 of this study; Ghana was also found to have had a
decline in the use of ATMs (Oyebode et al., 2016). The study further purports that
this decline could be due to changes in social trends and cultural beliefs and the
political support and provision of resources for training, practicing and increasing

public awareness of modern medicine (Oyebode et al., 2016). Regardless of
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evidence that there has been a decline in the use of ATMs in Ghana, activities in
support of the use and practices of ATMs continues as can be seen in more detail

below.

4.2.1.2 Definition

TM, herbal medicines and practitioners in Ghana are defined in the country’s
Traditional Medicine Practice Act, 2000 (Act No. 575 of 2000) as follows:

“Traditional medicine means practices based on beliefs and ideas recognised by the
community to provide health care by using herbs and other naturally occurring
substances”;

“Herbal medicine means any finished labelled medicinal products that contain as
active ingredients aerial or underground parts of plants or other plant material or the
combination of them, whether in the crude state or as plant preparation. Plant
material includes juices, gums, fatty oils, and any other substances of this nature.
Herbal medicines may contain excipients in plant material in addition to the active
ingredients and in exceptional cases may also contain natural organic or inorganic
active ingredients which are not of plant origin”; and

“Practitioner means a traditional medicine practitioner whose practice uses herbs

and other natural products” (Ghana Ministry of Health, 2000).

It is noted that other complementary and/or alternative medicines are not defined in
the country’s Traditional Medicine Practice Act, 2000 (Act No. 575 of 2000) but the
Traditional and Alternative Medicine Directorate within the Ministry of Health in
Ghana is responsible to ensure the integration of traditional and alternative medicine
within the country’s NHS (Ghana Ministry of Health, 2016). The WIPO Committee on
Development and Intellectual Property (CDIP) (2014) states that the definition
defined in the Traditional Medicine Practice Act, 595 of Ghana is in consonance with
the definition of the WHO where the practice is not only based on herbs but other
substances including animal parts and earth substances which allow for a broad

sense of interpretation.

4.2.1.3 Legislative Framework
Ghana has a plural medical system with its National Health Policy (Ghana Ministry of

Health, 2007) making provision for modern, traditional and alternative medicines and
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their practices to be in co-existence (Ghana Ministry of Health, 2007). Both TMs and
THPs are officially recognised and fully legalised and regulated by law in parallel to

modern medicine and its practices.

The main bodies responsible for regulatory oversight of TMs and its practices are the
TMPC and the Ghana Food and Drugs Authority (FDA). Obu (2015) indicates that
the Traditional and Alternative Medicine Directorate within the MoH of Ghana is
responsible to regulate the TM practices as governed by the Traditional Medicine
Practice Act, 2000 (Act No. 575 of 2000). This Act requires for the establishment of a
Traditional Medicine Practice Council who will be responsible to promote, control and
regulate TM practices. Commercialised traditional and alternative medicines are
regulated by departments within the Ghana FDA (World Intellectual Property

Organisation Committee on Development and Intellectual Property, 2014).

The Herbal Medicine Department is responsible to evaluate registration applications
for commercialised traditional and alternative medicines. Similarly there is a Drug
Evaluation and Registration Department that evaluates modern medicine registration
applications. Good manufacturing practices (GMP) and post market surveillance
activities on all registered medicines are performed by a Drug Enforcement
Department (Food and Drugs Authority Ghana, 2016). Herbal clinics have also been
set up in some hospitals (World Intellectual Property Organisation Committee on

Development and Intellectual Property, 2014).

Policy Guidelines on Traditional Medicine Development was developed with the
assistance of major stakeholders in 2002 with the objective to provide a general
policy direction or framework to outline the governments short to long term plans on
TM (Ghana Ministry of Health, 2005). According to the TM Policy Guideline it was
the mandate of the TAMD to coordinate policies for TM development. The policy
focus include practice of TM and regulatory legislation, IPR protection,
professionalisation of TM through formal training, R&D, QA and large scale
production, biodiversity conservation and sustainable harvesting, commercialisation
and finally integration of TM into the NHS. On the whole, Ghana'’s policy formulation
and implementation in TM have enhanced the recognition of TMs (World Intellectual

Property Organisation Committee on Development and Intellectual Property, 2014).
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The Ghana MoH has played an important role towards legislative initiatives to
support the development of TM practices (World Intellectual Property Organisation,
2015) which include the development of the following:
« The Traditional Medicine Practice Act, 2000 (Act No. 575 of 2000);
« The Strategic Plan for the Development of Traditional Medicine (2002 — 2004);
« Policy on Traditional Medicine Development (2003);
« Training Manual for Traditional Medicine Practitioners (2003 and 2005);
« Strategic Plan for the Development of Traditional Medicine (2005 — 2009);
+ Code of Ethics and Standards of Practice (translated into three local
languages — 2006);
« List of Recommended Herbal Medicines Essential for Primary Health care
Services (2008);
« Policy and Administrative Guidelines for Complementary Alternative Medicine
(2008); and
+ Guidelines for Intellectual Property Rights Protection Framework for
Indigenous Knowledge Related to Health and Medicinal Plant Resources
(2008).

4.2.1.4 Education and Training

In 2007 Science and Technology Policy Research Institute (STEPRI) recorded that
the estimated ratio of the THP to the population is 1:400 against a ratio of the
orthodox doctor to the population of 1:12000 (World Intellectual Property
Organisation Committee on Development and Intellectual Property, 2014). Thus,

THPs are more accessible for use by the public.

In Ghana are five main types of practices and practitioners namely herbalists,
herbalist-spiritualists, diviners, shrine devotees and herbalist-traditional birth
attendants (Obu, 2015). Education systems for THPs exist; for example, there is an
established Bachelors Degree in Herbal Medicine for medical herbalists since 2001
at the Nkrumah University of Science and Technology in Kumasi (Kwame Nkrumah
University of Science and Technology, 2016). This register was not publically

available on the TMPC website.
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4.2.1.5 Research and Development

The Ghanaian government effort towards fostering innovation by supporting R&D in
the field of TMs started in 1975 when they established a Centre for Scientific
Research into Plant Medicine (CSRPM) (Kasilo, 2010). In 1992 the first herbal
pharmacopoeia was compiled and published by STEPRI of the Council for Scientific
and Industrial Research (CSIR), and to date more than one volume for the Ghana
National Herbal Pharmacopoeia with scientific information on at least 50 medicinal
plants have been published (Kasilo et al., 2010). According to Anquandah (as cited
in Innocent, 2016) Ghana was able to integrate TMs in its EDL. Recently an online
database of Ghanaian indigenous knowledge on forest foods and medicinal plants

has been launched in September 2016 (Owuso-Mensah, 2016).

4.2.1.6 Intellectual Property and Commercialisation

Ghana has a formal intellectual property (IP) system in place governed by the
country’s Trade Marks Act, 2004 (Act No. 664 of 2004); Industrial Designs Act, 2003
(Act No. 660 of 2003); The Patents Act, 2003 (Act No. 657 of 2003) and the
Legislative Instrument 1616. There are also Guidelines for Intellectual Property
Rights Protection Framework for Indigenous Knowledge Related to Health and
Medicinal Plant Resources (World Intellectual . Property Organisation, 2015).
According to the World Intellectual Property Organisation Committee on
Development and Intellectual Property (2014) most THPs still rely on trade secrecy
and choose not to acquire IP rights such as trademarks, designs or patents due to
the financial cost implications and stringent requirements associated with obtaining
IP protection.

The Herbal Medicine Department within the Ghanaian FDA is responsible for the
evaluation of herbal medicine and food supplement registration applications as well
as enforcing GMP for herbal medicine facilities and training of herbal medicine
manufacturers and THPs engaged in extemporaneous preparations (Food and
Drugs Authority Ghana, 2016). During a study performed by the WIPO in 2014 on
innovation, IP and the informal economy of TM in Ghana; it was established that the
majority of THPs have registered with the Traditional Medicine Practice Council but
most of the THPs operated their own personal herbal shops on an informal basis

directly to customers through hawking. Furthermore during the study it was
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established that there has been product improvements such as developing products
into tablets, capsules, creams etc.; as well as process improvements with the
investment of modern equipment to increase production and improve quality. TMs
have been included on the Essential Drug List of the Ministry of Health (World
Intellectual Property Organisation Committee on Development and Intellectual
Property, 2014).

4.2.1.7 Limitations and Key Concerns

There have been challenges with implementation of legal frameworks. For example,
when Asante and Avornyo (2013) performed a review of the integration of TMs in
Ghana, the TMPC responsible to regulate THPs and their practices as required by
the Traditional Medicine Practice Act , 2000 (Act No. 575 of 2000) promulgated in
the year 2000 was still not operational. With the lack of regulating THPs, there is a
lack of regulating ATM preparations. This is not encouraging for a harmonious co-
existence of THPs with modern medicine practitioners where the latter has already

been enjoying assistance from the government.

By law, TMs have to be registered with the Ghana FDA but the World Intellectual
Property Organisation Committee on Development and Intellectual Property (2014)
study has highlighted that there has been challenges with compliance with the
regulation due to cumbersome nature of the registration procedures and high fees as

indicated to those who have not registered any of their products.

In the area of intellectual property; due to illiteracy of many Ghanaian THPs there
has been more reliance on oral TMK transfer resulting in a lack of documentation
and threatens preservation of TMK for future generations (Yeboah, 2000). More
recent studies by Abbott (2014) and the World Intellectual Property Organisation
Committee on Development and Intellectual Property (2014) identifies that what
makes this even more difficult is that THPs are still not willing to divulge what they
view as their trade secrets, and therefore obstruct registration processes that
requires this information to establish safety and efficacy (Abbott, 2014). Asante and
Avornyo (2013) points out that TM practices are also not fully supported by being
treated as a “fringe” profession by the Ghanaian Government, and only a selected

few institutions have been officially recognised.
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According to the United Nations Conference on Trade Development (2011) other
challenges with regulating ATMs in Ghana relates to manufacturing practices. There
is not only a lack in capacity, but also too high cost to THPs to ensure compliance to

GMP to carry out the registration process.

4.3 Asian Jurisdictions: China and India

43.1 China

It should be noted that both the two different paradigms (integrative and inclusive)
that can be used to include TMs into NHSs as outlined in Chapter 2 are followed in
China. In terms of Hong Kong, when the Special Administrative Region of Hong
Kong united with China in 1997, Hong Kong was given a degree of political and
economic freedom inclusive of legislation of their health care system. During colonial
times in Hong Kong, Traditional Chinese Medicine (TCM) was tolerated to some
extent, but after 1997 Hong Kong has officially included TCM into their health care
system using a parallel approach as opposed to China’s integrative approach
(Griffiths et al., 2010). Hong Kong’s approach to TCM does not form part of this
study because India who uses a similar paradigm for inclusion of traditional

medicines into its health care system is included in this study.

A good part of information regarding TCM was obtained from WHO’s Benchmark for
Training in Traditional Medicines which provided insight on the origin and principles
of TCM, training systems and safety issues (World Health Organisation, 2010a).
Further information regarding TCM was obtained via the main WHO website,

http://www.who.int/en/ by just searching for “traditional Chinese medicine”.

Information obtained from the China Food and Drug Administration (CFDA) Website,
http://eng.sfda.gov.cn/WS03/CL0755/ was found to be either inadequate or

inaccessible.

4.3.1.1 Background

TCM has been in use in China for thousands of years with the first recorded
evidence of use in ancient text from prior to 85 BC (Schroeder, 2002). China from
early on in its history was a center of trade opening trade links between the East and

the West which exposed the country to an influx of Western concepts pertaining to
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medicines brought to the country by missionaries who set up hospitals to dispense
Western medicines (Mou, 2016). At the end of Chinese imperialism in 1911 and prior
to Communist rule in 1949, there was a Nationalist government who viewed TCM as
ideological and superstitious and aimed to replace TCM with modern Western
medicines (Mou, 2016). With the inception of the People’s Republic of China in 1949,
the new Chinese government recognised the pivotal role that TCM played in PHC
and in 1950 initiated efforts for the inclusion of TCM into the health care system. This
was done following a strategic approach of dual training where THPs were trained on
modern medicine and PHC, and the modern medicine practitioners were trained on
the modalities of TCMs. Following this, modern medicine practitioners and THPs
were forced to work alongside in health care facilities (Zhang et al., 2015). Academic
training and research activities related to TCM were prioritised and today it is taught

in universities and local medical schools as part of a mixed curriculum.

4.3.1.2 Definition

TCM theory has been developed from traditional Chinese philosophy and has a
holistic treatment approach based on the concept of “syndrome differentiation” which
includes two parts: diagnosis of disease and differentiation of symptoms (Fung and
Linn, 2015; Mou, 2016). The fundamental principle of TCM practices is to restore the
balance through the yin and yang concept as stated in the Yellow Emperor’'s Inner
Canon (Peng, 2015). TCM can be viewed as an umbrella term for the many different
modalities used in Chinese medicine with the aim to promote wellness, prevent
illness and treat ill health. The major modalities include herbal treatments;
moxibustion (the burning of herbs over acupuncture points); acupuncture;
acupressure and cupping of the skin with heated bamboo; Tui Na (Chinese medical
massage) and Qi Gong, Tai Chi and meditation (dietary and exercise therapy).
Constituents of TCM could include herbal, animal or mineral materials (World Health
Organisation, 2010a).

4.3.1.3 Legislative Framework
In the People’s Republic of China, the national policy on TCM and its regulations
were issued in 1949 and 1963 respectively (World Health Organisation, 2005). The

Constitution of the country promulgated in 1982 that TCM and modern medicines
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should be recognised as equivalent with the aim to mutually complement each other,

forming an integrative TCM health care system (World Health Organisation, 2001b).

The State Administration of TCM (SATCM) is a state administration of the People’s
Republic of China under the jurisdiction of the National Health and Family Planning
Commission (formerly known as the Ministry of Health) and promulgates laws
regulating the practice of TCM doctors and maintains catalogues for the essential
Chinese medicines (State Administration of Traditional Chinese Medicine, 2010).
The Chinese Food and Drug Administration (CFDA), previously known as the State
Food and Drug Administration (SFDA) is the regulatory body independent of the
Chinese MoH and directly under the State Council of the People’s Republic of China
who is the competent authority mandated to regulate processes for food and drug
safety. The CFDA's responsibilities include TCM drug registration, drawing up
criteria for marketing authorisations, classification systems for prescription drugs,
establishing and managing adverse drug reaction monitoring systems, to ensure
good practices for drug research manufacturing, distribution and use and
pharmacists. The CFDA performs this alongside modern medicines within its
Department of Drug and Cosmetic Registration. This implies that TCMs are required
to adhere to the same regulations as modern medicines and therefore only
registered TCMs can make therapeutic claims. There is a separate licensing and
accreditation system for medical professionals within the Chinese MoH (World
Health Organisation, 2001b).

4.3.1.4 Education and Training

The basic legal requirements to practice as a TCM doctor in China as well as the
legal requirements to establish an educational institution is outlined in the
Regulations of the People’s Republic of China on Traditional Chinese Medicine
(National Health and Family Planning Commission of PRC, 2014). In order to
practice as a TCM doctor in China, individuals must pass a qualification examination
organised by the public health administration department in each province. Prior to
taking this qualification examination, the individual is required to have a medical
degree after five years of medical education or studied TCM in the way of

apprenticeship in accordance with the laws.
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There are numerous colleges and universities providing training curricula for not only
TCM practitioners, doctors, therapists or physicians, but also TCM dispensers and
distributors, with the first official TCM school dating back to 624 AD (World Health
Organisation, 2010a).

4.3.1.5 Research and Development

Detailed records of documented TCM practices have been in existence for centuries
as previously mentioned with the first recorded evidence of use in ancient text from
prior to 85 BC (Schroeder, 2002) and this has been the backbone of knowledge for
R&D initiatives. TCM has been in use in China for thousands of years with the
political commitment providing support to prioritise R&D of TCM which started with
establishing research institutes as far back as the late 1950s (World Health
Organisation, 2001b). This was followed by the first published Chinese
Pharmacopoeia in 1963 (World Health Organisation, 2005). The validity and
feasibility of research performed has however come under scrutiny for published
studies where incongruence of results for the same herb was found to exist (Fung
and Linn, 2015).

4.3.1.6 Intellectual Property and Commercialisation

There is an established system to protect TCM knowledge systems supported by the
State Intellectual Property Office (SIPO) of China. In 1992 Regulations on the
Protection of New TCMs were established granting 30, 20 or 10 years exclusive
manufacturing and sale rights to pharmaceutical companies. However, according to
Drug Administration Law of China enacted in 2001, China has stopped the
enforcement of Regulations on the Protection of New TCMs and the newly enforced
patent law provides only 20 years extension (Peng, 2015). A review of the
Regulations for Implementation of the Drug Administration Law of the People’s
Republic of China (China Food and Drug Administration, 2002) revealed that
irrespective whether drugs are commercialised (marketed) or not, the CFDA is
responsible for its regulation. These include new drugs, prescription drugs, non-
prescription drugs, and pharmaceutical preparations in medical institutions. A study
performed by Park et al. (2012) on TM in China has identified that most TCM and its
practices are covered by medical insurance except for those TCMs without an

indication.
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4.3.1.7 Limitations and Key Concerns

Other than those challenges already identified with China’s current situation
regarding TCM, it is important to note that with applying an integrative health care
system, the same regulatory requirements are required for TCMs as for modern
medicines. The challenge with this system is that TMs in general are much more
complex than modern medicines and therefore demonstrating safety and efficacy
could proof to be difficult (Robinson and Zhang, 2011).

A recent evaluation by Islam (2016) on the current trends of integrating TCM into
China’s PHC has identified that modern medicines still dominate and receive a larger
share from the national health budget. Furthermore, Blumenthal et al. (2015) has
identified that China’s health care system is evolving rapidly, impacting negatively on
health care delivery equality between rural and urban areas. Liu et al. (2010)
recognise that China has been neglecting IPRs of TCM and its practices which have

resulted in the loss of TMK.

The IBM Business Consulting Services (2006) indicated that challenges facing
China’s health care system include lack of access to affordable health care,
inefficient use of health care resources due to disparities between urban and rural
areas, lack of high-quality patient care due to neglect of focus on patient care, quality
of health care professionals and difficulty in monitoring level of care. They continue
to highlight that the government is the driver of improving health services through
their commitment; however, at the time of their study the Chinese government has
decreased their health funding.

4.3.2 India

A search for “Indian traditional medicine” in Google was not successful because of
different terminology used in India. A search for “AUYSH” and “ISM” was more
successful. The Central Drugs Standard Control Organisation website,

https://www.cdsco.nic.in/ and the Central Council of Indian Medicine website,

https://www.ccimindia.org/ were also found to be either inadequate or inaccessible.
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4.3.2.1 Background

After a period of suppression of Indian TMs under British rule, the Indian government
provided a great deal of support to restore TMs through official recognition and
inclusion into their NHS. TMs role in the country’s PHC was immediately recognised
and further supported by establishing a number of hospitals, colleges and research
institutes for TMs (Ravishankar and Shukla, 2007).

TM in India falls under the umbrella of the traditional Indian System of Medicine
(ISM) and include Ayurveda, Unani, Siddha and Homeopathy (AYUSH) which range
from mental and physical to spiritual curative methods. Plants form the basis of these
therapies which is used to prepare the curative agents. Therapies such as yoga and
naturopathy also form part of the ISM (Sen and Chakraborty, 2015).

4.3.2.2 Definition

“Ayurvedic, Siddha and Unani drug includes all medicines intended for internal or
external use for or in the diagnosis, treatment, mitigation or prevention of disease or
disorder in human beings or animals, and manufactured] exclusively in accordance
with the formulae described in the authorative books of Ayurvedic, Siddha and Unani
(Tibb) systems of medicine” as defined in the Drugs and Cosmetics Act, 1940
(Government of India Ministry of Health and Family Welfare, 2005). What transpired
from a review of this Act is that it seems to only define Ayurvedic, Siddha and Unani
drugs, and excludes all other systems which fall under the ISM such as homeopathy,

naturopathy and yoga.

4.3.2.3 Legislative Framework

India is a developing economy and since 2" June 2014 has 29 states. Each state
has its own appointed authority that is responsible to uphold their health status
based on the National Health Policy. Even though there is a similar PHC framework

in all the states, priorities in each may differ (Sonawane, 2014).

AYUSH practitioners and their practices are regulated separately from AYUSH
medicines. AYUSH practitioners and their practices are regulated by the Indian
Medicine Central Council (IMCC) Act, 1970 and AYUSH medicines are regulated by
the Drugs and Cosmetics Act of 1940 and its rules. Under the IMCC Act, a Central

Student Number: 3480104 Page | 42

http://etd.uwc.ac.za



Paving a way to effectively regulate African Traditional Medicines in South Africa

Council on Indian Medicine constituting committees for Ayurveda, Siddha and Unani
is assigned to oversee AYUSH practitioners and their practices and maintain
associated registers (Government of India, 2003a). Singh et al. (2013), at the time of
their study, identified that there was however no council for yoga or naturopathy. In
the case of modern medicines, the practitioners such as (nurses and pharmacists)

have their individual councils.

The regulation of manufacture, sale and distribution of both modern medicines and
AYUSH medicines falls under the Drug and Cosmetics Act of 1940, but are managed
separately and in parallel; each taking care of its own health care provisions,
education and regulatory systems. AYUSH medicine in most cases is the
responsibility of the state authorities. Registration of new drugs and clinical trials is
the responsibility of a centrally assigned organisation for AYUSH medicines (Central

Drugs Standard Control Organisation, 2015).

4.3.2.4 Education and Training

A vast number of institutions have been set up to provide bachelor degrees in
AYUSH systems of medicines and practices (Ravishankar and Shukla, 2007). In the
country’'s Tenth Five Year Plan 2002 - 2007 of the Planning Commission
Government of India it was however stated that the quality of training of ISM
practitioners has been low due to a lack of essential facilities at colleges, qualified
teachers, lack of hospitals for practical training, and the lack of continual medical

education (Government of India Planning Commission, 2002).

4.3.2.5 Research and Development

The AYUSH department funds scientific institutions, medicine-testing laboratories
and universities in the field of research, as well as support research councils
(Government of India Planning Commission, 2002). Research activities are
promoted through post graduate research centres such as the Central Drug
Research Institute (CDRI). Each of the AYUSH systems has a dedicated Council to
manage research activities like the Central Council for Research in Ayurveda and
Siddah. Singh et al. (2013) question the Indian government’s keenness towards
AYUSH research that appears to be driven by global interest. For example, in their

view research is used to promote AYUSH principles, products and therapies which
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strengthen the government’s position in the global market with the sole interest of

profit gain.

The ISM also supports clinical research and cultivation of medicinal plants and there
is an Indian Pharmacopoeia which is sustained by Pharmacopoeial Committees. The
central Indian Pharmacopoeia Commission is an autonomous institution under the
Indian MoH (Ravishankar & Shukla, 2007).

4.3.2.6 Intellectual Property and Commercialisation

The topic of IPRs and patents for AYUSH systems has raised controversial concerns
regarding protection of TMK. It is indicated by Singh et al. (2013) that, for example,
AYUSH medicines and therapies are patented under the auspices of being validated
to improve their chances of globalisation. The Indian government has shown
eagerness towards protecting TMK by going as far as establishing a Traditional
Knowledge Digital Library (TKDL) in five international languages in order to enable
access by International Patent Offices to facilitate patent searches under a non-
disclosure agreement. The question that now arises is whether this latter

development was again for the benefit of globalisation.

In a review performed by Ravishankar and Shukla (2007) on ISM, there were already
about 8500 Ayurvedic drug manufacturers in India, indicative of an overwhelming
support for the local industry. According to Ravishankar and Shukla (2007),
globalisation has gained tremendous momentum in the past two decades for not only
the use, but also the practice of Ayurveda.

4.3.2.7 Limitations and Key Concerns

Not long after India obtained their independence, there was concerted effort made by
the government providing a good platform for the future of ISM. This study review
however identified concerns raised over time regarding the effectiveness of, and
challenges relating to, implementing legislation instigated by the government. The
concerns already discussed thus far relates to disparity amongst systems within the
ISM, and the questionable eagerness by the government driven by profit
capitilisation further pressurised by globalisation to implement legislation. With the

increasing demand for Indian herbs and herbal medicines, trading thereof may have
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been good for the country’s economy, but as already established has a negative
impact on conservation of the medicinal plants (Sen and Chakraborty, 2015). Sen
and Chakraborty (2015) further raise a concern with the loss of TMK due to
increased globalisation.

Despite the positive impact the government’s globalisation efforts may have had on
the country’s economic growth, there are still a great deal of challenges with socio-
economic inequalities within India such as discrepancies between different
geographical regions, social groups, income levels and gender (Bisht et al., 2012).
Gaurav et al. (2010) emphasise that rural areas have to survive with poor or no
infrastructure and that there is a rapid growth in population which worsens the state
of PHC and is not in accordance with the Alma-Ata Declaration which promotes
accessible, affordable, and equitable health care systems. The lack of the necessary
infrastructure has resulted in exhausted resources with no support for AYUSH
activities (Singh et al., 2013). In an effort to address the gaps in the PHC, a National
Rural Health Mission (NRHM) was established to assist with challenges relating to
shortage of practitioners and health care service delivery in the rural areas. The
NRHM strategies are outlined in its Mission Document 2005 — 2007 which has now
been extended until 2012 (Basumatary, 2009; India Ministry of Health and Family
Welfare, 2005). The NRHM has been criticised for not being able to achieve their

objectives by Bajpai (2014) due to a deficit in infrastructure and manpower.

In summary, it appears that the increased focus the Indian government has towards
profit capitilisation may have had some influence on neglecting its own health care
systems, and that there has been some level of ignorance towards implementation of
established frameworks aggravated by poor infrastructure. The risk of neglecting

PHC systems could worsen the epidemiological profile of a country.

4.4 Summary — Ghana, China and India

Irrespective of diverse backgrounds, types of TMs, and approach to include TMs into
their health care systems; China, Ghana and India share some core challenges
relating to the impact of globalisation on biodiversity and conservation; the loss of
TMK; establishing a scientific evidence base for all TMs inclusive of non-medicinal

treatments; competing with allopathic medicines; depreciating PHC; inequality
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between rural and urban areas; and effective implementation of policies. These are
some of the challenges that obstruct the existence of an effective regulatory
framework and ultimately impact on accessibility, affordability and equitability
required for successful PHC.

The overwhelming common factor that needs to still be mentioned is that of
government support to ensure the necessary infrastructure. From the review thus far
it has become evident that government plays an instrumental role in improving
access to, and quality of health care. An analysis performed by Liu et al. (2010) for
example re-emphasises the role the Chinese government has played in promoting

TCM industry development.

45 South Africa

Data relating to policies and procedures were mostly obtained from the Medicines
Control Council website: https://www.mccza.com/, and access to all South African

legal documents such as the Traditional Health Practitioners Act, 2007 (Act No. 22 of
2007), the Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) as
well as the National Health Plan were obtained from the South African Government

website: http://www.gov.za/. In addition, South African Government Acts could also

be sourced via the http://www.acts.co.za/lhome website.

Traditional health practices in South Africa has come a long way since its banning by
the South African Medical Association in 1953 due to Western belief of its
connotation with “witchcraft” (Abdullahi, 2011). At the end of apartheid, the new
government published A National Health Plan for South Africa of 1994 (African
National Congress, 1994) which made provision for traditional healing as an integral
and recognised part of the health care system, inter alia, to establish a regulatory
body for traditional medicines. TMs were then included in the National Drug Policy
for South Africa in 1996 (South African Government, 1996). A Policy on Traditional
Medicine (South African Government Gazette, 2008) was only drawn up in 2008 and
is currently still in draft form. Other than some progress towards regulating THPs,
there has been very little progress towards regulating TMs after its adoption into the

National Health Plan over a decade ago. Currently South Africa does not have any
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regulatory framework for TMs and with the important role that TMs play in the PHC

of South Africa, there is a critical need to regulate TMs.

45.1 Current Status of African Traditional Medicines in South Africa

45.1.1 Background

The South African National Department of Health (NDoH) is responsible for health
care in the country. South Africa has a plural medical system with two independent
medical streams: traditional healing, complementary and alternative medicines and
allopathic medicines, but only allopathic medicine as defined in the Medicines and
Related Substances Act, 1965 (Act No. 101 of 1965) and its regulations were

regulated at the time of this study.

Truter (2007) summarise the difference between traditional healing and the approach
followed by allopathic medicine practitioners towards healing. According to Truter
(2007) allopathic medicine practitioners focus on diseases related to the physical
body only and is scientifically based. Traditional healing on the other hand is viewed
partly as a holistic or symbolic form of restoring health which is generally deeply
embedded in the beliefs of some cultures and mainly passed on by THPs as defined
in the Traditional Health Practitioners Act, 2007 (Act No. 22 of 2007). The THP will
aim to provide treatment for physical, psychological, spiritual and social symptoms
(Truter, 2007). On the other hand traditional healing is also associated with ATMs

where for example herbs are used as remedies.

Complementary medicines as in the case of traditional medicines also embraces a
holistic approach using conventional approaches that incorporates various therapies
with the aim to treat the person as a whole and not just the disease (Vickers and
Zollman, 1999). Only recently complementary medicines were included in the
Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) and its
regulations, and therefore regulating of complementary medicines in South Africa is

still in its infancy.
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4.5.1.2 Definition
Traditional Medicine as defined in Traditional Health Practitioners Act, 2007 (Act No.
22 of 2007):
“means an object or substance used in traditional health practice for:
« The diagnosis, treatment or prevention of a physical or mental illness; or
« Any curative or therapeutic purpose, including the maintenance or restoration
of physical or mental health or well-being in human beings, but does not
include a dependence-producing or dangerous substance or drug” (Republic
of South Africa, 2007).

45.1.3 Legislative Framework

As already indicated, irrespective of the role ATMs play in the PHC of South Africa, it
is currently not regulated in South Africa; however complementary medicines were
recently incorporated into the existing General Regulations made in terms of the
Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) and its
regulations. The definition of complementary medicines in Act 101 of 1965 includes
“any substance or mixture of substance that originates from plants, fungi, algae,
seaweeds, lichens, minerals, animals or other substance as determined by Council”
where “Council” refers to the established South African Medicines Regulatory
Authority, the MCC as laid down by Act 101 of 1965. Following this, the expectation
would be that complementary medicines will be regulated alongside allopathic
medicines. Herbal substances/preparations are only defined in the MCC Guideline
for Complementary Medicines — Discipline Specific Safety and Efficacy (Medicines
Control Council, 2016).

According to the draft policy on ATM, the intention of the South African government
is not to establish an inclusive health care system for ATMs, but rather to develop a
parallel system for TMs with allopathic medicines (South African Government
Gazette, 2008). In an attempt towards regulating ATMs, the Minister of Health has
formed an Expert Committee on ATMs in the year 2000 in order to advise the MCC
on ATM matters (Rautenbach, 2011). Reviewing the current MCC expert committee
organisational structure as outlined on the organisation’s website, the Expert
Committee on ATMs was excluded, and the current status of this Committee could

not be established.
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4.5.1.4 Education and Training
There are currently no formalised systems in place for training and educating THPs
in South Africa.

45.1.5 Research and Development

R&D collaboration efforts have been initiated by the government with the Medicines
Research Council (MRC) and the Council for Scientific and Industrial Research
(CSIR) to evaluate TMs (Rautenbach, 2011). In 1997, the South African Traditional
Medicines Research Group (SATMERG) funded by the MRC was established to
assist with standardisation of selected TMs to define its identity, purity and potency
in an attempt to develop monographs for publication of a South African Herbal
Medicines Pharmacopoeia (University of the Western Cape, 2013). R&D in South

Africa is however also still in an infant stage.

45.1.6 Intellectual Property and Commercialisation

Herbal remedies are the prevalent form of TM used amongst THPs in South Africa.
For example in KwaZulu-Natal, Ndhlala et al. (2011) in their study have found that
herbal remedies produced in small quantities and packaged in recycled containers
with hand-written labels are readily available from street vendors or individual THPs.
There are also commercialised herbal preparations available in shops, pharmacies
and supermarkets; marketed using the internet, television, radio, newspapers and
social media networks with numerous unsubstantiated safety and efficacy claims
(Ndhlala et al., 2011). Even if TMs are not currently regulated; by law in South Africa
no person is allowed to distribute any medicines through false advertising concerning
therapeutic efficacy and effect of any medicine. Such medicines will be subject to

registration as governed by Act 101 of 1965 and its regulations.

The legal system to protect TMK was not yet fully in place at the time of this study.
There was only a Draft Protection of Traditional Knowledge Bill (2013) and a
Protection, Promotion, Development and Management of Indigenous Knowledge
Systems Bill (South African Government, 2016) which was only gazetted in 2016.
There was however a Patents Amendment Act, 2005 (Act No. 20 of 2005) which
made provision for the requirement for a patent applicant to provide information

regarding any “indigenous generic material” or “the genetic potential or
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characteristics of any indigenous species” used in an invention (Republic of South
Africa, 2005).

4.5.1.7 Limitations and Key Concerns

Other than the challenges already mentioned in Section 2.2 faced by most African
countries; unfortunately, the biggest challenge shown towards regulating ATM in
South Africa thus far appears to be the lack of national priority. This is evident in the
priority given to regulating complementary medicines rather than ATMs. Irrespective
of the role ATM plays in the country’s PHC system, there is no urgency from the
government towards taking action against the exploitation of medical claims
advertised publically, or in social media; and the lack of regulating ATMs which
impedes a system to monitor associated adverse events. In fact, the lack of
regulatory systems for ATMs continues to foster a battle field for THPs towards
gaining respect from their existing allopathic medicine counterparts. What cultivates
a source of mistrust and confusion with respect to registration requirements is the
lack of categorising ATMs as per the AFRO recommendations regarding individual
preparations versus commercialisation. In addition the Medicines and Related
Substances Control Act, 1965 (Act 101 of 1965) and its regulations does not
adequately provide for the regulation, registration and control of ATMs since it only
makes provision for the regulation of allopathic medicines and other complementary

and alternative medicines.

4.6 Summary — South Africa

Now that an in-depth review was performed of the data collected following the
deductive thematic approach outlined in Chapter 3, focus will be returned to the
purpose of the study as outlined in Section 1.8 as well as the research questions
posed in Section 1.9 in order to ascertain whether the purpose of the study has been
achieved and whether any of the research questions can be answered at this point.
In order to assist in this regard, a summary of the data collected following the

selected themes as outlined in Table 4a is summarised in Table 6.

The first research question is: “What have been the challenges impeding the

progress made to regulate ATMs in South Africa?”. From the summary outlined in
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Table 6 the following has been identified as some of the challenges experienced by

South Africa which has been impeding the progress made to regulate ATMs:

» Lack of national priority for the inclusion of ATMS into the NHS;

» Lack of policy formulation and/or implementation;

* An unregulated ATM environment placing strain on conservation efforts of
medicinal plants;

* Limited R&D resulting in lack of safety, efficacy and quality assurance;

* Lack of training of THPs;

» Lack of respect towards THPs;

» Lack of categorising ATMs as per the WHO recommendations regarding
individual preparations versus commercialisation resulting in creating a platform
for charlatans;

* No urgency from the government towards taking action against the exploitation of
medical claims advertised publically, or in social media; and

» The lack of regulating ATMs impedes a system to monitor associated adverse
events.

It is observed that the challenges listed above are very similar to the challenges

identified by AFRO following their review of the challenges that hinder the progress

of TMs in African member states as outlined in Section 2.2.

The summary outlined in Table 6 allows for ease of reference to ascertain what the

common challenges experienced by Ghana, China and India are. These include:

* THPs rely on trade secrecy and choose not to acquire IP rights;

* Rich biodiversity is threatened by environmental degradation, cut of natural forests
and decrease in wildlife populations due to high demand from rapid economic
development;

* Insufficient financial support to invest in required resources to implement
biodiversity conservation measures;

* Allopathic medicines still dominate;

* Inefficient use of health care resources due to disparities between urban and rural
areas;

» Questionable eagerness by the governments driven by profit capitilisation; and

* Loss of TMK due to increased globalisation.
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The second research question is: “What can be learned from the evaluation of those
jurisdictions that have been more successful in implementing TM frameworks?”.
Lessons learnt include evidence that due to decades of colonialism, cultural
imperialism and the power of the allopathic medicine industry THPs and TMs have
been marginalised and their value to communities underplayed. Following the
summary outlined in Table 6 again, key lessons that can be learned from the WHO,
Ghana, China and India to assist with establishing a regulatory framework for South
Africa can be identified. These key lessons include the following:

* The need to adequately define and categorise TMs;

* The need to regulate both THPs and TMs;

» Define the role of the relevant statutory bodies which will be regulating the use
and practice of TMs;

* To realise the importance of not only training and educating THPs, but also to
ensure that THPs and allopathic medicine practitioners become familiar with
each other’s professions in favor of mutual respect;

» Learn from the Ghana experience on how to regulate alternative medicines
under the same umbrella as commercialised ATMs as a potential option;

» Take note of the challenges relating to the same regulatory expectations for
TMs as for allopathic medicines such as in the case of China;

* Guard against being driven by globalisation with the high risk it poses to TMK,
conservation of natural resources and PHC,;

* Regulatory framework does not end with establishing policies and procedures
but relies on implementation and continuous improvement initiatives as
observed in the case of Ghana; and

* Realising that government support is the key to success.

The third research question is “What are the proposals to pave an effective way
forward for regulating ATMs in South Africa?’. This question will be answered in

Chapter 5 under recommendations.

Any efforts made to date towards regulating ATMs in South Africa such as initiating

policy formulation; support of research promotion; and some effort towards
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cultivation of medicinal plants do not go unnoticed, but the mere formation of policies
and regulatory frameworks are not sufficient without implementation and relies on
the various factors already discussed such as government and its support towards
providing the necessary infrastructure. The result is that the right to choose a health

care system will remain biased towards allopathic medicine.
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TABLE 6

TABULATED ANALYSIS AND DISCUSSION SUMMARY

WHO

SOUTH AFRICA

GHANA

CHINA

INDIA

DEFINITION

DEFINITION :
TRADITIONAL MEDICINES

“the sum total of
knowledge, skills and
practices based on the
theories, beliefs and
experiences indigenous
to different cultures,
whether explicable or
not, used in the
maintenance of health
as well as in the
prevention, diagnosis,
improvement or
treatment of physical
and mental illness”

“an object or substance
used in traditional
health practice for:

* The diagnosis,
treatment or
prevention of a
physical or mental
illness; or

< Any curative or
therapeutic purpose,
including the
maintenance or
restoration of physical
or mental health or
well-being in human
beings,

but does not include a

dependence-producing

or dangerous
substance or drug”

Note:

There is no definition
for TM in the country’s
draft policy on TMs.

“Traditional medicine
means practices based
on beliefs and ideas
recognised by the
community to provide
health care by using
herbs and other
naturally occurring
substances”

No individual definition
for TMs; instead TCM
can be viewed as an
umbrella term for the
many different
modalities used in
Chinese medicine.

No individual definition
for TMs.

TMs are known as ISM
and include Ayurveda,
Unani, Siddha and
Homeopathy.

“Ayurvedic, Siddha and
Unani drug includes all
medicines intended for
internal or external use
for or in the diagnosis,
treatment, mitigation or
prevention of disease or
disorder in human
beings or animals, and
manufactured]
exclusively in
accordance with the
formulae described in
the authorative books of
Ayurvedic, Siddha and
Unani (Tibb) systems of
medicine”

Student Number: 3480104h ttp ://etd ) UWC _ aC _ Za

Page | 54




Paving a way to effectively regulate African Traditional Medicines in South Africa

TABLE 6 cont.
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WHO SOUTH AFRICA GHANA CHINA INDIA
“any finished labelled “means any finished
medicinal products that | labelled medicinal
contains as active products that contain as
ingredients aerial or active ingredients aerial
underground parts of or underground parts of
plants or other plant plants or other plant
material or the material or the
combination of them, combination of them,
) whether in crude state | whether in the crude
B % or plant preparation. state or as plant
% % @) Herbal medicines may | preparation. Plant
= = a contain excipients in material includes juices,
= > s plant material in gums, fatty oils, and
E E 2 addition to the active any other substances of
[a) ) ingredients and in this nature. Herbal
5 exceptional cases may | medicines may contain
I also contain natural excipients in plant
organic or inorganic material in addition to
active ingredients which | the active ingredients
are not of plant origin” and in exceptional
cases may also contain
natural organic or
inorganic active
ingredients which are
not of plant origin”
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TABLE 6 cont.

whether
commercialised or not

WHO SOUTH AFRICA GHANA CHINA INDIA
- Pluralistic Pluralistic - -
%) Independent: traditional

T = vs allopathic with the

Fuw : :

3;' |(7) latter inclusive of

W > complementary

Lw medicines

WHO classifications for | To be established Inclusive Integrative Inclusive
= | inclusion of TM into

% O| NHSs: ATMs are not regulated | Both TMs and THPs TCM is required to Both allopathic
é n ';: * Integrative are regulated in parallel | adhere to the same medicines and AYUSH
@) 20 e Inclusive to allopathic medicines | regulations as medicines falls under
E % % (parallel) allopathic medicines the Drug and
= =0 « Tolerant Cosmetics Act of 1940,
T |25 but are managed
L S separately and in
'§ parallel
5 - * Interim traditional e TMPC (under MoH): * SATCM (under MoH): | « IMCC:
7 health practitioners promote, control and Regulate TCM Regulate AYUSH
o & Council regulate TM practices practices practitioners following
) A the IMCC Medicine

8 * ATMs are not » Ghana FDA » CFDA (directly under Act, 1960

> regulated (independent from the State administration):

24 MoH): Regulate processes * Drug and Cosmetics

,9 Regulate for food and drug Act, 1940:

E commercialised safety and is Governs regulation ,

|<£ traditional and responsible to sale and distribution

n alternative medicines regulate drugs of both allopathic and

AYUSH medicines
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TABLE 6 cont.

WHO SOUTH AFRICA GHANA CHINA INDIA
- ¢ Inclusion of ATM and its * National Health Policy (2007) * National policy -
practices into the country’s | « Policy Guidelines on TM formulation
National Health Plan Development * Research promotion
(1994) * Traditional Medicine Practice » Development of local
 National Drug Policy for Act, 2000 (Act No. 575 of production
South Africa (1996) 2000) * Protection of IPRs
= * Policy on TMs still in draft | « Strategic Plan for the and TMK
S 0 form since 2008 Development of Traditional » Capacity building
v w * Traditional Health Medicine 2002 — 2004 through educating
% E Practitioners Act, 2007 « Policy on Traditional Medicine and training
= < (Act No. 22 of 2007) Development * TCM Patent Database
UEJ 'é » Strategic Plan for the was established in
< = Development of Traditional 2001
r |4 Medicine 2005 — 2009 « TCMs covered by
w 5 * List of Recommended Herbal medical insurance
= | 3 Medicines Essential for
= n ; .
< o Primary Health care Services
n Ll * Policy and Administrative
8 Guidelines for Complementary
4 Alternative Medicine

* Guidelines for Intellectual
Property Rights Protection
Framework for Indigenous
Knowledge Related to Health
and Medicinal Plant
Resources
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TABLE 6 cont.

SOUTH AFRICA

GHANA

CHINA

INDIA

* No formalised

« Education systems

» Official systems for

* Institutions have been

rights protection

0) systems in place for exist THPs set up to provide
o g training and * THPs are required to | « Numerous colleges bachelor degrees in
> Z educating THPs in register and universities AYUSH systems
a) o South Africa provide training for
s | 5 both TCM and
m zZ allopathic medicine
- <Z’: practitioners
O O * Medical degree
x| B required for TCM
5 O doctors

= » Qualification

L examinations for TCM

doctors

" » Patents Amendment . | < Formal IP system in * Established system to | ¢ Establishing a
0 Act place governed by protect TCM Traditional Knowledge
o -  The legal systemisto | Trade Marks Act, knowledge systems Digital Library
Lol S protect TMK was not | 2004 (Act No. 664 of
z2| O& yet officially in place | 2004); Industrial
O '5 W o Designes Act, 2003
'6 Z| - 8 (Act No. 660 of 2003);
Lll_J e The Patents Act, 2003
o | £ (Act No. 657 of 2003)
o * Guidelines for IP
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TABLE 6 cont.

WHO SOUTH AFRICA GHANA CHINA INDIA
- - » Commercialisation of * Majority of THPs are * Irrespective whether * Increased
cl-s % O ATMs are not regulated registered and minority drugs are globalisation of
— E K operate their own commercialised or not; AYUSH
E = %) _herbal shop onan prescription medicines | * Unfortungtely due to
s 8 3 informal basis. or not- it is included in the growing global
% x O * Herbal products T demand for use of
oo o included on EDL the ambit of the CFDA TMs, there is already
w2 s who is responsible for up to 19 extinct plant
'-5 8 % its regulation species in India, with
— O others endangered
- * Initiated establishment of | « Established research « Detailed records of e AYUSH department
research centres centres documented TCM funds scientific
- % E * Initiatives to develop » Compiled and practices insti_tutions, med_icine-
5 e) < W monographs for published herbal * Priority by government testing laboratories
x = I E publication of a South pharmacopoeia to R&D and universities in the
58 & 0 African Herbal Medicines . Chinese field of research
ﬂ Q E © Pharmacopoeia Pharmacopoeia * ISM also supports
x < a4 clinical research
x O « Established Indian

Pharmacopoeia
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TABLE 6 cont.

=
T
O

SOUTH AFRICA

GHANA

CHINA

INDIA

CHALLENGES AND KEY CONDERNS

Decline in the use of ATMs
Lack of national priority for
the inclusion of ATMs into
the NHS

Lack of policy formulation
and/or implementation

An unregulated ATM
environment placing strain
on conservation efforts of
medicinal plants

Limited R&D resulting in lack
of safety, efficacy and quality
assurance

Lack of training of THPs
Lack of respect towards
THPs

Lack of categorising ATMs
as per the WHO
recommendations regarding
individual preparations
versus commercialisation
resulting in creating a
platform for charlatans

No urgency from the
government towards taking
action against the
exploitation of medical
claims advertised publically,
or in social media.

The lack of regulating ATMs
impedes a system to monitor
associated adverse events

Decline in the use of ATMs
Challenges with
implementation of legal
frameworks, for example
Traditional Medicine Practice
Act, 2000 (Act No. 575 of
2000) promulgated in the year
2000 was still not operational.
The lack of regulating THPs,
there is a lack of regulating
ATM preparations

Challenges with registering
TMs due to cumbersome
nature of the registration
procedures and high fees
Proof of inadequate
conservation initiatives
increasing risk of endangered
species

Most THPs rely on trade
secrecy and choose not to
acquire IP rights.

Unfairness towards recognition
where deserving; for example,
irrespective of proven safety
and efficacy by the CSRPM of
herbal medicines for treatment
of malaria, diabetes and
hypertension

Rich biodiversity is threatened
by environmental degradation,
cut of natural forests and
decrease in wildlife populations
amongst others

Due to high demand from
China’s rapid economic
development, the government
has been unwilling to invest in
required resources to
implement biodiversity
conservation measures
Allopathic medicines still
dominate and receive a larger
share from the national health
budget

China has been neglecting
IPRs of TCM and its practices
which have resulted in the loss
of TMK

Lack of access to affordable
health care

Inefficient use of health care
resources due to disparities
between urban and rural areas
Lack of high-quality patient
care due to neglect of focus on
patient care, quality of health
care professionals and difficulty
in monitoring level of care
Chinese government has
decreased their health funding

Singh et al. (2013) question
the Indian government’s
keenness towards AYUSH
research that appears to be
driven by the global interest
Questionable eagerness by
the government driven by
profit capitilisation further
pressurised by globalisation to
implement legislation
With the increasing demand
for Indian herbs and herbal
medicines, trading thereof may
have been good for the
country’s economy, but as
already established has a
negative impact on
conservation of the medicinal
plants
Loss of TMK due to increased
globalisation
Challenges with socio-
economic inequalities within
India such as discrepancies
between different geographical
regions, social groups, income
levels and gender
Lack of the necessary
infrastructure has resulted in
exhausted resources with no
support for AYUSH activities
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TABLE 6 cont.

WHO SOUTH AFRICA

GHANA

IMPROVEMENT EFFORTS

* Ghana MoH working
towards including TM in the
curricula of medical schools
and introducing a diploma
course in TM at
postgraduate level.

Online database of
Ghanaian indigenous
knowledge on forest foods
and medicinal plants has
been launched in
September 2016

Product improvements such
as developing products into
tablets, capsules, creams
etc.; as well as process
improvements with the
investment of allopathic
equipment to increase
production and improve
quality
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CHAPTER S
RECOMMENDATIONS

5.1 Introduction

There are a number of challenges which have been identified during this study that
needs to be overcome in order to progress to establishing an effective regulatory
framework for ATMs in South Africa. The first step would be to appreciate the role
ATMs play in South Africa’s PHC, and to recognise that PHC is the cornerstone of
health in South Africa. It needs to be realised though that in order to do this
successfully, it is not only the government’s responsibility, but rather a collaboration
of all the key shareholders. There is a need for the establishment of a national office
responsible to initiate, implement and oversee all activities relating to regulating of
ATMs. Part of their function should be to formulate, implement and monitor policies,
laws and regulations and ensure that the necessary infrastructure is provided. This
national office should also have sufficient support from an expert committee in the
field of ATMs such as the Expert Committee on ATMs established by the Minister of
Health in the year 2000 with the aim to provide technical guidance on ATM
matters(Rautenbach, 2011). It is ‘also imperative that whichever national office
mandated by law to govern regulating ATMs must ensure that they have identified all
the key stakeholders and ensure their alliance. This will provide all stakeholders,
especially the THPs, with a sense of accountability, ownership and empowerment
which can be supported by treating THPs and allopathic medicine practitioners as

equals.

The WHO has established helpful guidelines that can be used as groundwork for
setting up a regulatory framework. It would greatly assist South Africa to get involved
in the collaboration efforts initiated by other African countries for the purpose of at
least: knowledge sharing; to use as training opportunities; to keep up to date with the
latest challenges and developments; to facilitate harmonisation; and for the purpose

of continuous improvement.

There is no denial from what was reviewed that the different paradigms for TM health

care systems for China, Ghana and India is able to provide us with guidance on a
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way forward with regulating ATMs in South Africa. Therefore, the information
gathered in this study will now be used to propose a regulatory framework for ATMs

in South Africa below.

5.2 Medicines Regulatory Framework Proposals for ATMs in South Africa

The proposal for an ATM framework for South Africa will be based on WHO
recommendations as outlined in Chapter 2 with respect to the different paradigms to
include ATM into a NHS, and the classification of ATMs. The choices will be
supported by using the reviews performed of the regulatory systems for TMs

employed in China, Ghana and India.

Based on the recommendations from the WHO, there are three paradigms for
including ATMs into the South African health care system to consider:

* Option 1 - using an integrative health care system;

* Option 2 - using an inclusive (parallel) health care system; and

* Option 3 — using a tolerant health care system.

These three options and their considerations are discussed below.

Option 1: Integrative Health Care System

An integrative health care system, such as the one in China is not feasible for South
Africa to consider, because of the resource intensive nature of this intervention. The
reason is that such a health care system will require ATMs and allopathic medicines
in a single health care system which from what was observed in the case of China is
heavily reliant on a dual training system where allopathic medicine practitioners will
need to learn about the practices of THPs and ATMs; and THPs will need to learn
about allopathic medicines. Currently there is not even a formalised system in place

to train or educate THPs in support of such a dual training system.

ATMs and allopathic medicines in an integrative health care system will need to have
the same regulatory expectations such as evidence based systems to prove efficacy,
safety and quality. This will be difficult for South Africa whose R&D systems are still

in its infant stage.
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Allopathic medicines and complementary medicines are currently regulated by the
MCC who has suffered a shortage of resources due to an increasing workload as a
result of increased applications for registration (Gray and Vawda; 2016) Therefore,
the MCC will not be able to manage a workload related to an integrative health care

system which will include regulating ATMs.

Option 2: Inclusive (Parallel) Health Care System

An inclusive health care system is a more practical option for South Africa like the
one used in Ghana and India because there is no need to have ATMs as an integral
part of the health care system. Therefore, the expectations for regulating ATMs
versus allopathic medicines are not necessarily the same. For example; according to
the WHO TM Strategy 2002 — 2005 ATMs may not be available at all health care
facilities; health care insurance may not cover treatment using ATM; and there may
be no official ATM education at university or college levels mainly because these are

all still being implemented.

Now that it has been established that Option 2 is the more viable choice for South

Africa, the following steps are recommended for the way forward:

* In the current draft policy for ATMs there should be a clear definition of ATMs;
indicating if there are any categories of activities or people not covered. For
example; whether THPs and their practices are covered by this policy or not.
There should also be clear definitions for a THP and practices. The definition
for TM as defined in the Traditional Health Practitioners Act, 2007 (Act No. 22

of 2007) can be used for this purpose.

* It is recommended that regulating of THPs and their practices stay separated
from regulating ATMs as seen in the case of Ghana. Currently in South Africa,
complementary medicine practitioners are regulated under a specific Allied
Health Professions Act, 1982 (Act 63 of 1982) and THPs are encouraged to
register with the Interim Traditional Health Practitioners’ Council under the
Traditional Health Practitioners Act, 2007 (Act 22 of 2007).
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* Define and categorise the different modalities of ATMs and their practices
according to medicinal versus non-medicinal practices, and commercial
versus individual ATMs. This will assist to provide direction on whether it
should be regulated by the THPs Act or the Act that would govern ATMs.

» Establish or assign a national office statutory body to take care of
implementation of the current policies. Because no specific statutory body has
been mandated to oversee all activities relating to regulating of ATMs, the

policy on ATMs in South Africa is still in draft form.

* South Africa is to consider regulating commercialised ATMs together with
complementary medicines such as in Ghana where traditional and alternative
medicines are regulated by the same Directorate. Since there are already
regulations and guidelines in place for complementary medicines in South

Africa; commercialised ATMs can be regulated under the same umbrella.

* Because herbal medicines already form such a big part of ATMs, and with
herbal medicines already included under complementary medicines in South
Africa; there may be no need to establish any additional regulatory or
statutory body for herbal ATMs already commercialised. ATM just needs to be
included as one of the complementary and alternative disciplines as stated in
the Act.

* Keeping in mind the significant role that THPs play in regulating ATMs, there
should also be an effective regulatory framework for THPs.

Option 3: Tolerant Health Care System

Based on the recommendations from the WHO on classification for inclusion of TMs
into NHSs as outlined in Table 2, tolerant systems are not considered for this study

since it only recognise allopathic medicines as part of the NHSs.

In summary, it is recommended that ATMs be regulated in parallel with allopathic
medicines, with consideration given to regulate it together with complementary
medicines under the current MCC as governed by the Act 101 of 1965 and its

regulations.
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5.3 Suggestions for Future Research

Since this study only focussed on a regulatory framework for ATMs, it would be of
significance to evaluate regulating THPs and their practices, especially with regards
to preparation of ATMs for the treatment of individual patients. Considering the
enormous diversity in ATM practices, principles and practitioners, it is necessary to

research the complete range of these practices.
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CHAPTER 6
CONCLUSION

The aim of the study was to propose establish an effective regulatory framework for
ATMs in South Africa. The recommended steps towards the proposed regulatory
framework are practical and also allow for the use of current systems; preventing the
need to establish new structures which will call for extraordinary additional

resources.

The sheer existence of a regulatory framework though does not imply that it is an
effective regulatory system. In order to ensure the viability of an ATM regulatory
framework in South Africa, there is an immense reliance on participation from all the
stakeholders to ensure effective implementation. The complexity of ATMs and its

practices however will be a challenge in order to reach full implementation.
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