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A high-quality medical infrastructure and
low costs make South Africa

clinical studies,

Misconceptions about South Africa persist from
the past despite the dramatic changes that have
occurred throughout the country in recent years.
Located at the southern tip of Africa, South Africa
today is the richest and most economically developed
country on the continent. Although it contains only
4% of Africa’s land mass and just 5% of its popula-
fion—about 44 million people—South Africa
accounts for approximately 25% of Africa’s total goods
and services by dollar value.!

The current atmosphere in South Africa is demon-
strated by its commemoration in 2004 of the tenth
anniversary of the country’s first democratic elec-
tions, celebrating a decade of remarkable achieve-
ments and peaceful transformation. At the same time,
South Africa still faces some significant economic and
social issues, as well as health care problems such as
HIV/AIDS.
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Despite these challenges, South Africa continues to move for-
ward—supporting the optimism expressed in the nation’s slo-
gan: “Alive With Possibility.” It is this steady progress, com-
bined with an impressive array of clinical resources, which is
fueling the growth of South Africa’s clinical research industry
and prompting pharmaceutical companies to take a fresh look at
the advantages South Africa has to offer,

The clinical research environment
Medical infrastructure. One of the most important advantages of
South Africa’s clinical research environment is the high quality
of its medical infrastructure—hoth personnel and facilities. The
standard of health care is comparable to that of most European
countries, with a similar system of public and private facilities.
South Africa’s rapidly growing private health care sector, with
more than 200 hospitals and clinics,? offers a standard of care
that is competitive with the best in Europe and North America.
The quality of South Africa’s health care system is highlightegd
by the fact that more than 100,000 tourists from around the
world traveled to the country in 2003 for medical procédures,3

South Africa’s long history of Western medlcme and e e}cc
academic medical centers provide a strong foundation fpr

ical personnel there, This medical training is generally accepfed
in both Europe and North America.

reduce the time needed for studies of such conditions.

Equally important for some sponsors is the availability of
large numbers of healthy, reliable volunteers to participate in
Phase I trials in South Africa—unlike the situation in many other
parts of the world.

Cost advantages. As a result of the country’s lower labor costs
and a favorable exchange rate, South African clinical trials typi-
cally provide substantial cost savings compared with those con-
ducted in North America or Western Europe. This economic
advantage is a major reason why clinical studies for generic
drugs are already common in South Africa. Cost effectiveness is
particularly important to generic manufacturers due to the high
level of competition in their segment of the pharmaceutical
industry. The industry also benefits from the availability of local
expertise in bioequivalence testing and other PhaseIrelated
services that have evolved rapidly in recent years to meet the
needs of generic drug sponsors. The availability of healthy vol-
unteers and naive subjects provides additional savings of time
and money for clinical trials conducted in South Africa,
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Experienced resources. Although South Africa’s clinical re-
search industry is still relatively small, it is by no means in its
infancy. All of the major global pharmaceutical companies have
conducted clinical studies in South Africa for a number of years,
and the quantity of trials is increasing rapidly. Currently, about
400 studies are conducted each year in South Aftica, across a
wide spectrum of therapeutic areas. These trials account for
direct annual expenditures of approximately $150 milliont—a
figure that is projected to triple in the foreseeable future.S Serv-
ing this growing market are numerous contract research organ-
izations {CROs), laboratories, and other support providers with
extensive experience in clinical research. Some of these organi-
zations offer specialized experfise in therapeutic areas such as
respiratory diseases, HIV, diabetes, and cardiovascular disease.
With South Africa’s tradition of Western medicine, qualified
investigators and other medical professionals are also readily
available,

Experience with good clinical practice (GCP) and Interna
tional Conference on Harmonisation (ICH) guidelines is.:
Spread in South Africa. The country s Mlnlstry of Health

(MCC)—the regulatory agency that oversees clinica
South Africa—enforces national GCP regulations as well
from studies conducted in South Africa have been

business, and the scientific communities. The only local transla-
tion typically required for trials in South Africa would be the
informed consent form for subjects whose first language is not
English.

Meeting the regulatory challenge

While there are many advantages to conducting clinical trials in
South Africa, there is also an acknowledged challenge that must
be understood and addressed—the time required to gain regula-
tory approval to begin trials in the country. The fact that South
Africa has a well-established regulatory process based on ICH
and GCP guidelines for clinical studies is beneficial for sponsors.
However, the review and approval process is relatively
lengthy—currently averaging 10 to 12 weeks from the time an
application is submitted to the MCC uniil a decision is rendered.
From the submission deadline, there is alsc a one-week valida-
tion process when the MCC can request information omitted
from the original submission. Four to five weeks after the origi-
nal submission deadline, the clinical trials committee (CTC)
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meets to discuss the application and may provide feedback to
the applicant. Another five weeks after this, the MCC meets to
discuss the application and responses. The results of the assess-
ment are delivered to the applicant soon after the MCC meeting.

All clinical trials for nonregistered biopharmaceutical prod-
ucts or new indications for registered products must be
reviewed by the MCC. The lengthy application form must be
accompanied by the investigator brochure, the completed trial
protocol, and the informed consent form, together with a variety
of other documentation such as proof of GCP training for the
investigators and trial insurance details. There is a fee for each
application, which is currently about 8900. An approval letter
from the MCC allows the study to commence and also permits
the importation of the study drug.

For generic drugs, however, there is an expedited process.
Bioequivalence studies using a product that is registered in
South Africa are typically approved by the MCC within about
three weeks after an application is submitted.

In addition to MCC approval, all clinical trials m
approved by an accredited ethics committee (EC). Ine South
Africa, an EC is typically associated with the particulaizhe

clinic, or academic center where a study is to be condit
there is also an alternative, centralized EC process. The.ap
tion requirements are similar to those required hy the MGC
a small application fee is typical. The average turnaroun
for EC reviews is about two weeks, The MCC and EC appli¢
processes can take place in parallel

iate, or another type of service provider,

selecting the right one is probably the most important success
factor for a sponsor conducting trials in any foreign country.

‘What are the essential characteristics of a good clinical part-
ner in South Africa? Experience should be the primary selection
criterion. A potential partner should have a proven track record
of successfully conducting studies in South Africa, with a
demonstrated ability to recruit investigators and subjects, meet
deadlines, and produce solid data—as well as the capability to
obtain regulatory approval for new trials without undue delays.
In short, an experienced partner helps a spensor minimize risks
and avoid pitfalls that could increase time to market, jeopardize
completion of a study or compromise the integrity of study
results.

Other key attributes a sponsor should seek in a South African
partner include:
+ Strong relationships with experienced investigators and quali-

fied sites
¢ Access to extensive databases of potential subjects in various

therapeutic areas and healthy volunteers for Phase I studies
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* Adequate resources in South Africa to perform the functions
required, including management resources, trained monitors
or other personnel, and validated facilities

¢ Thorough knowledge of, and commitment to comply with,
ICH and GCP guidelines during every phase of a trial

» Well-established quality assurance systems, standard operat-
ing procedures (SOPs), and other internal controls,
processes, and procedures to maintain guality and ensure
compliance with all regulations and study requirements

* Adequate infrastructure to support the trial, including com-
munications and information technology systems

* Ability to work closely with the sponsor by maintaining strong
lines of communication and supplying continuous oversight
and feedback throughout the trial process.

By selecting the right local partner and understanding the
specific challenges of the South African regulatory process,
global pharmaceutical companies can reap the benefits of the
many advantages offered by the clinical research environment
in South Africa and successfully conduct cost-efficient, high-
quality trials with the potential to reduce the time and’cost of
bringing new pharmaceutical products to market.
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