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ABSTRACT

Changes in the health sector in South Africa have been widespread since 1994 with
restructuring of the public sector being the focal point of legislation. The limelight has
recently shifted focus to the health sector with the Medicine and Related Substances
(MRSCA) Amendment Act, 59 of 2002 in which generic substitution was finally
promulgated, after disputes in the international arena about patent rights, due to the
government’s policy on parallel imports. Section]2 of Pharmacy Act 90, which forms
part of the Act is an attempt to further regulate the industry, that eventually became
effective this year. This legislation addresses issues of sampling and perverse
incentives and calls for the establishment of a Marketing Code for the pharmaceutical
industry. The South African government has, as part of the amendment, called for
input from all stakeholders including: trade associations, the pharmaceutical industry
and the medical profession. All role players were invited to be part of the decision-
making process as to what should constitute the Marketing Code and its’ regulatory
body.

The Society of Psychiatrists (SASOP), an affiliate of the South African Medical
Association (SAMA), has not yet prepared a response to SAMA for submission to
government with regard to the Marketing Code, in the field of central nervous system
(CNS) products. The impact of the banning of samples on psychiatric private practice
ts not known and there is insufficient data available about the marketing activities of
drug companies and the link to the prescription habits of medical professionals.
Further, to date, there has been no canvassing of opinions with regard to the impact of
the legislation on the consumer. In this case study analysis, an evaluation of the
impact of legislative changes in the South African pharmaceutical industry is made.
Recommendations as to what should constitute a Marketing Code for the
pharmaceutical industry are highlighted.
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CHAPTER ONE: INTRODUCTION
1.1 INTRODUCTION

The South African (SA) pharmaceutical industry has historically relied on the
‘traditional’ marketing mix and relationship marketing to conduct its’ business.
Recent changes in legislation by the SA government include the Medicines and
Related Substances Amendment Act (MRSCA) that was initially formulated in 1997,
but only registered as Act 59 of 2002, in the Government Gazette, in January 2003.
This was as a result of a legal challenge by the international community to the
controversial areas in the Act, which advocates parallel imports and generic

substitution of drugs and the licensing of dispensing doctors.

The Act also seeks to regulate the marketing behaviour of the pharmaceutical industry
in several areas by banning the practice of sampling and the provision of bonus and
rebate schemes, and strictly controlling sponsorship of medical education events, all
of which have been considered perverse incentives. Provision is made within the Act
for the introduction of a marketing code and a regulatory body to monitor its
implementation. This chapter will provide a background to the legislative changes and
its potential impact on stakeholders. The research objectives, methodology and

limitations of the case study analysis are also discussed.
1.2 BACKGROUND

The South African pharmaceutical industry has been the focus of international
attention since 1997, with widespread changes in legislation with regard to generic
medication and dispensing doctors. One of the changes to legislation that has evaded
the limelight until recently has been what was called Section12 of Pharmacy Act 90
that was included in Act 101 of 1965, in 1997. This legislation that in part, calls for
the establishment of a Marketing Code for the pharmaceutical industry has been
debated in the National Assembly and forms part of the Medicine and Related
Substances (MRSCA) Amendment Act. The South African government has, as part of
the amendment, called for input from all stakeholders including: trade associations,

the pharmaceutical industry and the medical profession. All role players were invited



to be part of the decision-making process as to what should constitute the Marketing

Code and its’ regulatory body.

The South African Society of Psychiatrists (SASOP), an affiliate of the South African
Medical Association (SAMA), has not yet prepared a response to SAMA for
submission to government with regard to the Marketing Code, in the field of central
nervous system (CNS) products. There is insufficient data available on response to
marketing activities, the level of brand awareness amongst psychiatrists and the link
between the marketing strategy of pharmaceutical companies and the prescription
habits of medical professionals. Further, to date, there has been no canvassing of
opinions with regard to the legislation amongst service providers or any exploration of

the impact it would have on stakeholders.

The current value of the pharmaceutical industry is over R10bn. Public health care,
funded by government accounts for most of the demand but only a small percentage
of the pharmaceutical sector's value and has little impact at present on the marketing
strategy of pharmaceutical companies. Most of the industry’s revenue comes from the
private sector, which is funded mainly by member’s contributions to medical aid
schemes, so private practitioners are regarded by the industry as their primary focus

(Internet 1).

The local pharmaceutical industry is highly competitive in nature and companies'
market shares often run neck and neck. This is especially so in the market for CNS
products, where there is a race for innovative products and creative marketing
strategies by the major role players. These include the leading pharmaceutical
companies internationally, who have South African subsidiaries. Pfizer South Africa,
Lilly South Africa, Lundbeck South Africa and GlaxoSmithKlein operate alongside
South African companies like Adcock-Ingram and Aspen. In the CNS product
portfolio, the branded antidepressant market is under attack from a growing generic
market, which has the support of government and most medical aid schemes. In its
response, the bigger industry players have increased the capacity of or established
generic divisions, even though there is an international trend of growth within the
branded product market, with new products being launched and strong ‘pipelines’ in

most market leader’s research facilities (Internet 2).



The marketing activities of the local industry have historically had to be consistent in
quality and content with the global industry. Multinational companies (MNC’s)
usually have their strategic marketing portfolios based at head office with regional
management platforms that incorporate the local ethos into the global corporate
vision. The restrictive nature of the new legislation poses a threat to that strategy and
product managers will have to strategically respond to the changes to ensure that they

retain and grow market share.

In this case study analysis, the impact of the legislative changes on stakeholders
within the antidepressant market was evaluated. An assumption was made that this
construes a fair reflection of the response of the industry as a whole. Opinions
regarding a Marketing Code for the pharmaceutical industry were canvassed and

recommendations formulated.
1.3 THE STAKEHOLDERS

The stakeholders in the SA pharmaceutical industry include the medical profession,
the SA government, the pharmaceutical companies, pharmacists and consumers
whose interests in the private sector are represented by medical aid schemes and

consumer advocacy groups.

1.3.1 The Medical Profession

SAMA is a professional association for medical doctors without any statutory or
disciplinary powers. It is also a registered trade union for its members employed in
the public sector. At present some 70% of doctors in both the public and private
sectors are voluntary members of the association, which is registered as an
independent, non-profit, Section 21 company. The Association's activities focus on
both professional and business aspects of medical care in SA. Its stated goal is “to
influence the health care environment to meet the needs and expectations of the
community by promoting improvements to health reform, policy and legislation”
(Internet 3).



1.3.2 The South African Society of Psychiatrists

The South African Society of Psychiatrists is affiliated to the Health Professionals
Council of South Africa. It is not a statutory body but an association of psychiatrists
that is registered as a non-profit organisation. It has a membership of 360
psychiatrists, including retired psychiatrists and psychiatrists residing abroad and 1s
representative enough to be regarded as the ‘voice’ of psychiatry in SA. It has good
relationships internationally with the American Psychiatric Association and the Royal
College of Psychiatry. Its stated aim 1s to protect the rights of patients with psychiatric
illnesses and assist its members in the practice of the discipline of psychiatry. The
Private Psychiatrists of South Africa (PPSA), an affiliate of SASOP, with executive
committee representation in the Private Psychiatrists Interest Group, is a registered
Company that represents psychiatrists in private practice. The PPSA, which has a
Board of Directors who are representative of all the provinces, have been tasked with
lobbying with the medical aid industry and the Board of Healthcare Funders (BHF)
regarding tanffs for psychiatrists and medical aid limits on psychiatric benefits

(Internet 2).

1.3.3 Pharmaceutical Companies

The pharmaceutical industry in South Africa is represented by the National
Association of Pharmaceutical Manufacturers (NAPM), which deals largely with local
pharmaceutical companies' concerns, and the Pharmaceutical Manufacturers
Association (PMA), which deals with international concerns of companies with a
presence in SA. It also represents the interests of local companies, on a global level
(Internet 1). The major role players in the branded local antidepressant market include
Lundbeck SA, Pfizer SA, Lilly SA and GlaxoSmithKlein (Internet 1).

1.3.3.1 The Roleplayers in the Antidepressant Market

The major pharmaceutical companies that operate in the SA antidepressant market are
Lilly SA with its product Prozac, Lundbeck SA marketing  Cipramil,
GlaxoSmithKlein with Aropax and Pfizer SA, with Zoloft. Other players include
Wyeth SA, with Efexor, Donmed with Remeron and Solvay with Luvox. There are
several new entrants into the market who have recently launched products from
companies with a limited investment in CNS products and a restricted marketing

budget. Other major players with a CNS product portfolio include Janssen-Cilag and



AstraZeneca SA, who do not compete in the antidepressant market but have other

branded products which have relevance to psychiatry (Internet 1).

1.3.4 Pharmacists

The interests of pharmacists in South Africa are represented by the Pharmaceutical
Society of South Africa (PSSA). The legislative changes have increased the role that
pharmacists play in the dispensing of medication, allowing for independent generic
substitution of ethical prescriptions. There have also been revisions made to pricing
methods used in the industry, with a change from the cost plus system of mark-ups on
drugs at the pharmacy level, to a dispensing fee that is fixed at a flat rate, which has

also impacted on pharmacy practice in South Africa.

1.3.5 The South African Government

The responsibility for the development and implementation of legislation governing
the health care sector in South Africa rests with the Ministers of Health and the
Departments of Health nationally and provincially. The government has had to
assume the responsibility of devising the infrastructure that would meet the health
care needs of the population and the area of medicines control has been its greatest
challenge. The reality is that even essential medicines remained out of reach of the
majority of the population, due to the cost factor and the situation had to be urgently

addressed, within the constraints of the resources allocated to the Health Budget.

1.3.6 The Consumer

The consumer in the private sector is usually represented by medical aid schemes in
any negotiation forum. The major medical aid schemes in South Africa include
Medscheme, which acts as administrator for other medical aids, National Medical
Plan (NMP), Discovery Health, Medihelp, Bankmed and Mx Health, which
administers Polmed. Consumers in the public sector who could not afford private
care, have had to utilize the services provided by the Department of Health
(DOH).The biggest concern about the medical insurance industry in South Africa has
been its adoption of the managed health care model, which has historically failed as a

system of cost-effective health care delivery, in other countries, like the US.



The Consumer Council and various public advocacy groups do monitor the situation
and assume responsibility to be the voice of the consumer in South Africa. In the
health sector, there has been minimal input from these advocacy groups at the level of
legislation governing health services, except for media coverage of the major issues at
stake, relevant to HIV illness and generic medication. In the antidepressant market,
there is a fairly active Anxiety and Depression Support Group that offers advice to
patients nationally via a toll-free line that is partly funded by the pharmaceutical
industry and has the support of SASOP. However, the service is mainly confined to
assisting patients and there is minimal focus on legislative policy and how it impacts

on patients’ rights (Internet 2).
1.4 THE MARKET

In the year 2000, the value of drug sales in South Africa was R8,25 billion. Public
sector sales made up approximately 24%, translating to R59,36 per person without a
medical aid scheme. The per capita expenditure on prescription drugs in the private
sector was approximately R800,29, excluding over-the-counter (OTC) medicines
sales, which constituted only 6% of the total value. Dispensing doctors were only

responsible for 15% of drug sales (Intemet 1).

The current value of the pharmaceutical industry lies in the branded sector of the
market, although government support for generic medication is making inroads. SA
currently uses about 20% of generic drugs compared to the United States, where 60%
of pharmaceutical sales are generic products. The generic market is expected to grow
substantially over the next few years, especially in the light of legislative support. The
alternative medicines market, which is not regulated at all, is growing at 15% per
annum. This represents a concern for all role players in the ethical drug market as
South Africa is being viewed as an open market for ‘natural’ products, many of which
have never undergone any testing for human consumption and have had no regulatory
responsibility in terms of standards, in their country of origin. South African
companies in the alternative health market like Herbex, have seen a sudden growth
spurt in the market, for drugs like St John’s Wart, that have been advocated to have
antidepressant properties. There is also a huge market for weight loss related and

libidinal products and the Advertising Standards Authority is now investigating



claims made by some of these companies with regard to the efficacy of their products

(Internet 1).

1.4.1 The antidepressant market

The antidepressant market has particularly been at the forefront of the current battle
for brand recognition both locally and internationally. In the US, the 20 best-selling
prescription medications in 2001 included three antidepressants: Zoloft, Paxil and
Prozac. GlaxoSmithklein’s Paxil ( Aropax in SA) and rival Pfizer's Zoloft each had
about $2 billion in U.S. sales in 2002. According to a marketing-research service that
tracks consumer advertising, marketers spent $184.5 million in 10 months from
January through October 2001 (Internet 4). The South African situation is as

competitive and invested in branded products.

The government’s decision to proactively support generic medication has impacted on
this market within the private sector, as most medical aid schemes now subscribe to
the essential drug list (EDL) that has been compiled by government after consultation
with the public health sector. Medical aid schemes now only pay towards drugs
registered on the Maximum Medical Aid Price (MMAP) list, which is essentially a
replica of the EDL. Should consumers request branded products, medical aids require

that difference in costs to be self-funded.

One of the difficulties with this situation for service providers is that there are only
five antidepressants listed in the EDL. All of them have generic substitutes available
and four of them may place the consumer at risk because of their side effect profile. A
further complicating factor in the private sector, for antidepressant use, is that most
medical aid schemes have annual Jimits on medication expenditure. Branded products
cost more for a year’s treatment than these limits and consumers have historical ly
relied on samples, or loyalty programs from the pharmaceutical industry to meet the
lack. These samples were issued as part of structured re-imbursement programs that
rewarded compliance and were accompanied by educational information regarding
disease and lifestyle management. These programs had the support of service
providers and the medical aid industry and are now ‘illegal’ in that samples may not

be issued except under very specific conditions, like research (Intemet 1).



1.5 THE LEGISLATION

The Medicines and Related Substances Amendment Act, 2002, Act No. 59, 2002
(Appendix One) states amongst other things that the Act aims to:
= Provide for measures for the supply of more affordable medicines in certain
circumstances
* Provide for the generic substitution of medicines
* Provide for the establishment of a pricing committee
= Regulate the purchase and sale of medicines by manufacturers, distributors,
wholesalers, pharmacists and persons licensed to dispense medicines
* Provide for the licensing of certain persons to compound, dispense or
manufacture medicines and medical devices and also to act as wholesalers or
distributors

» Regulate the Minister’s power to make decisions

The Act includes Section 12 of Pharmacy Act 90 of 1997, which included the
following amendments to the previous legislation governing this sector, Act 101 of
1965:
e Bonusing Section 18 A:
“No person shall supply medicine according to a bonus system, rebate
system or any other incentive scheme”
e Sampling Section 18 B:
“No person shall sample any medicine”
e A code of ethics Section 18 C:
“The Minister shall, after consultation with the pharmaceutical industry and
other stakeholders, prescribe a code of ethics relating to the marketing

policies of pharmaceutical companies”

In May 2002, an amendment of Section 18C of Act 101 of 1965 as inserted by
Section 12 of Act 90 of 1997 was passed with the following section hereby substituted
for Section 18C of the Principal Act:

“The Minister shall, after consultation with the pharmaceutical industry and other

stakeholders, make regulations relating to a Marketing Code relating to the marketing



practices of pharmaceutical companies. The regulations referred to shall also provide
for: the appointment of a body comprising of representatives of trade associations,
pharmaceutical industry, consumers and health care providers to enforce the
Marketing Code together with Council, the funding of the body referred to and the

enforcement of the Code referred to” (Internet $).
1.6 THE HEALTH PROFESSIONALS COUNCIL’S RESPONSE

The Health Professionals Council of South Africa’s (HPCSA) issued a policy on
perverse incentives, which was drawn up in response to Act 90 of 1997 (Internet 7).
The South African Medical Association (SAMA) responded to the changed legislation
by providing guidelines based on Act 90 and the HPCSA’s policy statement. The
guidelines stipulate that the pharmaceutical industry may not provide samples of any
medicine, supply medicine on a bonus, rebate or incentive scheme, pay commission
and provide expensive gifts and that health care professionals may not accept any of

the above (Internet 6).

Further, doctors may not advertise or encourage the use of medicines, health-related
products, hospitals or medical devices in order to promote his/her practice unfairly for
improper financial gain. Doctors may not charge fees for seeing medical

representatives or request samples, gifts, bonuses and other incentives (Internet 3).

Although the guidelines seem to be a rational approach to the dilemma facing the
industry and the profession, the issue is more complicated. The HPSCA requires that
all medical professionals participate in continuing professional development (CPD)
accreditation programs in order to continue to actively practice in South Africa
(Internet 6). The pharmaceutical industry has spearheaded the drive to organize CPD-
accredited activities as a service to its customer base. The industry has a presence at
all continuing medical education (CME) meetings, journal club meetings,
conferences, Independent Practitioner Association (IPA) meetings and symposia.
Sponsorship is usually of meals associated with these events but the medical
representatives often assume the organizational responsibility for these events
combining the marketing of the company’s product offering, with CPD activities. The

boundaries have thus been consistently blurred between the educational needs of



health care providers and the marketing strategy of the industry. SAMA has indicated

that although such sponsorship can continue strict, guidelines that include the removal

of product branding have to be abided by. The guidelines still allow for company

branding though, which is open to interpretation and hence, manipulation, as most

brands are established in the consumer base already.

1.7 THE INTERNATIONAL PERSPECTIVE

International trends in the relationship between the pharmaceutical industry and the

medical profession do lend weight to the SA government’s perspective on a need to

regulate the marketing activities of the pharmaceutical industry:

U.S. Drug spending increased by 17.1% to $154.5 billion dollars in 2001.
One-quarter of this increase was due to a shift to the use of more expensive
drugs.

Pharmaceutical industry profits were 18.5% of revenue in 2001. For the
remainder of Fortune 500 companies, median profits were 3.5%.

Since 1995, the research and development (R&D) staff of US brand- name
drug companies have decreased by 2%, while marketing staff have increased
by 59%. Currently, 22% of staff are employed in R & D, while 39% are in
marketing.

46% of physicians reported in a survey that drug representatives are
moderately to very important in influencing their prescribing habits.

In 2000, Merck spent $161 million on advertising for Vioxx, which is more
than Pepsico spent advertising Pepsi ($125 million).

Drug companies spent $15.7 billion dollars on promotion in 2000 including
the distribution of $7.2 billion dollars worth of free samples.

The American Medical Association generates $20 million in annual income by
selling detailed personal and professional information on all doctors practicing

in the US to the pharmaceutical industry (Internet 7).

1.8 MOTIVATION FOR THE CASE STUDY

The Medicines and Related Substances Amendment Act was developed by the

Department of Health in 1997, however, disputes over intellectual property rights by
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the international pharmaceutical industry delayed promulgation of the Act until 2002.
The controversial areas in the Act involved mandatory generic substitution, the
licensing of dispensing doctors and the acceptance of parallel imports. The
Department of Health has supported the implementation of the policies within the
Bill, resulting in the South African pharmaceutical industry being in a state of flux. To
date there has been no evaluation of the impact these legislative changes have had on

stakeholders.

Pharmacy Act 90, Section 12 that was incorporated into the MRSCA Act, is
impacting on private practice and the marketing practices of the pharmaceutical
industry in SA. The SA government has requested input from all the stakeholders
including trade associations, the pharmaceutical industry and the medical profession.
The South African Society of Psychiatrists (SASOP) has not yet formulated a
response with regard to the impact of the legislation on its members. Some of the
knowledge gaps that exist due to insufficient data include: brand awareness among
psychiatrists within South Africa, the concept of ethical marketing and the link
between marketing activities of drug companies and the prescription habits of
psychiatrists. Certainly, it appears as if the banning of sampling and incentive

schemes will impact on service delivery to the consumer (Intemet 2).

The antidepressant market in South Africa is a potential growth area for the economy
and the concerns about the Act are that regulation of the industry will be at the cost of
growth. The PMA does not have sufficient data from its client base, the service
providers, regarding its marketing mix. Existing market research in South Africa in
the antidepressant market has focused mainly on new product launches and
differences in marketing approach between the different drug companies. Data about
advertising and brand awareness among psychiatrists in SA would be invaluable to
the PMA and its members in correctly apportioning their marketing budget. Further,
South African affiliates of global companies are faced with the challenges of a single
exit price policy and fluctuating rand/dollar exchanges, so profit margins within the
industry are already pressurized. Accurately pitched marketing strategies would give

companies the edge over their competitors (Internet 1).
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SASOP’s concerns have been two-fold. There is concem over the restrictions placed
on branded product usage by medical aid schemes as the consumer 1s not betng
afforded the right to the best possible treatment option, which is in keeping with good
medical practice. South African psychiatrists also need to acquire clinical expertise
with the newer products that are available on the market internationally. In the public
sector doctors-in-training have minimal exposure to branded products, which does not

prepare them for private practice.

On the other hand, SASOP is concerned about the impact of the marketing practices
of the industry on the prescription habits of psychiatrists, especially in the light of the
trends in the US, where the industry has taken the [ead role in the education of
psychiatrists and consumers alike. This has fueled the arguments of the anti-
psychiatry movement that are vociferous in their attack on the ethical antidepressant
market. The concerns about industry-driven diagnoses and management is legitimate,
however, the reality is also that psychiatry remains a discipline with the greatest
potential for research and drug discovery, as so much is still unknown. Feedback to
SASOP from its members regarding a Marketing Code would be invaluable in
determining the course that the relationship between the industry and the service
providers in South Africa should take, especially with regard to medical education

and research (Intemet 2).

1.9 RESEARCH OBJECTIVES

This case study analysis therefore aims to assess the impact of legislative changes on
stakeholders in the pharmaceutical industry, by exploring the question “Will the new
legislation benefit stakeholders?” The study aims to evaluate the South African
pharmaceutical industry and consider the impact of the amendments to existing
legislation, on stakeholders, specifically with regard to the banning of sampling, the
use of generic medication and the removal of incentives. Finally, a Marketing Code

for the pharmaceutical industry will be compiled.
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1.10 METHODOLOGY

Secondary data will be used to acquire information about all the stakeholders in the
pharmaceutical industry in South Africa. Induction will also be used, as
generalizations will be made from specific observations to draw conclusions ( Babbie

1998:66).

1.10.1 Design Type

This study is exploratory in nature as an attempt will be made to understand the
impact of legislative changes on stakeholders. It is explanatory as it will try to explain
the forces that led to the legislative changes and the reason for the selection of the
factors listed in the amendments. The objective of the exploration will be to expand
our understanding of the impact of these amendments on stakeholders. One key to this
understanding would be to look at the way that other countries have addressed the
need for the regulation of the marketing activities of pharmaceutical companies.
These lessons learned from other countries with respect to a Marketing Code can be

incorporated in the design and implementation of such a code in SA.

The methodology to be adopted is one of qualitative comparison. No attempt will be
made to quantify benefits, costs or risks, as the objective is to uncover and understand
information regarding changes in legislation and its impact on stakeholders. This
method is validated by Ghauri, Gronhaug and Kristianslung (1995:85) in their
statement that “It is generally accepted that for inductive and explorative research,
qualitative methods are most useful, as they lead to hypothesis building and

explanations”.

The case study methodology will be implemented, as it allows for the study of the
impact of legislative changes on stakeholders. This method is supported by Leedy and
Ormrod (2001:157) who suggest that a case study methodology is applicable in poorly
understood situations where the explicit purpose is to explore in greater depth the
issues. The validity of this method is confirmed by Yin (I Chetty, 1996:73) who
defines a case study as an “empirical enquiry that: investigates a contemporary
phenomenon within its real life context; when the boundaries between phenomenon

and context are not clearly evident; and in which multiple sources of evidence are
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used”. Chetty (1996:73) also states that case studies are appropriate for explanatory

and exploratory research.

1.10.2 Data Collection and Sources

Patton (1999) suggests that the use of varied methods and sources of data collection
increases the reliability and validity of a study. Sources of data for a case study
methodology can include amongst others: interviews, textbooks, journal articles and

Internet web sites (Leedy and Ormrod, 2001:157).

The data collection for this study included: semi-structured interviews with five
psychiatrists from the KZN branch of SASOP (Drs V Agambaram, K Domingo, C
Maud, J Krystofiak and Dr P Miseer); informal discussions with members of the
National Executive Committee of SASOP (Dr Eugene Allers — President of SASOP
based in Pretoria, Professor Margaret Nair- Editor of Headline, Dr Mohamed
Salduker- Public Relations Officer);informal discussions with PPSA directors (Dr
Franco Colin, based in Gauteng and Dr Francois Daubenton, based in Cape Town)
unstructured interviews with representatives of pharmaceutical companies involved in
the antidepressant market (Anne Bennet — Pfizer SA, Nicole Wortmann - Lilly SA
and Cheryl Prior- Lundbeck SA) and unstructured telephonic interviews with product
and sales managers of pharmaceutical companies involved in the antidepressant
market (Akbar Wallele, based in Gauteng — Pfizer SA, Elaine Milne, based in
Gauteng- Lundbeck SA) and informal discussions with Ben Christen, based in
Gauteng - Managing Director, Lundbeck SA and Dr Frans Korb, based in Vienna, -
Medical Director, Lilly SA, CNS Product Division. Journal and Internet articles,
textbooks, brochures relevant to the subject matter were also analyzed. The data was
collected and analyzed concurrently and was examined, compared and used for

analysis.
1.11 EVALUATION OF THE STUDY

Internal validity, external validity, reliability and objectivity are criteria that can be
used to evaluate qualitative research. Internal validity considers the degree to which a
study correctly assesses the phenomenon and external validity is the degree to which

the findings can be generalized. The degree to which findings are considered free
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from bias, assists in a study’s objectivity. Multiple data sources and methods
providing corroborating evidence, increases internal wvalidity and credibility
(Devers:1999), which is also increased by subject review. The researcher will adopt a
clear data analysis process to increase dependability and reliability and triangulation

and sceptical peer review to increase conformability and objectivity.

1.11.1 Credibility
Credibility is determined by three elements (Patton:1999). These include:
*  Credibility of the researcher, which is reliant on the experience and status of
the researcher
* The responsiveness of the researcher to the data and the capacity for
impartiality. Corroborating evidence from a variety of sources will reduce the
researcher’s bias in this study.
* The validity, reliability and transferability of data is important, so techniques

and methods to ensure a high quality of data, will be used.

1.11.2 Validity

The validity of findings can be supported by triangulation of multiple data sources in
search of a common theme (Leedy and Ormrod, 2001:106). A detailed description of
the context of the observations will be made to increase the external validity of

findings.

1.11.3 Reliability

Reliability is the degree to which findings can be replicated. Consistency of results is
fundamental to determining reliability in a study (Babbie, 1998:129), therefore the
researcher will ensure completeness and accuracy of interviews and observations.
Sceptical peer review will be used to increase dependability and reliability.
Triangulation will be used in this study to increase the reliability of findings
(Patton:1999).

1.11.4 Transferability
According to Devers (1999), the similarity of contexts is central to the transferability
of findings. In this study, there will be a clear description of the study context and the

investigator’s role so that transferability is feasible.
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1.11.5 Triangulation

Qualitative research is enhanced by triangulation as “multiple methods of data
collection and analysis provide more grist for the research mill” (Patton:1999) and is
useful to understand differences in findings as it considers reasonable explanations for
differences. The reliability of findings is dependent on the consistency of the results,

which triangulation will facilitate.

Source triangulation is the examination of the consistency of different data sources by
comparing and cross-checking the consistency of information collected at different
times and by different means within qualitative methods. Observational data will be
compared to interview data and different perspectives of different points of view will
be considered for consistency over a time period. Multiple sources or perspectives to
interpret the same data, is used in perspective triangulation, the objective of which is
to determine how findings are affected by different assumptions. In this study source
triangulation and perspective triangulation will be used to determine the consistency

of results.

1.12 LIMITATIONS OF THE STUDY

The following factors were considered as limitations of this study:

* The pharmaceutical sector and its interaction with its customer base is a
dynamic situation, so it was not possible to analyze all aspects.

* The study was done only amongst stakeholders in the antidepressant market
An assumption was made that the findings represents a fair reflection of the
1ssues in the industry as a whole.

= Selectivity in the sampling of people for interviews and selectivity in
document sampling may have occurred.

* Due to time constraints, relevant information about the changes that were
occurring may have been ignored in the short time period of sampling.

* The case study analysis has focused mainly on three of the stakeholders, the
pharmaceutical companies, service providers and government in its strategic
analysis, due to the vastness of the analysis that would have been required,

should all stakeholders have been evaluated
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1.13 CONCLUSION

Chapter One has provided an overview of the issues relevant to the legislative
changes in the Medicines and Related Substances Amendment Act. It has also
identified all stakeholders in the industry. Government’s role in legislation has been
highlighted and the impact on pharmaceutical companies and psychiatrists in private
practice considered. The research objectives and methodology, including limitations
to the study were also described. Chapter Two focuses on strategic theory and
undertakes a strategic analysis of the pharmaceutical industry, with a focus on three
stakeholders, the SA government, pharmaceutical companies in the antidepressant

market and psychiatrists in private practice.
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CHAPTER TWO: STRATEGIC THEORY AND STRATEGIC ANALYSIS

2.1 INTRODUCTION

This chapter outlines the strategic theory that formed the framework for the analysis
in this case study. The principles of strategic theory will be described, including
details of the environmental analysis and strategic tools used in the analytic process.
The chapter ends with a focus on the analysis of strategic change within the
pharmaceutical industry. Even though, there are several stakeholders in the industry,
the strategic analysis was weighted in favour of the pharmaceutical companies for the
purpose of this case study. Brief comment 1s also made with regard to the role of
government and the service providers. This was done due to the vastness of the
subject matter, time constraints and for the purposes of clarity in the strategic analytic

process.

Before the present decade, the pharmaceutical industry generated attractive returns by
investing heavily in the discovery and development of new drugs and by vigorous
sales to a growing market of medical professionals. Patent protection decreased the
level of price competition and health insurance made consumers relatively insensitive
to price. Brands were chosen almost entirely at the discretion of practitioners, whose
preferences were greatly influenced by the marketing activities and sales coverage of

drug companies.

In the 1990’s the emergence of managed health care in the global pharmaceutical
arena, threatened to ‘end the party’. The managed care model bypassed the
independence of the service provider by creating a process whereby services were
rendered in return for a fixed fee via companies that contracted directly with
employees. This business model had to change in the US, when pharmacy benefits-
management companies, which helped large corporations manage the cost of their
pharmacy benefits programs, began to swing the choice of products from branded
products to low cost alternatives, in exchange for incentives. These comparnies
proceeded to capture part of the profits of the industry and the managed-care model

did not manage to alleviate the burden on medical insurance companies and

consumers.
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There was also a serious threat to the ethical practice of medicine as the managed care
model worked via a system authorisation for services by case workers, who were
clerks with no medical training. This compromised patient care as doctors were
allowed limited treatment options but were still held accountable for the outcome.
This day has now arrived at the door of the pharmaceutical industry in the developing
world as managed care companies looked for new markets as the concept had flopped
miserably in the US market. SA was infiltrated in the Jate 90’s after the process of
democratic change, when the country was in a state of flux. Service providers and
pharmaceutical companies have battled to keep pace with the changing face of
medical practice in South Africa. Management of strategic change is now vital for the
pharmaceutical industry in this country, which has largely been reactive to the
process, as a survival measure. For growth to occur in the industry, a proactive

strategic approach needs to develop amongst all major role players.

Another major challenge facing pharmaceutical companies worldwide is that patents
only last for 20 years. After patenting new products it can take a decade or longer for
appropriate testing and trials to be conducted before the product gains FDA approval
and is ready for marketing. The process of discovering, testing and developing a new
drug is complex, costly and time-consuming. Pharmaceutical companies spend a huge
proportion of their turnover on research and development, as the race to develop and

patent new products

In order to analyze the trends within the SA pharmaceutical industry, SA companies
with a presence in the antidepressant market, Lilly SA and competitors, Pfizer SA and
Lundbeck SA, will primarily be used as examples. To facilitate the discussion, a brief

background to the companies is useful.

2.1.1 Pharmaceutical companies in the antidepressant market

Lilly (SA) is a pharmaceutical company that is a subsidiary of Eli Lilly, a global
player in the industry. Headquartered in Indianapolis, Indiana, USA, since 1876, Lilly
has a portfolio of best-in-class pharmaceutical products for depression, psychosis,
cancer, osteoporosis and diabetes products. Eli Lilly products have been available in

South Africa since 1937 initially through Johnson & Johnson, who were appointed

19



sole distributors of Lilly products. In 1963 a plant was built to manufacture Lilly
products locally. The South African manufacturing operations were closed in 1998 as
a result of a global review of manufacturing capacity and production costs and from
then on the company’s research and development (R & D) has been coordinated
from Indianapolis. A large percentage of Lilly’s global clinical research is still carried

out in South Africa (Internet 16).

Lilly SA is divided between South Africa and sub-Saharan Africa, the latter operating
out of Kenya and reporting to the South African office. Lilly SA’s accounts are
consolidated with those of head office. Lilly SA tums over approximately R280
million per year. The parent company turned over $11.5 billion in 2001. Lilly South
Africa spends approximately R120 million per annum locally in research and
development through clinical trials. In addition to Prozac, top sellers to date include

Zyprexa, Evista, Gemzar and Lorabid (Internet 16).

Prozac has been Lilly’s best selling product for a number of years. Like the rest of the
pharmaceutical industry, Lilly SA faces challenges of products coming off patent.
Prozac lost patent protection in the United States this past year. The company is now
tasked with ensuring that it maintains tumover and business, in spite of losing its
biggest revenue generator ever. Not many pharmaceutical companies would have
survived losing a blockbuster like Prozac. However, Lilly’s new product pipeline is
one of the richest in the pharmaccutical industry, with a number of potential
blockbuster products to be released in the next seven to eight years. The challenge for
Lilly South Africa has been to provide healthcare to a shrinking private sector and an

emerging middle class market (Internet 16).

The US-based Lilly Foundation has been extended to South Africa, The Foundation’s
premise is that the cure for many diseases centers around education. The Foundation
also provides education bursaries and access to free TB medication around the world.

One of the first projects they have concentrated on in South Africa is diabetes

education (Internet 16).

Pfizer South Africa is a subsidiary of the world market leader in pharmaceuticals,

Pfizer Laboratories. Its’ latest merger with Pharmacia made it the first in every major
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world market. The Pfizer brand now represents more than 120,000 men and women.
The company has the world's largest privately funded biomedical research group,
visible around the world, investing more than $100 million every week discovering
and developing high-value medicines. Tiger Brands’ subsidiary Adcock Ingram
acquired the Parke-Med generic business from Pfizer South Africa this year. The sale
includes registrations and trademarks for a number of generic pharmaceuticals

(Internet 17).

Pfizer and the South African Ministry of Health have worked very hard together to
initiate the Diflucan Partnership Programme. Pfizer expects to contribute more than
R375 million ($50 million) of Diflucan over the course of the programme. Pfizer is
also committed to initiating discussions with other members of South African
Development Community (SADC) with a view to the possible expansion of the
programme within the SADC region. Pfizer has been very active and a dedicated
contributor to developmental initiatives and health care in South Africa and
throughout the world. As a founding member of Medical Education for South African
Blacks (MESAB), the company provided the organization’s first grant as well as
ongoing financial support over the past 15 years. Pfizer also works with the
Programme for Technological Careers (PROTEC) to improve mathematics and
science education and teacher training in disadvantaged community high schools

(Internet 17).

Lundbeck's South African headquarters are located in Randburg, Lundbeck South
Africa has around 40 employees, of which half work at the headquarters while the
other half are sales staff located throughout the country. Ten years after Lundbeck set
up shop in South Africa in 1984, it launched Cipramil®, which has now led the

antidepressant market in South Africa since 1997 (Internet 18).

2.1.2  Definitions of Strategy

Strategy is concerned with the long-term direction and development of an entity and
is influenced by the values and expectations of all stakeholders. Strategic decisions
are made at a number of levels in any industry and are about a search for strategic

‘fit’, in which ways could be found to match the activities within companies, to an
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external environment. This concept is well illustrated in Andrew’s strategy model

depicted in Figure 2.1.

Source: Internet 9
The model depicts four components of strategy:

= Market opportunity which involves the identification of opportunities and
assessment of risk

» Corporate competence and resources, the assessment of a company’s capacity
to capitalize on opportunities and manage risk

» Personal values and aspirations that influence the choices of executives

»  Stakeholder responsibility which incorporates the consideration of all

stakeholders in strategic decisions

Strategy can thus achieve advantages through its configuration of resources within a
changing environment, to meet the needs of a market and fulfil stakeholder
expectations. It may be viewed as a perspective that is shared by individuals united by
common thinking or behaviour that attempts to match organizational strengths and
weaknesses of companies and the environmental opportunities and threats (Johnson
and Scholes, 1999:10).

It has been suggested that it is imperative to understand the turbulence in respective

environments in order to select a model for the development of strategic direction. In
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fact, Stacey (1993) advocated the creation of a climate of chaos, where existing

perceptions are challenged so that there can emerge innovative strategic direction.

2.1.3 Strategic Management

The strategic management process is one where a strategic vision is formed and
objectives are set, before crafting, implementing and executing occurs. Corrective
adjustments in the vision, objectives and strategy are then initiated over time
(Thompson and Strickland, 2001). Strategic management has three elements: strategic
analysis, strategic choice and strategic implementation. Strategic analysis is the
process of trying to understand the strategic position of a company in terms of its
external environment, internal resources and competences and the expectations and
influences of stakeholders. Strategic choice involves understanding the underlying
bases guiding future strategy and is a process whereby strategic options are generated
for evaluation and selection. Strategic implementation is concerned with the
translation of strategy into activity through structure and design, resource planning
and the management of strategic change (Internet 9).

These three main components are depicted in Figure 2.2 and Figure 2.3 summarises

all the elements of the process of strategic management.

Figure 2.2 : Components of the Strategic Management Process
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Figure 2.3: A summary model of the elements of strategic management
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Different contexts thus have relevance for the process of strategic management. An
environment-led ‘fit’ strategic management process achieves competitive advantage
by ‘correct’ positioning and product differentiation that is directed by market need
and risk reduction through specific portfolio establishment (Internet 9). For instance,
small businesses are likely to operate in a single market, with a limited range of
products and services whereas multinational corporations (MNC’s) face key strategic
issues that are substantially different. MNC’s usually operate with diversity in terms
of products and geographical markets. An option available to MNC’s because of their
capacity 1s to opt for resource-led ‘stretch’ where, the ‘rules of the game’ are changed
by the MNC and differentiation is based on competences suited to creating market

need (Johnson & Scholes: 1999).
2.1.4 Strategic Planning

Lynch (2000:780), considered strategic planning an essential process for growth of

any industry even though it may not always be feasible, especially in situations where
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there is too much bureaucracy and rigidity, poor directional behaviour from
management and political difficulties (Lynch, 2000: 782). This process usually

focuses on attempting to fill the gap between reality and the company’s vision.

FIGURE 2.4: GAP ANALYSIS
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Gap analysis, illustrated in Figure 2.4 above, is an important part of the process of
setting strategic direction. It considers where an organisation is going versus where
they’d rather be and is a useful strategic tool as there is usually a gap between the two
points. Analyzing this gap, and developing measurable, time-bounded plans to fill it
forms the basis of strategic planning. This process assists in the definition of strategic
alternatives and creates the basis for strategic implementation. As environments
become more unpredictable, the need for innovation, flexibility and diversity in an

industry does increase.

When one considers the pharmaceutical industry in South Africa, there is a significant
difference between the current market and that which existed five years ago. There are
positive and negative aspects to this. The shift to a democratic government increased
the pool of the population that constitute the private sector. Hence, the size of the
potential market for pharmaceutical companies has increased substantially. At the
same time, there have been widespread policy shifts that have directly targeted profit

margins and the way the companies do business. This has impacted on the costs of
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achieving the same market share. Most of the subsidiaries of international companies
are faced with the reality that for them to achieve their goal to satisfy shareholder
expectations, strategic planning is imperative. Several measures in the short-term to
reduce the gap between where companies find themselves now and where they would
like to be, can be taken. These include rationalisation of staff, re-allocation of
budgets, divesting of certain products in the portfolio and development of others in
line with the market, investments 1n social responsibility programs, and collaboration

within the industry.
2.2 ENVIRONMENTAL ANALYSIS

Environment encompasses every aspect external to an organization: not only the
economic and political circumstances but competitors, customers and suppliers, who
vary in being aggressive to a greater or lesser degree (Lynch 2000:9). Environmental
analysis is a process whereby opportunities and threats in the environment are
identified to influence strategic direction and to develop processes whereby
sustainable competitive advantage may be maintained (Lynch, 2000:107). Where the
environment is increasingly uncertain and central control remains possible, a more
incremental approach to strategy development is usually the sensible route (Internet
9). There is no doubt that the industry is in a state of flux with drastic policy changes,
increasing production costs, due to a world-side economic recession and increasing
pressure from the World Bank and the World Health Organisation (WHO) to address

the imbalances in health care delivery globally.

The marketing environment surrounds and impacts upon the organization. There are
three key perspectives on the marketing environment, namely the 'macro-
environment,’ the 'micro-environment’ and the ‘internal environment’ as depicted in

Figure 2.5.

26



Figure 2.5: The Marketing Environment
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2.2.1 The micro-environment

This environment influences the organization directly. It includes suppliers that deal
directly or indirectly, consumers and customers, and other local stakeholders. Micro
tends to suggest small, but this can be misleading. In this context, micro describes the
relationship between firms and the driving forces that control this relationship. It is a

more local relationship, and companies exercise a degree of influence.

2.2.1 The macro-environment

This includes all factors that can influence and organization, but that are out of their
direct control. A company does not generally influence any laws, although it is
accepted that they could lobby or be part of a trade organization. It is continuously
changing, and the company needs to be flexible to adapt. There may be aggressive
competition and rivalry in a market. Globalization means that there is always the
threat of substitute products and new entrants. The wider environment is also ever
changing, and the marketer needs to compensate for changes in culture, politics,

economics and technology (Internet 15).
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2.2.3 Assessing the nature of the environment

Evaluating the nature of an environment is a useful way of providing an initial view

of the influences within an environment. Historical analysis and forecasting are

usually sufficient in static conditions whereas scenario planning is more useful in

more dynamic conditions (Johnson and Scholes, 1999: 141).

2.2.3.1 Assessing the dynamics of the environment

Table 2.1: Analyzing environmental turbulence

Environmental Repetitive  Ixpanding Changing  Discontinuous Surprising
Turbulence
A.Complexity National ~ National Regional Regional Global
Techno- Socio-
logical political
B.Familiarity Familiar  Extrapolable Discontinous  Discontinous
of events
C.Rapidity Slower Comparable Faster
of change than to than
response response response
D.Visibility Recurring  Forecastable  Predictable Partially Unpredictable
of future predicatable surprises
Turbulence 1 2 3 4 5
Level Low High

Source : Modified from Lynch (2000:108)

When considering the strategic environment, attention needs to be directed to the

nature and strength of the forces driving strategic change i.e. the dynamics of the

environment which are depicted in Table 2.1. The nature of the environment

influences the way an organization is structured to cope with such changes and can be

assessed using two main measures:

* Changeability — the degree to which the environment is likely to change. In

the table, A+B = changeability. Changeability comprises complexity, the

degree to which the environment is affected by social and political

complications and novelty, the degree to which new situations are presented.

* Predictability — the degree with which changes can be predicted. In the table,
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C + D = predictability which has two components: rate of change of the

environment and visibility of the future in terms of availability and usefulness

of the information used to predict the future.
It is possible then to build a spectrum that categorizes the environment and provides a
rating for its degree of turbulence as seen in the above table. When turbulence is low,
it is possible to predict the future with certainty. When one considers the SA situation,
the pharmaceutical industry has been functioning since 1997 in a fairly turbulent
environment, where there was a lot of “political speak’ about the coming changes and
constant negotiations around political agendas. This legislation has featured
prominently in the international press which has not assisted the stability of the local
industry. Employees within the industry like medical representatives have had to live
with uncertainty also in the wake of mergers and acquisitions, which were taking
place with parent companies in the international arena. Now that the legislation has
been gazetted, there is almost a sense of relief that the waiting is over. There is
acknowledgement that the rules have changed, even though acceptance of the changes
is still filtering through the system. The future still remains uncertain as the rate

change has been unpredictable and the nature of change extremely complex.

2.2.3.2 Scenario-based analysis

A scenario is a model of a possible future environment, created for the purpose of
investigating the strategic implication of future situations. A scenario-based analysis
is not about predicting the future but about taking different situations with alternative
starting points and exploring a set of possibilities. A combination of events is gathered
together into a scenario and the combination is explored for strategic significance.
The starting point is normally an unusual viewpoint, from which a qualitative
description of a group of possible events 1s developed or a narrative listed that shows
how events unfold. The outcomes are then explored building two scenarios that can be
differentiated into ‘most optimistic’ and ‘worst-case scenario’. The uncertainty is
included as a variable and consequences are explored. Scenario planning is useful if it

leads to new strategic thinking.

When one considers the situation that drug companies in South Africa find themselves
in, this is possible a good place to start for the company that plans to stay and sit out

the changing market. It is evident that there is no precedent for the rapidity of the
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changes that occurred in SA and the relatively unilateral way in which decisions were
made. There was also a sense of disbelief when the giant pharmaceuticals withdrew
their court action against the government as many in the industry in SA had believed
that this was not a case the industry could have lost. The way forward is for
companies to construct the best and worst possible scenarios for their management
teams in workshops so that innovative strategic planning can occur in the immediate

future.

2.2.3.3 Analyzing environmental uncertainty

Figure 2.6 Coping with different levels of environmental uncertainty
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Source: Modified from Lynch (2000: 897)

Pharmaceutical companies have had to face an uncertain environment since 1997. The
reality is that there are more than one ways to respond to a situation of rapid change.
As is depicted in Figure 2.6, if the environment is predictable, the dynamics of the
environment can be managed more easily. If the environmental uncertainty is totally
unpredictable, there are several possibilities of how to react. Often no clear way ahead
can be seen as the possible outcomes are too many. Even if drug companies
understood the nature of the change, they may still not be able to act on it. Some of

the reasons for this may include: a distorted perception of change and the
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environment, failed creative responses from its management team, political deadlocks

with government over key issues and dulled motivation from staff who have been

kept in a state of limbo for too long.

2.2.3.4 Analyzing the Co-operative environment

There are several key role players in the SA pharmaceutical industry. Despite the
uncertainty, there are positive aspects that are core issues in the environment. As well
as competing with rivals, companies could embark on a course of co-operation with

the other stakeholders. Four possibilities of co-operation exist as seen in Figure 2.7:

Figure 2.7: THE FOUR LINKS MODEL: ANALYZIN G CO-OPERATION
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Source: Modified from Lynch (2000 : 133)

The objective of this analysis is to establish the strength and nature of the co-
operation that exists between a drug company and its environment. Informal co-
operative links and networks occur when companies link together for a mutual or
common purpose, and there is no legally binding contractual relationship. In this case,
it is the strengths or weaknesses of the relationship that matters. For Lilly, Pfizer and
Lundbeck, as some of the major players in the industry with similar product
portfolios, the collaborative route has a lot of plus factors, as the combined strength

would have greater influence with government and the medical aid industry.
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Formal co-operative linkages can occur in the form of alliances and joint
shareholdings, marketing agreements and joint ventures. The strengths and
weaknesses of such linkages are assessed in terms of their depth, longevity and degree
of mutual trust. There have been several such mergers and acquisitions of parent
companies and there are joint marketing agreements between companies, especially

where there is a perceived lack of expertise.

Complementors are those companies whose products add more value to the products
of other companies than they would derive from holding their own products in a
product portfolio themselves. In South Africa, with our restricted branded product
range, such a situation does not exist. Finally, government links and networks are vital
to the process of advancement of the interests of drug companies. There are huge tax
and legal matters that government has direct influence over. Some drug companies
have cultivated this relationship through lobbying the combined interests of the
industry and the consumer. A lot of the collaboration occurs behind the scenes
however, in deals struck between governments of host countries as part of political

relationships.

2.2.4 Auditing Environmental Influences
Environmental forces vary over time and there must be an awareness of their

changing impact. Two common tools, namely the PEST analysis and Porter’s

Diamond are used for auditing environmental influences.

2.2.4.1 Political, Economic, Social, Technological (PEST) Analysis

Appendix Two illustrates some of the factors that are relevant when doing a PEST
analysis. Factors that influence an industry should be prioritized as an unlimited
number of factors can impact upon strategy. In climates where there is rapid change
or a period of uncertainty, forecasting of future trends with an acceptable level of
accuracy to impact on strategic direction is not always feasible. Scenario planning
techniques, which deal with high levels of uncertainty in important macro-

environmental variables, may sometimes be a more relevant option.

32



In the present context that the industry finds itself in, a PEST analysis reveals that
there is political interference in the industry world-wide, in the form of policy
changes, regional agreements, challenges to existing trade agreements, trade-offs
between governments for political agendas and very real threats to intellectual
property rights. With increasing political stability in some areas of the developing
world, focus is now shifting to service delivery and there is an expectation that is
being created that MNC’s will come to the party. There is a sentiment world-wide that
suggests that the major companies have been profit-driven at the expense of ethical
business practice and there are increasing calls to reduce costs of branded products.
This could seriously impact on the future development of the industry and the
development of the ‘product pipeline’, which is essential for any company’s survival

in this sector.

The technological advances that have been possible, with new product development
and time-to-market once a viable molecular product is discovered have astounded
other industries. This is now under threat and even collaboration attempts between
MNC’s and private-public sector partnerships have not managed to stem the tide of
anti-drug company sentiment that threatens R& D facilities internationally. The
biggest factor influencing the drug prices of branded products is the single exit price
policy of most companies. With fluctuating exchange rates intemationally, in the face
of a strong dollar and pound, there has been little room to manouver for actuaries in
determining international prices. If the policy is changed, it is possible then for
consumers in the host country to demand the right to have the medication at the same
price that it is made available internationally, which would drive the prices down
anyway. Lower prices equal lower profits equal lower R& D expenditure and

investment in social responsibility programs.

2.2.4.2 Porter’s Diamond

Porter’s Diamond is a model that allows the analysis of competitiveness in a nation. It
suggests that there are inherent reasons why some industries within nations are more
competitive than others. Specific factor conditions help in the explanation of the basis
of advantage at a national level. This can on to yield more advanced factors of

competition. In the case of the pharmaceutical industry, for instance, where legislative
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changes encourage the use of generic alternatives, there should be a greater impetus

towards investing in that sector of the industry. Porter’s Diamond is illustrated in

Figure 2.8.

Figure 2.8: Porter’s Diamond
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It is very important in any industry that globalisation drivers are identified. In
pharmaceutical markets, market convergence is often a low driver as there can be a
wide variation in brand names used for products in different countries especially in
over-the-counter (OTC) medications. Differences also exist between markets for
ethical (prescription) pharmaceuticals. This is because medical treatment plans and
programs differ across the world. Cost advantages in South Africa are not always
easily attainable, as the marketing budgets of most role players are geared for national
brand names, leaving little scope for global economies of scale in the OTC market.
Govemnments are also adopting policies of cost containment in health care, especially
in the ethical market. Although this factor and the harmonisation of clinical standards
has facilitated a globalised approach, in South Africa, other factors also impact on this
arena. There are legislative standards for instance with OTC and ethical
pharmaceuticals, like the maximum allowed dosage, that vary greatly from country to

country. This incompatibility means that there is little scope for globalisation. There is
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competitive pressure on MINC’s in the pharmaceutical sector to develop globally but
because of differences in legislation governing the use of pharmaceuticals,

competition is sometimes better at the local than global level.

According to Porter the domestic rivalry and the search for competitive advantage
within a nation can help provide organizations with bases for achieving advantage on
a more global scale. At a national level, Porter’s Diamond can be employed by
government to consider the policies that they should follow to encourage the
competitive advantage of their industry. Domestic characteristics of competition yield
advantages on a wider basis, therefore governments should encourage competition at
home rather than be protective regarding overseas competition. Governments can also
act to foster advantage by ensuring high expectations of product performance, safety
or environmental standards and encouraging vertical co-operation between suppliers

and buyers on a domestic level.

2.2.4.3 Analyzing Stakeholder Reactions
The importance of understanding the political context for strategic change cannot be
emphasised enough. Stakeholder mapping is a way of analysing and prioritising the
‘political agenda’ for an organisation and is a valuable tool in assessing the likely
reactions of stakeholders to new strategies and the company’s ability to manage these
reactions. The key issue with regard to stakeholders is that the company needs to take
them into consideration when formulating objectives. The company needs to address
which stakeholders have priority by analyzing stakeholder. This involves:
* Identifying major stakeholders
* Establishing their interests and claims on the company, especially as new
strategies develop
* Determining the degree of power each group holds through its ability to force
or influence change as new strategies are developed
* Developing objectives and strategy, prioritized to minimize power clashes
between stakeholders
" Diverting trouble before it starts, possibly by negotiating with key groups
* Identifying the sanctions available and applying them to ensure that either the
company’s purpose ts met or a compromise is reached

Table 2.2 considers stakeholders and their expectations.
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Table 2.2: Stakeholders and their expectations

STAKEHOLDER

EXPECTATIONS

PRIMARY SECONDARY
Owners Financial return Added value
Employees Salaries and wages Work satisfaction
Customers Supply of products Quality
Creditors Good record Payment on time
Suppliers Payment Relationship
Community Safety Contribution
Government Compliance Competitiveness

Source: Lynch (2000:521)

Game theory, which is an approach to decision analysis, is one way of dealing with

stakeholder issues and how they impact on a company. This theory assumes that

groups are likely to react to the moves each other makes. It helps analyze dynamic

and sequential decisions at the tactical level. The present stand-off between

government and the industry is an ideal situation in principle where game theory can

be utilized. Key applicable areas that could be explored with this strategy include:

New product introduction — At present government’s policy at the MCC is
that generic drugs at preference for registration purposes and patent drugs
are on a waiting list that is delaying product launches in this country by up to
2 years after launches internationally.

Licensing versus production — Government desires to see FDI and prefers
that drug companies invest in manufacturing infrastructure rather than
benefit from licensing opportunities in this country with reduced
commitment.

Pricing — this area has been characterised by tactical moves by both parties.
Government feels that drug companies’ prices are too high and out of range
of the majority of consumers in this country. The drug companies feel that as
originators, they have the right to determine a fair market price, without

government intervention
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« R & D - drug companies are investing in R& D facilities internationally but
are using SA patients as subjects. Government has raised concerns that this
represents an exploitation of developing countries

= Advertising- government has embarked on a legislative course to tackle this
area but the reality is that advertising is essential to market growth and there
is no reason why ethical advertising cannot be permitted as part of consumer
education initiatives

= Regulation- this is clear as government is attempting to regulate the industry
and the industry is investing time and energy in attempting to find ways

around the restrictions to service its customer base

Successful strategy therefore does not just depend on a firm’s position in the industry,
its capabilities or what have you. It also depends on how others react to your moves
and how others think you will react to theirs. By fully understanding this dynamic
with government, the industry will find win-win strategies that will have a better

outcome in the long-term.

2.2.5 Industry Life Cycle

According to Porter in (Lynch, 2000:112), there are four evolutionary phases of
growth in an industry: introduction, growth, maturity and decline as depicted in
Figure 2.9. In the development of strategy, two consequences of the industry cycle
have a significant impact on industries. One is the advantage of early entry. There is
substantial empirical evidence that the first company into a market has the most
substantial strategic advantage. The second reality is that fragmentation occurs as a
market matures. The cyclicality of a market s also relevant as it has a definite impact
on market demand. Economic or political cyclical conditions over which companies
have little control are a reality. For instance a decline in an economy can influence
cyclicality. In mature markets, as is expected, demand for a product usually slows
down, except where a product wears out, and there is replacement demand. When the

economy is low, purchases can be temporarily delayed thereby reducing demand.
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Figure 2.9: Industry Lifecycle Model
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Table 2. 3: Lifecycle Model

Users/Buyers

Competitive
Conditions

Introduction
Few: trial of
early
adopters

Growth
Growing
Adopters: trial
of product or
service

Entry of
competitors

Attempt to
achieve trial

Fight for share

Undifferentiated

product/service

Introduction Growﬂ'f Maturity Denline;

QuickMBA .com

Shakeout Maturity Decline
Growing Saturation of  Drop-offin
selectivity users usage
of
purchase Repeat

purchase

reliance
May be Fight to Exit of
many maintain some
competitors share competitors
Likely price  Difficulties in  Selective
cutting for  taking or Distribution
volume gaining

share
Shakeout Emphasis on
of weakest efficiency/low
competitors cost

Source: Johnson and Scholes, 1999
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Table 2.2 illustrates buyer behaviour and competitive conditions for the various
lifecycle stages, which is significant in understanding the competitive behaviour of
role players in a market (Johnson and Scholes, 1999:121). The global pharmaceutical
industry for ethical and generic medication is still in a growth phase. There is
consistent fight for market share in developed markets. Barriers to entry in developing
markets is low, therefore the market remains fiercely competitive. There is also

increasing demand for new product development, especially in the developed world.

2.2.6 Analyzing the role of government
At government policy level, politics and economics are linked. Governments can
stimulate national economies, encourage new research projects, impose new taxes and
introduce new strategies. A political choice by government can result in one of two
approaches, a free market approach (Laissez faire) or centrally directed approach
{Dirigiste approach).
In South Africa, in the pharmaceutical industry, there is a free market approach which
is characterized by:

«  Low entry barriers

* Encouragement of competition

= Little state support for industry

» Opportunities for wealth creation

= A belief in the laws of supply and demand

* High unemployment levels

*  Production and quality standards being driven by profit motivation

The SA government does exercise direct control over the economy of the country. It
is easier for drug companies to launch a growth or survival strategy when the national
economy is showing steady growth with low inflation and when the international
economy 1S not In a recessive pattem. Macroeconomic conditions in SA have started
to shift towards a more positive climate, with a fall in interest rates and inflation and a
favourable rand/dollar exchange. It i1s important as part of the strategic analysis
process to consider macroeconomic forecasts as a predictive tool in their assessment.
Key macroeconomic issues that are relevant to the pharmaceutical industry would be:

* Gross domestic product (GDP), total and per head of the population
*  Growth in GDP
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* Retain and consumer price indices

» Trade flows in imports, exports and the balance of payments

s Private sector share of GDP

= Foreign direct investment (FDI), total and as a percentage of total investment

In South Africa, the fluctuation of the rand/dollar and rand/pound exchange is also an

important variable.

2.2.7 Analyzing government and industry relations

In addition to changes in macroeconomic conditions, drug companies have to be
concerned with government changes in the economic environment specific to their
industry. These include:

* Changes in government policy on the purchase of drugs: The State is the
biggest customer base of drug companies in this country and a shift in policy
to only supply generic substitutes of originator drugs at State hospital are
reducing the profitability of the major pharmaceutical companies. Companies
have to decide whether they move their focus to non-government sales in and
outside this country or whether they engage government in a consultative
process to compromise on the situation

* Cyclicality of demand: The State as an employer for the Public Service has a
direct influence on the ceiling limits for medication benefits available. These
limits on benefits usually for the lower to middle income consumer
inadvertently create a cycle of demand, when benefits become exhausted,
usually in the fourth quarter of every year.

* Industry negotiations on conditions of work: The SA government has
introduced policy with regard to employment equity that directly impacts on
the employment of expatriates in the drug companies, who are subsidiaries of
MNC’s.

®= The fluctuating exchange rate has an implication for the cost of drugs in the
SA market. Most MNC’s in the pharmaceutical industry have a single exit
price policy and when, there is an unfavourable exchange rate, products
become unaffordable in this country and the marketing of these products
becomes an impossible task, as cost is always raised by the service provider,

as the limiting factor.
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»  Govermnment’s policy of actively supporting FDI’s in this country is a positive
one. However, there is a concern about pressure upon drug companies to open

manufacturing plants in this country.

2.2.8 Analyzing the intensity of competition in an industry

Governments set the basic degree of competitiveness that they wish to see in
industries. The degree of concentration of companies in a market is important as the
total number of companies in an industry influence their ability to exert buying power
over suppliers. The mix of companies making up the industry also impact on
profitability. If there are a few compantes that are roughly equal in size, there may be
a tacit understanding between them to allow profits to grow. The concentration ratio
is used to measure the degree to which turnover is concentrated in the hands of a few
firms in an industry. In SA, in the antidepressant market, there are few major players
with big marketing budgets that are able to drive the market. However, the market
leader at present is Cipramil, a Lundbeck product that has achieved its position

through consistent relationship marketing with its consumer base.

2.2.9 Competitive Rivalry

Competition usually results in a dynamic environment. Forces which affect
competitive rivalry include the extent to which competitors are in balance.. There are
several pharmaceutical giants in SA in the antidepressant market and there is a danger
of intense competition as one competitor attempts to gain dominance. The growth
stage of the market is also relevant. The antidepressant market in SA is still at the

growth stage of the life cycle for the newer branded products but as the market

matures and reaches saturation, this might change.

Further, the world pharmaceutical market is in a state of flux with mergers and
acquisitions the order of the day. If the acquisition of weaker companies by stronger
companies results in the provision of funds to improve the competitive standing of
companies, their ability to compete in the hostile SA market effectively may be
enhanced. There are low exit barriers for the major players in this market as they have
an international presence. That is a factor of concern for the industry and for smaller

companies who would not be able to withstand the assault from parallel imports.

41



Collaboration between the major players may be a more sensible route to achieving
advantage especially in specific sectors, like CNS products. Such collaboration could
begin with building barriers to entry to avoid substitution by generic drugs and
parallel imports. Collaboration may also be advantageous for purposes of developing
required infrastructure such as distribution channels, information systems or R & D

activities.

Of relevance to this sector is that internationally because of the rapid scientific and
technological change, high cost of R & D, high risk of failure and increasing buyer
power, It 1s not uncommon for there to be collaboration through a variety of different
alliances. Companies with brands in different markets like gastrointestinal and CNS
would be able to collaborate to strengthen their individual brands. Lilly, a minor
player in the gastrointestinal market could co-operate with launching a new product
under another company with a strong presence’s brand, to displace smaller
competitors like Glaxo, in this market. The Human Genome Project is a classic
example of how collaboration between companies and academia allowed more
effective targeting of R & D efforts.
The major role players in CNS products differ in terms of:

* Product and service diversity

» Extent of geographical coverage

= Number of market segments served

* Distribution channels used

* Marketing effort — advertising spread and size of sales force

* Product and service quality

* Technological leadership

* R & D Capability

* Cost position

* Pncing policy

* Relationship to influence groups

* Size of organisation

* Extent of vertical integration
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2.3 IDENTIFYING COMPETITIVE POSITION

One of the problems in analysing competition is that the boundaries of industries are
not always clear. Strategic group analysis considers the extent to which companies
differ in terms of various characteristics. One strategic tool available for this process

is that of market segmentation.

2.3.1 Market Segmentation
A key advantage for any company is the ability to dominate a sector of the market and
then target benefits that will sustain the position. The three stages of market
segmentation are:
= The identification of the market segments
* The evaluation of segments
= Positioning within a market segment
Of relevance to the pharmaceutical industry, markets can be segmented according to
the following strata in South Africa:
= Geographic: this has relevance specifically for rural versus urban areas
* Demographic: there are marked differences between the adolescent and
geriatric market, in terms of value and affordability.
* Socio-economic and income: this is of relevance in the private sector
especially for customer profiling.
* Ethnic group: there are significant differences amongst SA’s ethnic
groupings of attitudes to medicines and medical diagnoses.
* Benefits sought: There are segments of the population that are extremely
health conscious who require safe drugs with minimal toxicity
" Usage rate and brand loyalty: Compliance and brand loyalty is probably a
feature of the female and young adult market respectively
= Attitudes: there is a big difference between the genders with regard to
attitudes to illness
For these factors to be taken seriously as segments, they have to be easily
distinguishable, of sufficient size and reachable as a target market by drug companies.
Certain segments would have more relevance than others for the marketing of

products especially in situations where higher prices are paid for better quality.
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An added advantage in a market that i1s so large is that a company’s competitive
advantage may be stronger in a segment than in the broader market. Closer matching
of customer needs and the company’s resources through targeting one segment can
enhance sustainable competitive advantage. The reverse is also true. Concentration of
marketing effort on smaller areas so that the company’s resources are employed more

effectively, may give smaller companies the edge.

In a market segmentation analysis, similarities and differences between groups of
customers are identified (Johnson and Scholes, 1999:129). Relative market share is an
important consideration and there is definitely a relationship between market power
and performance. The pharmaceutical industry is a highly specialised sector, with
established market leaders globally that have facilitated market entry into new
developing markets and maintain a presence, even if market potential is a low
percentage of the global market. These conglomerates have used their market power
to secure the State health market in developing countries and have thus entrenched
themselves in every new market. This is not just because of scale benefits of size but
also because of ‘experience curve’ effects. The company that has built up most
experience in the CNS market would have lower costs but also stronger relationships,

hence having the edge in market share.

The following should be considered in the analysis of the industry’s involvement in
the public (State) and private sector:
* Buyer behaviour or purchase value e.g the investment government makes
* The attractiveness of each market segment in terms of return on yield, future
growth prospects
* Relative market share in relation to competitors within market segments. This
is of importance in the CNS products market as there is stiff competition
amongst the leaders with little overall growth but changes in market share
from month to month
* Market segments should suit competences therefore, pharmaceutical
companies should consider their marketing budget allocation, if the State

sector pursues its course with generic versus branded products
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Porter and Ohmae (Lynch 2000), recommend that companies take the route of
exploring where there are gaps in the segments of an industry. The starting point of
any company wishing to sustain a competitive advantage is to map out the current
segmentation position and then place companies and their products, in an industry
into segments. It will become clear which segments are served or poorly served by

current products. Table 2.4, illustrates this using three antidepressants.

Table 2.4: New or underutilized segment gaps

Psych 1 Psych 2 Psych 3

KZN Gauteng Western Cape

Brand 1 (Prozac)

Brand 2 (Zoloft)

Brand 3 (Cipramil)

Source: Internet 15

2.3.2 Perceived Value
The steps to analysing perceived value is as follows ( Johnson and Scholes,1999:133).
= Identifying relevant market segments within which customers and competitors
can be identified
» Defining the characteristic of the product or service most valued by the
customers. This is usually done by market research.
* The third step is to rate how important these dimensions are to customers.

Reputation and the need to provide good service and reliability are valued.

World leaders in this industry have traded on their reputation for creating shareholder
wealth and have managed to stay off the recessive nature of the world economy. From
1992-1997, Lilly and Pfizer created enormous shareholder wealth: 40 % a year for
Lilly by taking the transformational route and engaging the pharmacy management
benefits program in-house, and Pfizer, 35% by taking the operational approach and
building on its traditional strengths in research and sales. This was against an industry

average of 28% (Internet 13).
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2.3.3 Competitor Analysis
Pearce and Robinson (1997:86) stated that competitor analysis has three objectives: to

identify current and potential competitors, to identify potential moves by competitors

and to assist in devising competitive strategies.

According to Pearce and Robinson (1997:87) competitors are those firms that:
* have similar levels of commitment in the industry
= have similar definitions of the scope of their market
* provide similar benefits to customers and their products have a high level of

substitutability

The pharmaceutical industry globally has a few major players that have entrenched
themselves as market leaders that are highly competitive with each other. The smaller
companies compete for the lesser share, at the same pace of competitiveness. The
experience of the bigger companies sets the standard in that their respective skill sets
have determined their chosen strategy and success over the years. Pfizer’s style has
been hard-driving and pragmatic, with aggressive investment in R & D, whereas Lilly
built a strong management team and divested most of the non-core entities from its

business portfolio.

Lilly’s organisational team excelled at making timely portfolio decisions and tough
strategic choices about first-mover investments to enter markets, investments in
technology, make versus buy decisions and strategic alliances and relationships that
fostered the development of a powerful drug portfolio. The functional structure was
streamlined to five areas in which the company had a strong presence as well as
unmet medical needs. The initiatives were driven from the top and this innovative

vision to change jumpstarted their transformational strategy.

Pfizer focused its energies on its area of expertise. It exercised discipline in managing
projects at every stage of development and used efficient management processes,
including early input from marketing and a ruthless commitment to delivering

practical results, to spearhead its initiatives.
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2.4 ANALYSING THE COMPETITIVE ENVIRONMENT : FIVE FORCES
ANALYSIS

A framework developed by Michael Porter known as Porter’s five forces model can
be used for industry analysis. It is an analytical model for assessing the nature of

competition in an industry that is illustrated in Figure 2.10,

Figure 2.10: Porter’s Five Forces Model

Five Forces Analysis

Threat of
new entrants
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Threat of
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products

Adapted from M.E. Porter, Competitive Strategy, Free Press, 1980,

Source: Internet 15

This model is a means of identifying the forces which affect the level of competition
in an industry. The analysis is most valuable when the influence on the immediate or
more competitive environment is examined, rather than the more generalised level,

where the value of the analysis is reduced.
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2.4.1 Threat of New Entrants

Threat of entry to an industry largely depends on the extent to which there are barriers
to entry. With the pharmaceutical industry, barriers to entry were histoncally high R
& D costs, which required access to large amounts of capital. Other factors included
clinical standards and regulations in different markets with increased development
costs by duplicating the regulatory approval process. In recent yeas, governments
have sought cost containment and drug companies have had to show that the benefits
of new branded drugs are clinically desirable and quantifiable. The drugs have to
perform better than existing drugs to ensure that they appear on ‘approved

medication’ lists. Other barriers to entry can include:

* Economies of scale where in sales and marketing or production of goods and
distribution, this factor assumes relevance

= Capital requirement of entry which varies according to technology and scale.
The pharmaceutical sector is a capital-intensive industry.

* Cost advantages independent of size is related to early market entry and the
established operators whose experience enables them to overcome market and
operating problems. The increasing globalisation of markets and South
Africa’s change to democratic rule is facilitating market entry at present.

* Access to industry distribution channels, which may be a limiting factor as in
most developing countries, infrastructure is poor leading to monopolies among
logistic companies.

* Expected retaliation is a factor where there are established brand leaders.
There are several world leaders in the pharmaceutical sector with a presence in
South Africa and entry for smaller firms with restricted budgets may prove to
be a costly exercise.

* Legislation or government action is of relevance to this sector. Legal restraints
on competition are a reality in South Africa as there have been attacks on
patent protection with parallel imports and regulation via legislation to control
markets.

* Differentiation would be difficult for any entrant as there is resistance at MCC
level to the development and launching of new branded products because of
cost issues. Companies that have a reputation for reliability and quality,

underpinned by product and quality specification at supplier level and strong

48



corporate values supportive of the quality image may be able to impact on the

private sector.

2.4.2 The Power of Buyers and Suppliers

The forces of buyers and suppliers are linked and the relationship can have similar
effects in constraining the strategic freedom in any industry. Buyer power 1s likely to
be high when there is a concentration of buyers, especially if the volume purchases of
the buyers are high. The public sector in SA at the moment uses this to leverage for
cost reductions in pharmaceuticals supplied to the State hospitals. This has a
detrimental effect on the private sector development if branded products are available
for less in the public sector. This power is further increased when there are alternative
sources of supply as is the case with parallel imports. This is even where there is
product differentiation because of deregulation spawning a host of entrants into the

generic market.

The high cost of branded medication due to the single exit price policy of major
pharmaceuticals means that the cost of switching to generic medication is low and
involves little risk. There is the constant threat of backward integration by
government 1if satisfactory prices or quality from the drug companies cannot be

obtained.

There are factors that can boost supplier power in this industry. The pharmaceutical
companies need to ensure that there is a concentration of suppliers rather than a
fragmented source of supply, therefore joint ventures with regard to government 1s a
possibility to be considered. There may be hidden costs to ‘switching’ which may
become more obvious with time as effectiveness of parallel imports and generic
medication still has to be established. Companies have to become innovative and
develop unique, strong brands that are effective such that switching is not an option.

There is always the possibility of the supplier integrating forwards if it does not obtain
the prices and hence the margins, it seeks. As the socioeconomic status of South
Africans improves, there is the possibility that the bargaining power of the consumer

would be reduced with fragmentation of the consumer base.
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2.4.3 Threat of Substitutes

Substitute products lower industry attractiveness and profitability as they limit price
levels. At present, with the focus on generic medication, there is product-for-product
substitution that has been enforced by legislation. This places a ceiling on prices for
the industry and makes inroads into the market, reducing its attractiveness. This
represents a serious threat to branded products which need to be thwarted by focusing
on representation to the consumer of the higher benefit or value of branded products.
Companies need to strengthen the perceptions of the consumer that branded is better.
Costs remain an issue and companies need to examine the extent to which the risk of
substitution can be reduced by building in switching costs through added product or

service benefits meeting consumer needs.
2.5 ANALYZING CORE COMPETENCES AND STRATEGIC CAPABILITY

Core competences are those capabilities that are critical to the achievement of
competitive advantage (Johnson and Scholes, 1999:160). Competition between
businesses is a race for market position and market power as well as competence

mastery.

2.5.1 Assessing competences
Table 2.5 illustrates the changes in functional capabilities that are associated with

each of the four basic phases in an industry lifecycle. Shakeout is the phase between

growth and maturity and requires a mixture of functional capabilities.

Table 2.5: Functional capabilities in an industry lifecycle

Functional Area Introduction Growth Maturity Decline
Marketing Resource and  Ability to Skills in Cost
skill to create  establish aggressively  effective
awareness brand promoting means of
and find recognition, products to efficient
acceptance find niche, new markets  access to
from reduce price, and holding selected
customers strong existing channels
distribution markets; and markets;
relations and  pricing strong
develop new flexibility; customer
channels skills in loyalty or
differentiating  dependence;
products and  strong
holding company
customer image
loyalty
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Production/Operations Ability to Ability to add  Ability to Ability to
expand product improve prune
capacity, limit  variants; product and product line;
the number of centralize reduce costs;  cost
designs and production or  ability to advantage in
develop lower costs; share or production;
standards ability to reduce location or

improve capacity; distribution
preduct advantageous
quality supplier
relationships
Finance Resources to  Ability to Ability to Ability to
support finance rapid generate and reuse or
higher net expansion; to redistribute liquidate
cash overflow have net increasing net unneeded
and initial cash cash inflows; equipment;
losses; ability outflows but  effective cost  advantage in
to use increasing control cost of
leverage profits; systems facilities;
effectively resources to streamlined
support management
product control
development
Personnel Flexibility in Ability to add  Ability to cost  Capacity to
staffing and skilled effectively; reduce and
training new personnel; reduce work reallocate
management; motivated force and workforce;
existence of and loyal increase cost
staff with key  work force efficiency advantage
skills in new
products or
markets.

Engineering Ability to Skill in Ability to Ability to
make quality and reduce costs, support
engineering new feature develop other grown
changes, development; vanants and areas or to
have ability to start  differentiate apply
technical developing products product to
bugs in successor unique
product and products customer
process needs
resolved

Key functional area Engineering Sales; Production Finance;
and strategy focus and market consumer efficiency and maximum
penetration loyalty and successor investment
market share products recovery.

Source: Pearce and Robinson, 1997
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The goal for senior management is to focus aftention on competences that really affect
competitive advantage. Most service industries are currently experiencing the need to
innovate in relation to innovative ways of redesigning services and their delivery from

‘direct-line selling’ to exploitation of the Internet.

Companies develop key areas of expertise which are distinctive to that company and
critical to the company's long- term growth over time (Prahalad and Hamel: 1990)

However, core competences change over time. Companies have a responsibility to
develop areas of expertise in the critical, central areas of the company where the most
value is added to its products and should change in response to changes in the

company's environment and evolve over time.

Three factors assist in the identification of core competences in any business and
include that which:
* Provides potential access to a wide variety of markets
* Makes a significant contribution to the perceived customer benefits of the end
product

= s difficult for competitors to imitate

The management of the linkages between a primary and support activity forms the
basis for core competence and drug companies need to make key investments in
systems or infrastructure or in the processes of innovation which provide the basis on
which the company outperforms competition. The ability to coordinate the activities
of specialist teams creates advantage by improving value for money in service
delivery. Investment in manufactuning in Africa would be a huge competitive

advantage for a major player as FDI is a vital key to government.

2.5.2 The BCG Growth Share Matrix

The BCG Growth Share Matrix is a portfolio approach to strategic analysis based on
two key variables: market share and market growth. The entities within the portfolio
e.g. market segments can be positioned within the matrix, and strategies developed
based on their relative position. The four quadrants of the matrix, derived by
categorising the two variables into "high" and "low", allow businesses to be

categorised. Figure 2.11 shows the various quadrants of the matrix.
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Figure 2.11 : BCG Matrix
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In the case of the pharmaceutical companies operating in SA, this matrix could be
used to assess the different CNS products in the product portfolio into:
= Stars which represent the best long-term prospects in a portfolio that should be
nurtured and invested in for long-term benefit.
= Question Marks are those products that could be turned into stars if invested in
or divested of if need be.
» (Cash Cows represent those products that are yielding high returns in a stable
environment that can be ‘milked’.
Dogs represent those products/businesses which have to be divested, that are draining

the resources of a company.

2.5.3 Identification of key issues

An analysis of Strengths, Weaknesses, Opportunities and Threats (SWOT) can give
an indication of strategic capability. This can also be done by assessing the extent to
which resources and competences relate to critical success factors (Johnson and

Scholes, 1999:193).

2.5.3.1 SWOT Analysis
Internal analysis identifies strengths and weaknesses and external analysis reveals

opportunities and threats. The SWOT analysis is an important tool for auditing the

53



overall strategic position of a company and its environment and can be used In
conjunction with other tools for audit and analysis. Each of the companies involved in
this sector needs to re-visit their product portfolio, re-assess their human capital and
its” goodness of fit to the South African market, develop innovative ideas to deal with
the legislative changes and consider benchmarking and competitor profiling to assist
them with developing a sustainable competitive advantage. Developing a relationship
with providers of service is now going to be challenging without the benefit of
marketing activities that the industry was accustomed to. Warding off the threat of
generic substitution is probably the biggest threat facing the industry since the new
legislation and companies with branded products have to find a way to increase
market share for their products. Consumer advocacy remains an untapped area of
resources available to the companies and that needs to be harnessed. The industry has
been fairly closed to a few players whose strengths are their established market leader
positions internationally, their reputation for innovation and their market power.
These strengths need to be built on to include building relationships with government
in private-public sector partnerships that will ensure that the existing market for

branded products remains in this country.

The public sector could also be analysed using a SWOT analysis especially in the
light of government’s desire to streamline the low to middle income groups’ health
care via public-private sector partnerships. Appendix Three is a brief analysis of the

strengths and weaknesses of services at a State facility.

2.5.3.2 Critical Success Factors

Critical success factors are those components of strategy in which an organisation
must excel to gain competitive advantage (Johnson and Scholes, 1999:192). The
major players are experienced at this in the international arena. Smaller companies

can use benchmarking to develop their own edge in the market.

2.6 INTERNAL ANALYSIS

Johnson and Scholes (1999:149) stated that successful strategies are dependent on
strategic capability to perform at the level required for success that is linked to three
main factors. These include the resources available to the organisation, competence

with which activities are undertaken and the balance of resources and activities. The
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resources and competencies must fit the environment in which the organisation

operates and the opportunities and threats, which exist.

2.6.1 Resource Audit

The resource audit identifies the resources available both within and outside an
organisation to support its strategies. The quality, nature and extent of resources to
support the strategies should be assessed. (Johnson and Scholes, 1999:153). In view
of the changing rules of the market, most companies have embarked on a process of
rationalisation of business practices, resource allocation and human capital
investment. A significant factor in the South African industry, would be to ensure that

the company is compliant with the employment equity requirements of government.

2.6.2 Value Chain Analysis

The value chamn is a systematic way of examining all activities an organization
performs and analyzing the interaction to determine sources of competitive advantage.
The value chain is all of the information and physical activities that flow within and
between an industry and its suppliers, distributors and customers. The industry’s value
chain s also described as a system of interdependent activities, which are linked
together. Vertical integration is the way forward as co-operative measures are
undertaken by stakeholders on the same side of the equation. Co-payments from

consumers 1s one way forward for the branded product market in SA.

2.7 STRATEGIC CHOICE

Strategic options have to be compared both logically and politically and aligned,
acceptable, and feasible in the process of a strategic choice for the way forward in this
country. The legislative changes are here to stay and government’s pressure to reduce
the costs of branded products is unlikely to abate, hence companies have to develop

strategies that are flexible and adaptable to the new South African business climate.

2.7.1 The SWOT Matrix
In the SWOT Matrix key external opportunities and threats are systematically
compared with internal strengths and weaknesses (Pearce and Robinson, 1997:170).

Figure 2.12 is a diagrammatic representation of a SWOT matrix.
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Figure 2. 12: SWOT Matrix Diagram
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Cell 1 is the most favourable situation as there are many environmental opportunities
and strengths that encourage the pursuit of the opportunities. This situation favours
growth oriented strategies. Companies that wish to increase their market share need to
aggressively discover innovative ways to not only retain their customer base but also
actively make inroads into new markets to counteract the negative impact of the
growth in the generic and alternative medicine market.

Cell 2 illustrates a situation where there are major environmental threats and
substantial internal strengths. Strategies should encourage the use of current strengths
to build long-term opportunities in a more favourable environment. The major threat
comes from parallel imports and companies need to constantly engage government in
a process of mutual co-operation to shift this policy.

Cell 3 displays numerous market opportunities but firms are constrained by their

internal weaknesses. This needs to be eliminated before they can effectively pursue
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market opportunities. Smaller companies that are stifled by structural problems and
limited budgets, need to rationalise services, develop a niche for their products and
focus on service delivery as a core competence.

Cell 4 is the least favourable situation as there are major environmental threats and
critical internal weaknesses. Strategies that reduce or redirect involvement in the
products or markets examined by the SWOT analysis should be encouraged (Pearce
and Robinson, 1997:172). At present , a case can be made that SA is a hostile market,

however, this is a pessimistic view of the situation.

2.7.2 Generic Strategies

Michael Porter suggested four "generic" business strategies that relate to the extent to
which the scope of a business’s activities could be differentiated in order to gain
competitive advantage. The four strategies are summarised in Figure 2.13 below:

Figure 2.13: Generic Strategy Matrix
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The differentiation and cost leadership strategies seek competitive advantage in a
broad range of market or industry segments. The differentiation focus and cost focus
strategies can be adopted in a narrow market or industry. At present, the market in

South Africa is narrow for branded products and product differentiation and cost
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reduction is the only way that companies would be able to sustain competitive

advantage.

2.7.3 Grand Strategies

Basic directions for strategic actions are provided by the grand strategies which are
the basis of efforts directed at achieving long-term business objectives (Pearce and
Robinson, 1997:218). Fourteen principal grand strategies include: concentrated
growth, market development, product development, innovation, horizontal
integration,  vertical integration, concentric  diversification, conglomerate
diversification, turnaround, divestiture, liquidation, joint ventures, strategic alliances
and consortia. The principle purpose of the grand strategy to overcome weaknesses or
maximise strengths is compared to the choice of an internal or external emphasis for

growth and profitability (Pearce and Robinson, 1997:265).

2.7.3.1 Market development

Figure 2.14 Ansoff's Product/Market Matrix
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Ansoff’s model in Figure 2.14 describes four different ways that companies can relate
to markets via market penetration and development, product development and
diversification. Three ways of developing a market involves: extension into other
market segments which are not currently served; developing new uses for existing

products and geographic expansion (Johnson and Scholes, 1997:292). All of these are
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feasible options for the major role players who have the internal capacity to develop
the market within the SADC region and Africa. The world market leaders have an
opportunity to increase the market for their range of products in SA, which is still

regarded as a developing market.

2.7.3.2 Product Development

Product development involves the marketing of new and modified products to
existing customers via the existing distribution channels, developing new product
features, quality variations and additional models and sizes (Pearce and Robinson,
1997:225). The success of this strategy would depend on the ability to analyse and
understand the changing needs of customers. Strategic development should be built
around such a core competence. The major players already have this as their core
competence internationally. What would be vital is the location of a manufacturing
plant in this continent. Government is suspicious of the R & D plans of the major
companies as patient subjects are easy targets for clinical trials but an actual plant,

would address this by indicating a commitment to stimulate the local economy.

2.7.3.3 Concentric Diversification

Concentric diversification involves the acquisition of businesses that are related to the
acquiring firm in terms of markets, products or technologies. In the ideal scenario
profit potential is high, exposure to risk is reduced and resource demands are minimal
(Pearce and Robinson, 1997:229). There have been widespread changes
internationally and in South Africa where there have been mergers of smaller

companies with the major players, divesture of generic divisions and acquisitions of

generic companies.

2.7.3.4 Conglomerate Diversification

Conglomerate diversification refers to a situation when a large business acquires a
business where the sole reason for the acquisition is profit considerations (Pearce and
Robinson, 1997:230). Pfizer Laboratories has embarked on this in the last two years

to become the largest pharmaceutical company in the world.
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2.7.3.5 Horizontal Integration
Horizontal integration is a form of related diversification. The intention is to eliminate
competitors and to gain access to new markets (Pearce and Robinson, 1997:227).

Collaboration between stakeholders in the SA market is the way forward.

2.7.3.6 Vertical Integration

Vertical integration is a form of related diversification. It involves the development
into activities, which are concerned with inputs into current business to allow
organisations to grow their market share, improve economies of scale and increase
efficiency of capital use (Johnson and Scholes, 1997:294). This has already been

commented on and it is a viable option for suppliers of service and the industry.

2.7.3.7 Strategic Alliances
In a strategic alliance the companies do not take an equity position in one another
(Pearce and Robinson, 1997:237).  An example of a strategic alliance includes:
= Licensing which involves the transfer of property rights. Patents or

trademarks is granted to licensee for a specified time in return for a royalty

and for avoiding tariffs or import quotas. This is one option open to

companies that do not want to lose their intellectual property rights.
Companies like Pfizer SA and Lilly SA have competitive advantage that can be traced
to one of these three roots: superior resources, superior skills or superior position. As
a result, the companies have a positional advantage in the global market over
companies like Lundbeck. Once attained, a good position is defensible. The
companies return enough value to warrant continued maintenance and would be so
costly to capture that rivals are deterred from full-scale attacks on the core of the
business. This positional advantage is associated not just with size or scale but with
the ownership of strong product pipelines and having a global geographical presence.
Smaller R & D companies like EISAI enter into strategic alliances with the R & D
division Pfizer for the purpose of developing their molecules. The reality is that it
costs a fortune to bring a drug to market and these companies only way forward is to
engage these market leaders in strategic alliances. For Pfizer, it represents the

possibility of adding a new molecule to its database of possibilities.
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2.7.4 McKinsey Model

The McKinsey model looks at how businesses should develop their growth strategies
as summarised in the Figure 2.15 below:

Figure 2.15: The McKinsey Model
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Growth in individual companies can be achieved by looking at business opportunities
along several dimensions based on:

»  Operational skills

= Privileged assets

»  Growth skills

= Special relationships
In the SA pharmaceutical industry, growth will only be achieved, if the market leaders
actually invested in local manufacturing companies. The growth in the industry
remains below the industry average internationally as there are more companies,

taking a piece of the pie and very companies that are taking responsibility to create

‘more pie’.
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2.8 STRATEGIC EVALUATION

Strategies can be assessed against three evaluation criteria: suitability, acceptability

and feasibility.

2.8.1 Suitability
Johnson and Scholes (1999:319) describe suitability as a broad assessment of whether
a strategy addresses the circumstances in which an organisation is operating. This
involves establishing the rationale for each strategic option and establishing the
relative merits of each one.
Establishing the rationale consists of assessing the extent to which a strategy:

= exploits the opportunities in the environment and avoids threats

= capitalizes on the organisations strengths and core competencies and avoids or

remedies the weaknesses

* addresses the cultural and political context (Johnson and Scholes, 1999:322)

Tools used to test for suitability include: lifecycle analysis, value chain analysis,
portfolio analysis, positioning and business profile (Johnson and Scholes, 1999:321).
It would be very important for drug companies to assess the portfolio of their SA
subsidiaries to assess whether they are strategically positioned in this market. The
political context is changing, but this is a universal phenomenon and so drug
companies need to revisit their business portfolio and tailor it to the changing world
market. In the developed world, like Europe and the UK, the market us fajrly mature

but in the developing countries, the lifecycle stage is still at a growth phase.

2.8.2 Acceptability

The acceptability of a strategy is concerned with expected performance outcomes and
the extent to which they fit the expectations of stakeholders (Johnson and
Scholes, 1999:319). This is assessed according to three issues: the expected return
from a strategy, the level of risk and the likely reaction of stakeholders. Drug
companies face increasing pressure from their shareholder base to meet performance
goals and in SA, government is facing an election soon in which its ability to translate

policy into action will be critically assessed.

62



2.8.3 Feasibility

Feasibility is concerned with whether an organisation has the resources and
competencies to deliver a strategy (Johnson and Scholes, 1999:319). Fund flow
analysis, break-even analysis and resource deployment analysis can be used to assess
feasibility (Johnson and Scholes, 1999:350). Most of the players in the SA market are
global leaders who are profit-driven. The attack on patent rights may seriously impact
on the companies’ bottom-line and 1s a situation that has to be addressed. The
companies should also assess the feasibility of entering the African generic market,

specifically with a manufactunng facility.

Markides (2000) stresses that the process of developing superior strategies is part
planning and part trial and error. He argues that analysis and planning will not
produce a fully-fledged strategy ready for implementation but will help narrow the
options. Hamel (2000) claimed that the current environment is hostile to industry
incumbents and hospitable to industry revolutionaries who radically reconceive
products and services, not just develop them, redefine industry boundaries and

redefine market space.
2.9 STRATEGIC CHANGE

Gemint’s framework for planned strategic change is a useful starting point to consider
this aspect of strategy. Business transformation is seen as a four-dimensional process
of re-framing, i.¢. questioning what the organisation is and what it can achieve so as
to open up new possibilities and challenges. Companies need to achieve mobilisation
before creating a vision and building a measurement system to assess response to
change. Restructuring deals with a company’s structure and is usually associated with
cultural change. A company would have to construct an economic model before
aligning the physical infrastructure to ensure strategic fit. A redesign of the work
architecture or processes would ensure that the process added value. Revitalising is
about achieving a goodness of fit with the environment by achieving market focus
first and then inventing new business. Companies would have to change the rules of

competition to provide new bases for it through product or process differentiation.
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Finally, renewal creates a reward structure to ensure a culture of acceptance of change

and encourages individual learning to develop the organisation (Lynch, 2000).

2.9.1 Enforced Choice

There are some circumstances where the strategic development of an organisation 1s
largely imposed from outside. This may be because major changes in the environment
overshadow other considerations. In this scenario, the organisation may be seen as a
‘victim of circumstance’. The danger of enforced choice is that the risk profile of a
company increases. Scenario planning becomes a wvital tool in developing
contingency plans. The regulatory changes that have been imposed onto this sector by
government represent exactly this scenario. The reality 1s that change is here to stay
and companies need to adapt to manage the change process. In fact the environmental
rule change by government may have acted as an unfreezing mechanism in an
industry that was ready for change. Managing the unfreezing process is not easy as
the whole situation 1s in a state of flux. Diagnosing strategic change needs,
information building and strategy workshops to facilitate a change in tactics, to
communicate change, change routines and define roles in the change process, are

important steps in the process of accepting change (Lynch, 2000).

2.9.2 Expansion strategies

Innovation cannot be institutionalized so strategic planning is not a replacement for
intuition and creative thinking. In the current world climate, companies have to do
more than just develop new products and enter new markets to maintain their
competitive edge. Companies have to consistently come up with ideas that

differentiate them from others for there to be growth,

2.9.2.1The Market Options Matrix

This model is a useful way to start considering strategic options for expansion In a
climate of change as it presents the product and market choices open to a company. It
considers the possibility of launching new products and moving into new markets and

explores the possibility of withdrawing from markets and moving into unrelated

markets.
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Withdrawal is considered when the product life cycle is in the decline phase with the
possibility of retrenchment a valid option. Over-extension of product range 1s
occurring worldwide and holding companies are selling their subsidiaries, as funds are
needed for investment elsewhere. De-mergers are also not unusual but it 1s usually a
strategy used to realize the underlying asset value in publicly quoted companies.
Privatization in SA is a positive way to realize real value as state-owned assets have
inherent value. Government is looking for private-public sector partnerships and for

models from industry with regard to an NHS system.

Market penetrating strategy should begin with existing customers. Existing companies
with low relative market share in a growing market can attack aggressively the market
or a segment. Companies with smaller market share need to take charge of this
process. Where there is a high relative market share, there is risk of loss so predatory
price cutting sometimes keeps out smaller new entrants. GlaxoSmithKlein has
consistently taken this view in SA and kept Aropax as the lowest price of the ethical

antidepressants in the serotonin class of drugs.

Market development strategy has allowed companies to move beyond immediate
customer focus and attract new customers from existing product range by seeking new
segments, new geographical areas or new uses for products. A classic example is
Aropax which has now been registered in SA for about five more indications than
when it was first launched. Product development for the existing market is really in
the ternitory of the big R & D players who use this to counter competitive entry,

maintain the lead as product innovators, thereby protecting overall market share.

Diversification into related markets in the SADC region and Africa is a real
possibility and can include: Forward integration in the company’s outputs via
distribution, transport and logistics, or backward integration by extending activities to
the provision of inputs like raw materials. Acquisitions have been popular in this
country and it is probably because this method of market expansion is associated with
gaining assets of a company: its brands, market share, core competencies and

technology. This route is also chosen for competitive reasons.

65



2.9.3 Strategic change in government agencies

Profitability and shareholder value are the drivers behind private sector planning.
Government agencies struggle with defining and measuring the ‘bottom line’. Even a
focus on service delivery to ‘customers’, is not really helpful in this situation. Strategy
in public organizations is governed by broader public policy issues like politics,
where the political policy of government guides strategic development and monopoly
supply as public authorities often have the monopoly as suppliers of a service. Part of
the problem is that they are under pressure to operate efficiently but are unable to
spend any surplus profits they generate. They are also subject to changes in
government policy direction and lack the consistency of private organizations. The
lack of choice for consumers at these agencies means that suppliers of service are not
really subject to the market pressures that affect business strategy in the private sector.
(Lynch 2000:31). Faced with pressure for change from politicians who need to see
health care service delivery improve, managers often resign and enter the private
sector.

Subsidiaries of MNC’s are not very far off from the same level of frustration as
leaders in the public sector. They are subject to restrictions with funds, headcount, and
limiting factors at a policy level. The parent company shows them the field to play on
but do not allow them to take the initiative in the local market. In the public sector it
is similar as whatever the government says, has a massive effect on where policy goes

as there is always an overlay of the party political position.

2.10 STRATEGIC OPPORTUNITIES FOR PROVIDERS OF SERVICE

With the changes in legislation, especially the licensing of dispensing doctors, the
removal of incentives and sampling and the flooding of the market with generic
medication, healthcare providers have embarked on ambitious, cost-reduction
initiatives in an attempt to improve their financial position. Some have mounted
significant attempts to optimize payment for healthcare services, revised coding
procedures, implemented more thorough charge-capture mechanisms, reviewed terms

of their managed care contracts a