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Preface

This book is a manual devoted to the analysis and discussion of all aspects of pharma-
ceutical marketing. The discipline itself is a dynamic field, practiced by all pharma-
ceutical companies and their collaborating partners—one of the largest industrial
sectors in the world. Despite the size of the pharmaceutical/healthcare industry, its
vitality and growth, and the significant human resources contributing to its success,
there is still a large gap between the marketing books, lecture hours, and knowledge
devoted to the marketing of consumer goods and those focused on the marketing of
pharmaceutical products. This gap spans the globe.

In the past, there have been isolated but enlightened attempts to categorize, analyze,
and study this interesting discipline. Building on this platform, this book aims to shed
light on all aspects of pharmaceutical marketing, based on the day-to-day operating
needs and the skills and tools necessary to fulfill them. The information in this book
is based on the author’s twenty-year history in the pharmaceutical industry, including
undergraduate, graduate, and postgraduate educational backgrounds in pharmacy and
pharmacology, as well as professional positions in pharmaceutical sales, medical mar-
keting, product management, disease management, and general management with
major multinational companies. Furthermore, this book incorporates the results of a
global industry analysis, as well as a list of related journals and books, training materi-
als, industry reports, and consultancy reports. Above all, it includes information about
the undisputed information medium of our time: the World Wide Web.
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The information gathered from these materials has been painstakingly transformed
into practical advice that focuses on all aspects of pharmaceutical marketing and solves
most of the day-to-day pharmaceutical marketing dilemmas. It uses industry’s current
marketing tools to offer insight into actual problem-solving situations, rather than the-
oretical ones.

The book is aimed at pharmaceutical industry employees involved in management,
product marketing, medical marketing, disease management, sales, distribution, pric-
ing, and regulatory affairs. Furthermore, it serves as a valuable educational tool for all
industry stakeholders, namely, government regulators, trade association officials, phar-
maceutical wholesalers, management consulting firms, marketing research profession-
als, over-the-counter (OTC) drug marketers, public relation agencies, advertising
agencies, sales training professionals, business and marketing editors, disease managers,
and managed care executives. Last but not least, undergraduate and graduate students
in management, marketing, and pharmaceutical and healthcare marketing may gain
valuable insight into this dynamic industry and become better prepared for entering
this challenging and rewarding field. In fact, this book has been designed using stand-
alone educational/informational modules that may be used as course materials by
interested educators and their audiences. Finally, this practical guide is a document
that may have limitations in areas of expertise practiced by colleagues over years and
decades. It cannot possibly remain up-to-date in such a constantly changing business
environment around the globe. The author appreciates any suggestions the readers
may have and remains committed to updating its contents when the need arises. His
long-term vision is to improve the pharmaceutical marketing profession via new edu-
cational programs and study materials that closely match the progress frequently seen
in other marketing specializations or industry sectors.

ORGANIZATION

This book is organized in six parts, containing twenty-two chapters, as well as a refer-
ence section and two appendices.

Part 1, The Pharmaceutical Market consists of three individual chapters, focusing on
the operational environment of today’s pharmaceutical marketing, including health-
care systems and regulation, the pharmaceutical industry sector, and major industry
stakeholders, as well as the elements of pharmaceutical marketing.

Chapter 1, The Healthcare Environment addresses the dynamic nature of healthcare
systems around the world, their components, and the relationships among the com-
ponents. It also discusses major differences between healthcare systems in other coun-
tries and the healthcare reform phenomenon that is currently engulfing the globe.
Furthermore, it provides an overview of the worldwide need for healthcare regulation,
and presents the major processes regulated internationally. It also focuses on two of the
most important regulatory submissions, namely, the Investigational New Drug (IND)
and the New Drug Application (NDA) processes and their requirements.

Chapter 2, The Pharmaceutical Industry Environment looks at a major industrial sec-
tor in search of higher productivity and long-term viability under constantly evolving
regulatory and competitive environments. The chapter provides an overview of the
pharmaceutical industry, its associated industries, and common organizational struc-
tures, while presenting a variety of industry statistics and insights on competitive
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forces. It explains the nature and importance of the multiple stakeholders associated
with the industry, who are categorized in five main groups—prescribers, influencers,
regulators, financers, and consumers. Furthermore, the interrelationships and poten-
tial conflicts between the different stakeholders are presented and analyzed.

Chapter 3, The Pharmaceutical Marketing Environment discusses how products sat-
isfy customer needs and wants and the importance of customer satisfaction. In addi-
tion, it addresses the role of marketing in society, and analyzes the marketing
management function in today’s business world. It also deals with the four Ps of mar-
keting, namely, product, price, place, and promotion, and their role in the marketing
management process and environment. Chapter 3 further confronts the ethical dilem-
mas often faced by pharmaceutical marketers around the world, and discusses the
pharmaceutical product marketing mix, as well as the marketing environment. In
addition, it focuses on two major professional avenues available to industry marketers,
namely, product management and medical marketing.

Part 2, Marketing Strategy is the core section of this pharmaceutical marketing guide.
It consists of eight chapters, which discuss strategy components ranging from the need
for a global strategy cascade, the elements of marketing research, market segmentation,
and the importance of competitor and situational analyses, to the concepts of position-
ing, targeting, profiling, product life cycle, new product development, and portfolio
management methods. Furthermore, it discusses common competitive strategies, as well
as the intensifying competition between ethical and generic drug manufacturers.

Chapter 4, What Is Marketing Strategy? introduces the reader to the definition of
marketing strategy and its cascade from the corporate vision to local marketing tactics.
The process of strategic planning and the relationship between strategy and tactics are
also presented.

Chapter 5, Marketing Research gives an overview of the increasing information
needs of today’s marketers and the components of marketing information systems. It
provides an analytic list of pharmaceutical marketing research subjects often investi-
gated by internal marketing research departments or outside specialized agencies. It
also describes the process and methodology of marketing research, explaining in detail
the qualitative and quantitative research methods, as well as the primary and second-
ary sources of information available to pharmaceutical marketers.

Chapter 6, Market Segmentation gives the definition of a market and explains the
need for distinct market segment identification and detailed analysis. Several segment
strategies are discussed.

Chapter 7, Situational Analysis provides a model for self-analysis of a firm’s
resources and competencies. [t also shows the way these relate to the resources and
competencies of the competitors or the prevailing environmental conditions. It dis-
cusses various analytic tools, their essential steps, and sources of information. It
concludes by describing a method for deriving the key success factors needed for
any specific operational environment. This chapter introduces the importance of
competitor analysis, the essential steps required, and the process of competitor
strategic groupings and their benchmarking. A variety of information sources and
information-sharing systems are presented and discussed.

Chapter 8, Positioning, ITargeting, Profiling builds on the concept of market seg-
mentation, leading into the process of product positioning, targeting, and profiling in
order to gain and sustain the essential competitive advantage.
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Chapter 9, New Product Development begins with the definition of a new pharma-
ceutical product, and proceeds with the detailed analysis of the new product develop-
ment process, modern pharmaceutical R&D strategies, and benchmarking. This
chapter also discusses the importance of the time-to-market parameter, and how to
successfully prepare the market for the introduction of a new product.

Chapter 10, Product Life Cycle and Portfolio Management shows the fascinating life
cycle of a pharmaceutical product, starting from the conception, patent protection, and
development phases, through the introduction, growth, and maturity phases, and end-
ing with the inevitable decline phase or the eventual withdrawal. Product adoption and
diffusion models are presented, together with potential strategies for modifying existing
products. This chapter also deals with what a balanced portfolio means to a pharma-
ceutical company, and discusses ways and means for successful portfolio assessment and
management, presenting a variety of portfolio models.

Chapter 11, Competitive Strategies deals with the ever-increasing rivalry among eth-
ical manufacturers, and details the most commonly used competitive moves. These are
classified according to the method used, the competitor’s industry position, or the
industry life cycle stage. In addition, it discusses the most important competition arena
facing the pharmaceutical industry—that between ethical and generic manufacturers.
The reasons behind therapeutic substitution are presented, as well as the main drivers
behind the rise of generics across international healthcare markets. Furthermore, the
main competitive strategies of the two “gladiators” are presented.

Part 3, Distribution Strategy gives an overview of pharmaceutical distribution and
presents modern distribution strategies implemented by industry members.

Chapter 12, Overview of Pharmaceutical Distribution addresses the three main dis-
tribution channels, namely, the ethical, OTC, and Web distribution alternatives, and
their main characteristics and functions.

Chapter 13, Distribution Strategy focuses on the structure and extent of the various
distribution channels, the methods of selecting able distributors, and the need for
superior customer services nationally and internationally. Supply chain management
principles are discussed in brief, since this is a whole new field that cannot be suffi-
ciently presented within the confines of a practical pharmaceutical marketing guide.
Finally, the reverse distribution of expired quantities and certain ethical considerations
of pharmaceutical distribution are discussed.

Part 4, Pricing Strategy contains chapters on pricing concepts and strategy. Chapter
14, Pricing Strategy discusses the elements of price and why a product may have a wide
range of prices in a single market. The influence of government price control is ana-
lyzed, as well as the important element of reimbursements and the rising need for
detailed pharmacoeconomic studies in several markets.

Chapter 15, Pricing Strategy proceeds into the critical price-quality strategy consid-
eration industry managers are faced with, and extensively presents the price influencing
factors. The price elasticity concept is discussed, as well as pricing tactics for both new
products and established ones. The impact of price discounting is also presented.

Part 5, Communication Strategy consists of five chapters covering all aspects of an inte-
grated communications strategy, ranging from the personal selling task and advertising, to
public relations, sales promotion, and the role of the internet in pharmaceutical promotion.

Chapter 16, Integrated Communications describes the process of communication
and how the prescribing decision can be influenced by a company’s integrated com-
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munications plan. Furthermore, the elements of a communications strategy are dis-
cussed, and promotional planning is reviewed in detail.

Chapter 17, Personal Selling focuses on the distinct characteristics of personal sell-
ing and its main tasks and activities. Various selling styles implemented by industry
sales representatives, which lead the way into the analysis of the structured sales inter-
view concept are presented. Sales force management is also discussed in depth, as well
as the increasingly important key account management principle, and the sensitive
marketing and sales departments’ interaction.

Chapter 18, Advertising deals with the idiosyncrasies of pharmaceutical advertising,
and the tight regulatory constraints that pharmaceutical marketers often have to work
with. Various advertising channels and activities are compared, and advertising plan-
ning and development methods are presented. Furthermore, the way the product life
cycle affects advertising planning is presented.

Chapter 19, Public Relations (PR) and Sales Promotion deals with the important
public relations concept and common PR initiatives pharmaceutical marketers are
involved with. Crisis management is addressed, and considerable attention is given to
the concept of sales promotion and to the available ways and means of measuring the
effectiveness of PR programs.

Chapter 20, The Internet focuses on the exploding opportunities this medium offers
present-day marketers, while noting the significant ethical and legal aspects still wait-
ing to be fully resolved around the world. Methods of developing Web sites, and meas-
uring their effectiveness on pharmaceutical promotions are presented. The chapter also
stresses the importance of incorporating the internet into the overall marketing strat-
egy of a pharmaceutical firm.

Part 6, Forecasting, Planning, and Evaluating consists of two chapters dealing with
sales forecasting, the marketing planning process, and methods used in the evaluation
of marketing performance.

Chapter 21, Forecasting and Planning discusses the importance of proper forecasting
on diverse organizational functions and analyzes the different forecasting process stages.
Various forecasting methods are presented, as well as the concept of creating different
forecasting scenarios in relation to forecast evaluation methods used. Furthermore, it
deals with the omnipresent marketing plan, and takes the reader gradually through all its
essential parts, starting from the introductory executive summary all the way to the
required appendices. A variety of planning tools and models are presented and discussed.

Chapter 22, Evaluating Marketing Performance is fully devoted to the process
known as the marketing audit. Attention is given to common analysis tools, such as
market share, sales, cost, profit, contribution, variance, customer satisfaction, per-
formance, and return-on-investment analyses, as well as the insights they provide into
the whole marketing planning process.

This book also contains two appendices, namely, Appendix A, Glossary, and
Appendix B, Core Concepts on the Web, as well as a reference section.

SPECIAL FEATURES

Each chapter begins with an industry fact, reproduced with the kind permission of
well-known industry associations (e.g., the Pharmaceutical Research and
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Manufacturers of America [PhRMA], the Association of the British Pharmaceutical
Industry [ABPI], the Pharmaceutical Manufacturers Association of Canada [PMAC],
or the American Pharmaceutical Association [APhA]). The contents of each chapter
include introductory material, the main body of text, and a large number of related

industry statistics and models (figures and tables). In addition, a comprehensive list of
references and related Web sites is included.

Dimitris Dogramatzis, PhD
August 2001



The Author

Having received a Bachelor’s diploma in Pharmacy from the University of Patras,
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working for the University of Texas System. During this time, he completed his PhD
in Pharmacology and Toxicology at the University of Texas Medical Branch at
Galveston. Later he went on to complete two successive postdoctoral trainings at the
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After military service as an Army Pharmacist with the Greek Army Medical Corps,
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field sales, medical marketing, product management, disease management, country
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Group, Serono Hellas, and has been its Managing Director. In late 2000, he was
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The Healthcare Environment

Medicines are cost effective and frequently reduce the need for costly
hospital care. An average prescription costs around £9.40, while a week
in hospital costs about £1,100.

The Association of the British Pharmaceutical
Industry (ABPI), 1998

Asking readers worldwide to recollect whether they have been exposed to some mar-
keting activities in the recent past is easy. Barring the remote chance that they have
recently been rescued from a deserted island in the middle of the Pacific Ocean, they
all have been witnesses to the far-reaching activities and implications of marketing. For
example, we all have been exposed to fast-action television commercials, or huge road
billboards, or glossy magazine advertisements, or Sunday newspaper inserts. This high
level of exposure to marketing activities has created some positive, neutral, and even
negative feelings. However, despite our varying spectrum of feelings, we all are loyal
customers of our morning milk, athletic shoes, or laundry detergent brands.

This book is one more marketing book among the thousands of other titles you can
order through your local, or for that matter, virtual, bookstore. What is different about
this book is that it focuses on the marketing of pharmaceutical products as an insepa-
rable part of their commercialization and eventual use in the treatment of disease. In
doing so, this book covers the basic concepts of marketing and the marketing mix,
presents the healthcare and pharmaceutical industry environments, and also takes the

3
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reader on a detailed journey through the marketing analysis, planning, implementing,
and evaluating activities followed by pharmaceutical marketers around the world.

HEALTH CARE

The operational stage of the pharmaceutical industry is the healthcare environment.
Before we proceed in discussing the multiple facets of this dynamic setting, let us first
define some basic terms. Health is a complete state of physical, mental, and social well
being (WHO-World Health Organization). /l/ness is a person’s own perception of how
he or she feels, and disease is a judgment of one’s state of health by a medical profes-
sional. Health care is any helpful activity intended to maintain or improve health. The
provision of health care to persons in need is done through a variety of products (phar-
maceuticals, diagnostics, laboratory devices, surgical instruments, medical disposables,
and so on) and services, which are commonly classified as preventive, acute, chronic,
restorative, and palliative. The settings of healthcare provision can also be diverse (see
Figure 1.1), and are categorized in five large segments, namely hospitals, subacute,
long-term, or ambulatory care facilities, as well as patient homes.

OVERVIEW OF A HEALTHCARE SYSTEM

The network of healthcare facilities, products and services, professionals, patients, and
other related groups of individuals is collectively called a healthcare system. A health-
care system is designed to provide everyone with easy access to high quality health care
at affordable cost. Nevertheless, most experts would agree that this statement is closer to

Figure 1.1. Spectrum of healthcare services

Spectrum of healthcare services

$§) 3 3 1 3

Hospital Subacute Long-term Ambulatory In-home
care care care care care
General
Nursing homes
Specialty: Addiction treatment
Children's Psychiatric treatment Nurses
Obstetric care " Care provided Physical therapists
Surgical care A d}:::z‘gci;e Rehabilitation services: to outpatients Syocial wovkgrs
Emergency care Assiste dylivin Transportation visiting a infusion therapy
Cancer care S Home modification healthcare Respiratory therapy
Burn care Independent living center Perinatal care
Dialysis center Pain management
Bone marrow transplant Prosthetics
Qrgan transplant Orthotics

Genetic evaluation Vocationai
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an ideal situation than to the reality of the healthcare marketplace around the world.
The reason for this discrepancy is the extreme difficulty in achieving equilibrium
berween the three main components of accessibility, high quality, and affordability,
despite the numerous political initiatives and different healthcare system structures tried
to date. Indeed, a healthcare system is in constant flux due to social change, different
priorities, new technology, and disease trends. This is the dynamic environment within
which pharmaceutical marketers operate, and this chapter discusses some of its attrib-
utes that are important to the pharmaceutical industry today.

System Components

Table 1.1 gives an overview of the groups of individuals interrelated within a health-
care system framework.

Primary providers are those facilities and individuals directly involved in treating
people in need, that is, hospitals, other healthcare facilities, and physicians. Naturally,
the recipients of their services are not only patients, but also “healthy patients,” such
as people receiving immunizations, regular check-ups, women in delivery, and so on.
Secondary providers are organizations or individuals providing resources needed for
integrated health care. For example, reimbursement funds provide treatment funds
coming from the state’s financial chest, insurance companies cover expenses via pro-
active patient contributions, and employers contribute resources for keeping their
labor forces healthy, while pharmaceutical and medical device companies manufacture
critically essential healthcare products. Other healthcare system players include the
various planning and regulatory bodies that are trusted to provide the necessary long-
term resource planning or the overseeing and controlling of healthcare facilities, pro-
fessionals, products, and services used in the process. The bealthcare professionals deeply
involved in the provision of health care are nurses, pharmacists, psychologists, or social
workers, who contribute to the function of primary providers. Patients, or consumers
in general, are those at the receiving end of the healthcare continuum, and, together

Table 1.1: Overview of a Healthcare System

Primary Providers Secondary Providers Planning/Regulatory =~ Healthcare
(providing health services) (providing resources) Bodies Professionals
Hospitals Reimbursement funds Government authorities  Nurses
HMOs Insurance companies Political parties Pharmacists
Clinics Employers Psychologists
Nursing homes Pharmaceutical Social service
companies workers

Physicians Medical device companies
Patients Provider Professional Media
(consumers) Associations Associations and Public
Patients Hospirals Physicians Media
Patient groups Reimbursement funds ‘Wholesalers Public
Patient families Employers Pharmaceutical

Insurance scientists

Pharmaceuticals

Medical devices




6 Pharmaceutical Marketing

with their families or patient groups, form one of the building blocks of a healthcare
setting. Furthermore, the media, and the public in general, have a powerful influence
on the level of service or the resources allocated to health care, and should be given the
proper attention by government regulators or pharmaceutical marketers alike.

In order for any healthcare system to work effectively and efficiently, abundant
resources must be made available to the processes involved, including the (a) finan-
cial, (b) human, (¢) infra-structural, and (d) technological processes. The total
amount of resources allocated, the contribution of total resources across these cate-
gories, the timing of allocation, and the long-term planning of this process are often
hotly contested issues within several national healthcare systems, proving the enor-
mous challenges of balancing the triad of essential components mentioned at the
beginning of this chapter.

Intercomponent Relationships

The various components of a healthcare system are deeply interrelated within the system
network. Thus, a variety of exchanges and relationships exist among the components,
some of which are illustrated in Figure 1.2. For instance, primary providers and other
healthcare professionals provide healthcare services to patients; insurance agencies provide
insurance; reimbursement funds provide reimbursement; employers contribute benefits;
pharmaceutical companies create essential medicines; the government is responsible for
planning and controlling the system; and the media play a significant influencing role.
A closer look at the model in Figure 1.2, however, reveals that all these components
not only provide unidirectional services to the patient component, but also closely
interact amongst themselves in a variety of ways. These include not only collaboration
and synergy, but also competition, conflict, and collision. For instance, government

Figure 1.2. Healthcare intercomponent relationships

. Primary Insurance
" Media Providers II Companies
Influence Health Services Insurance
Pharmaceutical Products Patients Benefits Employers
Companies
Planning and
Regulation Health

Coverage Services ~ |

Reimbursement Healthcare
Funds Government Professionals
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and private healthcare facilities are in competition for the same customers; healthcare
professionals protect their turf from the sole responsibility of physicians; employers are
often forced to ration their benefits to their working force; and the media are more
often than not confronting the government or employer healthcare initiatives. As far
as the pharmaceutical industry is concerned, it has long been recognized that every sin-
gle component of a healthcare system is directly or indirectly related to the perform-
ance of the industry; thus all these components have a “stake” in the industry or are
“stakeholders” of it (see Chapter 2).

HEALTHCARE REFORM

One of the most controversial issues in health care is the direction state governments
should take in order to optimize the three guiding principles of an ideal system,
namely, accessibility, high quality, and affordability. This debate has been going on for
at least the second half of the Twentieth Century, during which numerous attempts
have been made to this end. The phenomenon of a constantly changing healthcare
system is especially evident in the United States, where the wide-ranging changes dur-
ing the last decades have been called healthcare reform. Table 1.2 categorizes the vari-
ous approaches used to date. The result of this reform has been the ascendance of
managed care, a process still in transition in the United States. It is also gradually
being imported into the northern European countries. Managed care is an attempt to
control the access, delivery, and financing of health care. An overview of the managed
care setting is given in Table 1.3.

The healthcare environment before and after the implementation of managed care
can be described as follows.

Before managed care

» employer and patient copay for health insurance coverage;

* patient ails and visits a physician;

« physician provides service and charges a fee (fee-for-service model); and
 patient brings bill to insurance agency for reimbursement.

After managed care

» employer and patient copay for health insurance coverage;

* Health Maintenance Organizations (HMOs) comprise hospitals and
staft/independent physicians;

* HMGOs sign contracts with employers, specifying a preset level of service cov-
erage mandating the cascade capping of employer costs, hospital charges,
physician charges, and HMO profits;

* patient ails and contacts the HMO;

»  HMO refers patient to collaborating physician/hospital; and

* standardized fees are precovered by the HMO-employer contract.

An alternative Managed Care Organization (MCO) is the Preferred Provider
Organization (PPO), which is an intermediary contractor between employers and hospital
and physician groups. The latter can be preferred (those offering incentives to employers and
therefore recommended by them) or just participating providers.
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Table 1.2: Healthcare Reform in the United States

1960s 1970s 1980s 1990s
Stage Prepaid Group HMO Managed Care Market-Oriented
Practice {PPGP) Plans (MCP) Managed Care
(MOMC)
Emphasis Community health Cost containment  Education, compli- Cost containment
ance, and
accountability
Problem No integration Rising healthcare ~ Employers still Growth of man-
No accountability costs faced with rising ~ aged care
Wasting of Government costs Heavy comperition
resources imposes in-
patient treatment
cost ceilings
Hospitals compet-
ing for patients
Solution Start looking Health Create managed Create closed system
at the healthcare =~ Maintenance care organizations  of health care (ver-
continuum Organization Act tical integration)
(1973)
Create
hospital/physician
networks (hori-
zontal integration)
Patient Very low Lower cost Prepaid level of Prepaid fevel of
Copayment alternative service (capitation)  service (capitation)
Coordination None Loose Strong Managed
competition

The main purpose of managed care has been the creation of (a) patient focus,
(b) informed and compliant patients, and (c) cost-minded, accountable, compliant,
informed, and participative healthcare professionals. These points also outline the
underlying healthcare system conditions that precipitated the introduction of man-
aged care, namely, the dependence of advanced healthcare systems on patient focus, as
well as information, compliance, and accountability of every stakeholder involved.
Such feats could be facilitated by the following activities: increasing patient satisfac-
tion; enhancing the quality of service through education, prevention, and compliance
with commonly agreed standards; reducing malpractice; expanding the patient base

Table 1.3: Overview of a Managed Care System

Health Plan
Hospital - Indemnity, HMO, PPO -
Bill Self-funded Health care
Physicians <« Indemnity, HMO, PPO —
Utilization Self-funded Premium

Management

Payer
Employer, Government,
Patients

Employer, Government,
Patients
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through more effective service; increasing the flow of information among all stake-
holders; and lowering healthcare overhead costs.

HEALTHCARE REGULATION

Pharmaceutical products have numerous similarities to fast-moving consumer goods
(FMCG) and other types of products, and so the core marketing principles apply
equally to these disciplines. In analyzing the pharmaceutical marketing environment
(see Chapters 4 through 11), however, an industry marketer will immediately recog-
nize significant idiosyncrasies that set this industrial sector apart. One of these idio-
syncrasies is the volatile healthcare environment already discussed, while another is
the intense regulatory environment that surrounds health care in almost all countries
of the world. The driving force behind this regulatory framework, the very essence of
health care, is the delivery of services to patients in need. It often is associated with
the preservation and nurturing of human life itself, a fact that, on the one hand,
places a much-needed regulatory net around health care, and, on the other, restricts
the activities of all persons involved. The following sections focus on healthcare reg-
ulation and discuss the different processes under regulation, with an emphasis on the
regulatory approval of new pharmaceutical products to the marketplace.

Regulation Is Important

A drug may be broadly defined as “any chemical agent that can alter processes of liv-
ing.” More specifically, a clinician is interested in substances having a pharmacologic
effect in humans, with tolerable adverse events. Inherent in this definition are several
aspects of pharmaceutical marketing that are discussed in detail throughout this
book. More specifically, a drug can affect human’s health, with processes and effects
that can only be properly characterized by the expertise of a specialist. These effects
may not even be imminently evident, but may require years to manifest. It is evident,
however, that the promise of improving one’s health may render the potential drug
susceptible to false claims by an ill-intended or careless manufacturer. Additionally,
state governments spending significant funds for providing free medical and pharma-
ceutical care, or prescribers wishing to use a new drug, and patients asking for the best
possible treatment, must be able to distinguish efficacious, tolerable, and cost-effec-
tive medications from those that clearly would not add anything to modern thera-
peutics. Some infamous healthcare tragedies of the past are listed in Table 1.4.

For the reasons mentioned, health care is, and must continue to be, regulated in a sci-
entifically based and objective manner that is equally fair to all interested parties in all
areas of the world. As Figure 1.3 shows, modern-day pharmaceutical marketers find

Table 1.4: Infamous Healthcare Tragedies

Chronology Product Problem

1957-1961 Thalidomide Birth defects

1970s Dalkon shield (IUD) Injuries

1978-1986 Bjork-Shiley heart valve Valve failures and deaths
1985-1987 Therac-25 linear accelerator Overexposure and deaths

1990s French blood contamination Contamination of blood products with AIDS virus
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Figure 1.3. Pharmaceutical marketers in the center of a strict regulatory environment

Pharmaceutical

marketers

themselves operating within a framework of regulatory agencies and regulations that
either have been put in place by national and international bodies or have been self-
imposed by the pharmaceutical industry. The latter has led to the arbitrary distinction
between pharmaceutical manufacturers: There are those who not only abide by external
regulatory directives but also follow internal, self-imposed regulations, and are thus called
“ethical manufacturers,” and there are those who are often not involved in original
research, producing products that have lost patent protection and aggressively marketing
them on the basis of price, mostly in the nonprescription or “over-the-counter” (OTC)
realm. Both sides have their own raison d’étre, and are compared in Chapter 11.

Healthcare Processes Under Regulation

The international healthcare regulation network covers all aspects of healthcare deliv-
ery, including facilities, professionals, medical devices, and pharmaceutical products. A
closer look at the healthcare processes under regulation reveals that they can be classi-
fied as supply- or demand-side processes. For example, national and international bod-
ies may focus on patent protection, registration, pricing, and manufacturing of new
products (supply-side) or may impose restrictions to their trade across national bor-
ders, marketing, and prescribing (demand-side). This chapter focuses more on those
regulatory restrictions imposed on pharmaceutical products, a summary of which is
shown in Figure 1.4.

MAJOR INTERNATIONAL REGULATORY BODIES

The global pharmaceutical industry is strongly influenced by the presence of three
major international regulatory bodies, namely, the U.S. Food and Drug
Administration (FDA), the European Agency for the Evaluation of Medicinal
Products (EMEA), and the Japanese Ministry of Health and Welfare or

Kosheisho. The three agencies regulate almost every facet of pharmaceuticals in
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Figure 1.4. Regulatory control levels
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their respective regions and each has been one of the most important industry-
influencing factors within those regions. Indeed, their influence on their respective
industries is so pervasive that they have helped form three respective industry
groupings, the American, European, and Japanese groups of companies (for more
information on industry’s strategic groupings, see Chapter 7). The major historical
milestones and respective drug-approval regulatory requirements of the three agen-

cies are as follows.

The U.S. Food and Drug Administration

Historical milestones

1862  Bureau of Chemistry (within the Department of Agriculture) set up by

President Lincoln.
1902  Biologics Act.
1906  Federal Food and Drug Act.
1938  Food, Drug, and Cosmetics Act required new drugs to be safe before

marketing,

1962 Kefauver-Harris Amendments required U.S. drug manufacturers to show

their products’ effectiveness and safety before marketing.

1976  Medical Device Amendments.
1997 Modernization Act.

The FDA is responsible for the regulation of pharmaceutical products, medical
devices and disposables, as well as cosmetics and food. Its regulatory organization is
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represented in Figure 1.5, characterized by the presence of the Center for Drug
Evaluation and Research (CDER), the Office of Regulatory Affairs, and other central
administrative or local departments.

The FDA's responsibilities related to pharmaceutical regulation are divided into five
major units, namely, applications, standards, pharmacovigilance, compliance, and sup-
porting departments (see Figure 1.6).

For the purposes of this book we will focus on new drug approval procedures, espe-
cially those applying to experimental new drugs (IND) and drugs seeking marketing
licensing approval (NDA). The abbreviated new drug approval procedure (ANDA)

applies to generic pharmaceuticals, a subject that is presented in Chapter 11.

Investigational New Drug (IND) application

Clinical trial sponsors submit an IND application to the FDA prior to clinical trial
testing of new drugs or new formulations of already approved drugs. The applica-
tion is a legal record with the FDA indicating that the sponsor is conducting a clin-
ical trial of the product. The FDA has thirty days to respond to the application, and,
if positive, the trial may then start. It is the responsibility of the trial sponsor to
ensure that the investigator complies with the protocol submitted with the IND
application. The contents of the application are (1) sponsor and trial monitor
names; (2) commitment for not starting the trial before the application is approved;
(3) commitment that the institutional review board (IRB) and the sponsor will com-
ply with all relevant FDA guidelines; (4) investigational plan; (5) investigator’s
brochure; (6) trial protocol; (7) chemical, manufacturing, and quality assurance
data; (8) pharmacological and toxicological data; and (9) marketing experience data.
IND:s can be distinguished in three major types, as described in Table 1.5.

Figure 1.5. Pharmaceutical regulation organization of the FDA

Food and Drug Administration (FDA)
[
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Drug Enforcement
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Figure 1.6. FDA responsibilities
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Having obtained an IND, pharmaceutical drugs may enter their clinical trial testing
period. Clinical trial standards have evolved as a response to the Nuremberg Trials™ rev-
elations concerning Nazi experiments on human subjects without their knowledge or
consent. Today, the conduct of trials is regulated by a variety of international legislation,

including the following:

* Nuremberg Code (1946)

* Guidelines for the Ethical Conduct of Biomedical Research (1949)

*  World Medical Association, Declaration of Helsinki (1964; updated 1989)

* National Commission for the Protection of Human Subjects of Biomedical
and Behavioral Research (Belmont Report, 1979)

* U.S. Food and Drug Administration (FDA), Code of Federal Regulations

» International Conference on Harmonization (ICH), Good Clinical Practice

Guidelines

Table 1.5: Three Major Types of INDs

Treatment

The drug must already be in controlled clinical trials.
The sponsor must be actively pursuing an FDA approval.

Compassionate
(Named patient)

Emergency

Submitted by a single investigator, for a single (named) patient.

Required for importing a small quantity of a drug registered for this indication into
another country.

Used in life-threatening diseases, with no existing alternatives (e.g., AIDS).

FDA authorizes the drug shipment before the IND submission.

A drug intended for serious/life-threatening disease, with no satisfactory alternatives.
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New Drug Application (NDA) approval

Following the completion of all required clinical trial stages (see Chapter 9), pharma-
ceutical manufacturers apply to the FDA for a marketing authorization license, using
the NDA procedure. Applications may eventually lead to an agency decision letter,
announcing its (a) approval, (b) request for additional studies, or (c) termination.

European Agency for the Evaluation of Medicinal Products

The European Union’s equivalent to the U.S. Food and Drug Administration is the
European Agency for the Evaluation of Medicinal Products (EMEA).

Historical milestones

1952  Belgium, Federal Republic of Germany, Italy, France, Netherlands, and
Luxemburg set up the European Coal and Steel Committee (ECSC).

1958 The European Economic Community (EEC) is formed (Rome Treaty).

1965  First EEC Directive on medicinal drug regulation.

1975  Analytical, pharmacotoxicological, and clinical standards and protocols
for the testing of medicinal products are created. The Committee for
Proprietary Medicinal Products (CPMP) is established.

1987  The procedure for placing high technology medicinal products, especially
biotechnological, on the market is created.

1993  The European Agency for the Evaluation of Medicinal Products (EMEA)
is formed and based in London. The centralized approval procedure is
introduced.

2000  Regulation 2000 describing new regulatory framework is currently under
discussion.

The European medicines regulatory framework follows a hierarchical structure (see
Figure 1.7), comprising both centrally located regulatory officials and nationally posi-
tioned officials.

The European Union uses three different NDA processes, which are illustrated in
Figure 1.8. Furthermore, other national regulatory authorities, including some central
European countries and Switzerland, are increasingly using the decentralized proce-
dure (or mutual recognition). The centralized and decentralized approval procedures
are presented in Tables 1.6 and 1.7.

The centralized approval procedure described in Table 1.6 applies to all biotech-
nology products as well as to a special list of other products, gives a ten-year market-
ing exclusivity within all Member States, requires a single Pan-European trademark,
and does not give a choice of Rapporteur.

In contrast to the centralized procedure, the mutual recognition procedure (see
Table 1.7) can use different trademarks and gives a choice of a Reference Member
State; however, this procedure requires the extra step of obtaining national
licenses.

Japan Ministry of Health and Welfare (Kosheisho)
The drug regulatory agency of Japan is in the Ministry of Health and Welfare.
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Figure 1.7. The European Agency for the Evaluation of Medicinal Products (EMEA)
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Historical milestones

1946 The Kosheisho was formed following World War II. Responsible for all
aspects of pharmaceutical regulation, it requires all new drug regulatory
submissions to contain data on a population of Japanese patients.

1967  Development of “Basic policies for approval to manufacture drugs.”

IND procedure

A dlinical trial application is submitted to the Inspection and Guidance Division,
Pharmaceutical and Medical Safety Bureau, Ministry of Health and Welfare (MHW).

Trials on native Japanese patients were previously required for approval.

Figure 1.8. The European NDA approval processes

Centralized procedure:
Companies apply to EMEA for evaluation.
Opinions apply to all EU member states.

Decentralized procedure {(mutual recognition):
Companies ask EU member states to accept national
marketing authorizations of fellow member states.

National procedure:
Increasingly time-consuming procedure, for products
only nationally marketed.

EMEA

NDA
Approvals

1838
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Table 1.6: EMEA’s Centralized Approval Procedure

Timing

Presubmission Phase

Procedure

4 months before submission

3 months before submission

Application submission to EMEA

Within 10 working days of submission

Applicant informs EMEA of intention to submit application
(possible date), proposal for Rapporteur, draft Summary of
Product Characteristics (SPC), location(s) of manufacture of
finished product and active material, type of application trade
name, and so on.

EMEA appoints a Technology Project Manager.

Committee for Proprietary Medicinal Products (CPMP) confirms
that product qualifies for an evaluation under the centralized
procedure and appoints Rapporteur and Co-Rapporteur.

1 full copy of the dossier, 1 extra copy of Part 1, SPC, Patient
Information Leaflet (PIL), labeling in all official languages
and fees.

Validation by EMEA, and Rapporteur and Co-Rapporteur

receive dossier copies.

Timing

Evaluation Phase

Procedure

Day 1

Day 60

Day 90

Day 120

Clock stop
Day 150

Day 180

Day 210

Establishment of timetable, identification of sensitive issues,
verification of quality of translations (SPC, PIL, Labeling),
and inspections, where appropriate.

Plenary session of CPMP, where Rapporteur and Co-Rapporteur
convey first impression on data and the desirability to convene
ad hoc expert groups.

Rapporteur and Co-Rapporteur circulate preliminary Assessment
Report(s) to CPMP members requesting possible comments.

Plenary session of CPMP or Committee for Veterinary
Medicine (CYMP) leading to possible positive opinion, or
identification of serious objections leading to a negative
opinion, or preparation of consolidated list of questions that
would suspend the clock in consultation with the company.

Rapporteur and Co-Rapporteur send draft Assessment Report
(AR) to CPMP members.

Plenary session of CPMP: possibility of oral explanations (the
clock may be stopped if company agrees to provide additional
data).

CPMP: Adoption of opinion to be transmitted within 30 days
to Commission, Member States, and Applicant.

Decision-making phase, or appeal by company within 15 days
of receipt of the opinion.

NDA procedure

Following regulatory dossier submission to local prefectural authorities, the Evaluation
and Licensing Division, Pharmaceutical and Medical Safety Bureau, and MHW issue
two types of product licenses: (1) shonin—product approval for efficacy and safety
and (2) kyoka—license to handle the shonin-approved product based on personnel

and facilities qualification.
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Table 1.7: EMEA’s Mutual Recognition Procedure

National Phase
Timing Procedure
Up to 210 days Application is submitted to first Member State.

Assessment report summary of product characteristics.
First authorization given.

Up w0 90 days Request by first Member State to update assessment report.
Mutual Recognition Phase

Timing Procedure

Up to 90 days Application and updated assessment report sent to other Member

States for mutual recognition.
Application dossier and summary of product characteristics are
certified to be identical.
Other Member States recognize licensing decision.
Up to 30 days Opinion, assessment report, and summary of product characteristics
are submitted to the European Commission.
Draft Commission decision.
Up to 28 days Member States submit technical questions.
New CPMP decision.
Council majority decision.
Final national decision.

NEED FOR HARMONIZATION

The independent historical development of the three major international regulatory agen-
cies has led to a fragmented global pharmaceutical market. Obviously, this diversity of reg-
ulatory procedures presents major problems to the agencies themselves (recognition issues,
competition, consumer pressures to harmonize), the industry (repetitive procedure, time
delay, resource wasting), and the consumer (seeking alternative sources of newly approved
innovative products). These problems have led the three regulatory bodies involved to

Table 1.8: International Conference on Harmonization (ICH) Topics

Abbreviation  Topic Subtopics
Q Quality Q1 Stability testing
Q3  Impurity testing
S Safety S1 Carcinogenicity testing
S2 Genotoxicity testing
E Efficacy E2 Clinical safety data management
E4 Dose response studies
E6 Good clinical practices
M Multidisciplinary Ml Medical terminology
M2 Electronic standards for transmission of regulatory
information

M3  Timing of preclinical studies in relation to clinical
trials
M4  Common technical document

(ICH, 1990. Reprinted with permission from the International Conference on Harmonization.)
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start discussing ways of standardizing their procedures, and eventually harmonizing their
regulatory requirements under the coordinating efforts of the International Federation of
Pharmaceutical Manufacturers Association-endorsed (IFPMA) International Conference
on Harmonization (ICH).

Historical milestones

1980s  The European Union moves toward a common pharmaceutical
environment.
WHO Conference of Drug Regulatory Authorities (Paris) sets the ground-
work for a common approach between U.S., European, and Japanese
authorities.
The IFPMA is asked to create a joint regulatory-industry initiative on
international harmonization, leading to the creation of the ICH in a
European Federation of Pharmaceutical Industries’ Associations-sponsored
(EFPIA) meeting in Brussels.

1990 Terms of Reference and Topics of Interest are defined during ICH steer-
ing committee meeting in Tokyo.

1992  ICH process is set during steering committee meeting in Washington.

The ICH focus topics are shown in Table 1.8.
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The Pharmaceutical Industry Environment

In Canada, the research-based industry has invested more than 3.2 bil-
lion Canadian dollars in research and development since 1988. In 1995
alone, the industry invested 624 million Canadian dollars—an increase of
276 percent since 1987.

Pharmaceutical Manufacturers Association
of Canada (PMAC) 1998

The pharmaceutical industry is involved in discovering new or improved therapies that
treat unmet medical and consumer needs. This industry is among the largest and most
dynamic industrial sectors, accounting for approximately 300 billion U.S. dollars in
yearly revenues. This chapter focuses on the examination of the main characteristics,
influencing factors, and future trends affecting the industry.

PHARMACEUTICAL INDUSTRY OVERVIEW

The number of global competitors in the industry is approximately two hundred
multinational companies, with most of their headquarters based in the United States,
Germany, Switzerland, United Kingdom, France, or Japan. The industry has enjoyed
an annual growth of more than 10 percent in the 1990s, while several expert reports
estimate the average profit margin of the top ten players at around 30 percent.
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Within the industry, two major groups can be identified. Typical pharmacentical
multinational giants trace their roots to the beginning of the Twentieth Century, grad-
ually growing past their national borders and establishing subsidiaries around the globe
(some with more than one hundred). They are responsible for introducing several
innovative pharmaceutical products (new chemical entities or NCEs) to the world
market, some of them becoming “blockbusters,” that is, achieving more than 500 mil-
lion U.S. dollars or, for others, one billion U.S. dollars in yearly global sales. These
global integrated organizations belong to the elite of all business corporations, and
some employ more than 100,000 employees worldwide (see Table 2.1).

On the other end of the industry spectrum, the group of biotechnology companies
has risen to fame only during the last two decades, focusing on harnessing the recom-
binant DNA techniques and developing biotech drugs for treating serious diseases.
These companies have based their ascendance on their human and technological
resources, and some have surpassed the U.S. billion-dollar size without ever promot-
ing or selling their products! Instead, they have allied with the typical pharmaceutical
behemoths, which pay them large royalties for marketing their biotech products
around the world. Furthermore, there is yet another group of biotech companies con-
ducting original research for the last ten years, but not yet achieving profitability
because they have not had any major research and development (R&D) breakthroughs
and have depended on venture capital investments throughout their young life.

Table 2.1: Top 25 Pharmaceutical Companies Worldwide in 1998

Rank Company Pharmaceutical Prescription Percent Change
Sales (U.S. million dollars) vs. 1997
1. Merck & Co 15,297 + 12
2. Aventis 13,650 NC
3, Glaxo Wellcome 13,252 0
4, AstraZeneca 12,754 NC
5. Pfizer 11,788 +28
6. Bristol-Myers Squibb 11,300 +15
7. Novartis 10,001 +3
8. Lilly 8,622 +17
9. Johnson & Johnson 8,562 +11
10. Roche 8,131 + 24
11. American Home Products 8,103 +2
12. SmithKline Beecham 7,714 +5
13. Abbott 7,123 +3
14. Schering-Plough 6,695 +17
15. ‘Warner-Lambert 5,604 +55
16. Sanofi-Synthelabo 4,830 NC
17. Bayer 4,823 +1
18. Pharmacia & Upjohn 4,756 +9
19. Searle 2,894 +18
20. Schering AG 2,655 +6
21. BASF 2,563 + 10
22. Amgen 2,514 +13
23. Novo Nordisk 2,016 +8
24. Merck KgaA 1,668 -2

25. Akzo Nobel 1,447 +13




The Pharmaceutical Industry Fnvironment 25

Indeed, there are very few “fully integrated” biotechnology companies that develop
and market their products worldwide, thus bridging the gap between the giant phar-
maceutical and minute biotechnology company extremes.

The concentration of global players within the industry has caused an intensely
competitive market environment in most geographical or therapeutic market seg-
ments. Under these circumstances, some competitors continue to be successful across
different therapeutic directions and are fortunate to have productive R&D depart-
ments that allow them to maintain a broadly focused market strategy. However, most
multinational players have decided to focus their resources on specific areas of expert-
ise, where their long-lasting history of innovation and commercial success allows them
to be relatively protected from the competition of the giants. Such players are called
“niche” players, which is a term borrowed from the biology microenvironment.

ASSOCIATED INDUSTRIES

There are a host of associated industries closely involved with the pharmaceutical
industry (see Figure 2.1). The chemical industry is the main supplier of raw materials
to the pharmaceutical industry, while the biotech industry has established strong con-
tractual and mutually benefiting agreements. Generics and OTC manufacturers are
often serious rivals of pharmaceutical manufacturers. Their characteristics are discussed

in Chapter 11.

Figure 2.1. Industries associated with the pharmaceutical industry

Biotech

Pharmaceutical
Industry

Drug
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Supply chain intermediaries cover the vast distribution needs of the pharmaceutical
industry, and they are presented in Chapter 12. Drug delivery specialists help phar-
maceutical industry’s R&D departments achieve challenging routes of administration
for their products. Formulation and packaging companies provide integration services
to the industry. Finally, a series of subcontractors has seen their operations explode
because the industry is frantically consolidating, downsizing, or outsourcing its non-
critical or nonexpertise activities. Thus, contract research organizations (CROs) are
overtaking important clinical trial activities, clinical site management (CSM) compa-
nies are overseeing the expeditious and efficient conduct of patient or investigator
inclusion tasks, and contract sales organizations (CSOs) are lending their trained field
sales forces to pharmaceutical companies with growing sales needs.

ENVIRONMENTAL FORCES

The pharmaceutical industry is in the midst of sweeping environmental changes
imposed by the managed care reform and global government cost-containment initia-
tives, as well as a series of customer and industry dynamics. The industry’s major
growth driver has dramatically changed over the past two decades, going through an
innovation phase (early 1980s), a price increase phase (late 1980s), a cost reduction
and consolidation phase (early 1990s), and a recent resurgence of innovation (late
1990s). Some of the recent trends with the highest impact on the industry were the
globalization and consolidation drives. The sweeping advances made possible through
recent technological advances have startled even the toughest critic.

The increased industry rivalry within the traditionally largest markets (U.S., Europe,
and Japan), as well as the severe competitive pressures coming from the generics man-
ufacturers and the growth in suppliers’ power, has forced the multinational pharma-
ceutical players to pursue an intensive globalization campaign, seeking to enter and
conquer previously underdeveloped markets. This expansion has mainly capitalized on
emerging market opportunities in Eastern European countries, the former Soviet
Union, China, and Latin America. Despite its merits, however, globalization remains a
challenging and potentially risky business tactic. Several experts have suggested the fol-
lowing requirements for an effective globalization: (a) local expertise, (b) sales capabili-
ties, (c) customer service network, and (d) supply base.

A consolidation wave has also recently swept through the industry, exhibiting
repeated industry mergers and acquisitions of previously fierce competitors. The scope
of such consolidating activities includes economies of scale, critical mass, financial
position, filling of technical gaps, sharing distribution networks, and therapeutic area
synergy.

Some major industry mergers and acquisitions in the 1990s

American Home Products/Cyanamid

BASFE/Boots

Cardinal Health/Bergen Brunswig

Ciba/Sandoz

Glaxo/Wellcome

Hoechst/Marion Merell Dow

Hoechst/Rhéne Poulenc Rorer

Nycomed/Amersham
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Pharmacia/Upjohn

Rhéne Poulenc/Fisons
Rhéne-Poulenc/Rorer
Roche/Boehringer Mannheim
Roche/Syntex

Veba/Degussa

Table 2.2 sheds some light on some of the most promising recent technology
advances according to experts’ predictions and expectations. The main advancement
fields are biotechnology, other enabling technologies, disease diagnosis, product devel-
opment, product delivery, and healthcare informatics.

Future Trends

The next few years will continue to be challenging and demanding for the world’s
pharmaceutical industry. To prepare for the changes ahead, pharmaceutical marketers
should proactively record and evaluate the possibility and impact of emerging trends
so that proper measures and changes in corporate strategies can take place as early as
necessary. Table 2.3 summarizes some of the industry’s emerging trends, including
external influences and customer and industry dynamics. Chapter 7 focuses on ways
of analyzing the environmental situation and assessing the potential impact of the pre-
vailing trends.

MAJOR STAKEHOLDERS

A pharmaceutical company’s smkeholder is any person or group of persons with
which the company has, or wants to develop, a relationship. These parties have an
interest, or “stake,” in the company’s success. The thorough knowledge of their char-
acteristics and needs is a must for all industry marketers, and careful attention
should always be given to their analysis, crafting a relationship strategy, and evalu-
ating their responses.

Stakeholders to the pharmaceutical industry belong to its internal and external
environment. Thus, its internal stakeholders include every single company
employee, either working relatively independently or as seen through the eye of a
business unit, action committee, task force, functional team, or union. Obviously,
the employee’s education and training, as well as his or her motivation and sharing
of the company’s vision, are issues to be meticulously cared for by the organization’s
human resources department. Although employees’ contributions have an enormous
effect on the company’s success, only a small portion of this book (Part 5,
Communications’ Strategy) is dedicated to their needs and wants. Including more
information about internal stakeholders would be beyond the boundaries of this
book. Instead, emphasis will be given to the external customers of the pharmaceut-
cal organization who belong to a diverse mixture of interest groups. Kotler and
Clarke (1987) categorize these external stakeholders into three main groups (see
Figure 2.2). Inputting stakeholders include suppliers, regulators, and politicians,
because they all play a significant influencing role in the company’s success.
Mediators include prescribers, university professors, and other healthcare profession-
als who stand between the company and its final customers, the patients. Consumers
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Table 2.3: Pharmaceutical Industry’s Environmental Changes in the Third Millenium

External Influences Customer Dynamics Industry Dynamics

Demographic shift Increased sophistication Technology advances
Epidemiological changes Increased copayment Economic pressure
Changing geopolitics More health conscious Shortage of innovation

Diversification
Increased rivalry
Generic competition
Virtualization
Consolidation
Globalization
Integration
Pharmaeconomics
Patent expiration
Direct-to-consumer marketing

Consumerism
Social changes

Emerging ethical issues
Healthcare system changes
Regulatory changes
State cost-containment

Patient advocacy movement
Negative perception of industry

include not only patients and their families or advocacy groups, but the media, gen-
eral public, and the competitors, too.

A detailed mapping of the major external industry stakeholders and their needs and
relevant issues is presented in Table 2.4.

A commonly used analytic tool for identifying and characterizing stakeholder
groups is the analysis grid shown in Figure 2.3. Groups are individually identified and
characterized according to their type (influencing, supporting, conflicting, and so on),
role, importance to the pharmaceutical industry, prevailing trends, and anticipated
future importance.

Figure 2.2. Different stakeholders within the pharmaceutical market environment

INTERNAL EXTERNAL
Inputting:
Manufacturing
Marketing Regulators
R&D Politicians
Management Reimbursement Funds
Legal Suppliers
EXTERNAL EXTERNAL
Mediators: Consumers:
Patients
Prescribers Patient Families
Opinion Leaders Activists
Pharmacists General public
Nurses Media
Psychologists Competition

(Adapted from P Kotler and R. N. Clark, 1987)
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Figure 2.3. Pharmaceutical industry stakeholder analysis grid

Pharmaceutical industry stakeholder analysis grid
: Importance Future
Type Description Role = High, Trend importance
5=Low
. Opinion
Influencing Leader 1
Influencing Prescriber 2
Influencing Authorities 3
Supporting Nurse 4
Supporting Pharmacist 4
Prescribers

The primary providers of health care to the patients are actually the direct customers
of pharmaceutical marketing. They pursue medical knowledge, maintain their patient
base (if in private practice), and also follow some degree of cost-to-benefits logic (if
working under a managed care environment). Pharmaceutical companies promoting
different therapeutic categories come in contact with various physician categories and
specializations. One of their important categorization criterion is professional rank or
title—starting with the entry-level medical resident (or specializing physicians in some
markets), and progressing to the academic ranks of fellow or lecturer, assistant profes-
sor, associate professor, and full professor. Should the physician be working for a state
healthcare system, he or she climbs through the medical service ranks of consultant,
registrar, senior registrar, and clinic director. Furthermore, medical specialties affect
their work settings, the types of patients they come in contact with, and the medicinal
therapeutic classes they utilize in their practice.

The professional ranking of physicians creates a hierarchical tree, which is observed
and respected in all markets. Thus, younger and more junior physicians look up to
their more experienced and senior colleagues for advice and guidance creating what has
often been called a “pyramid of influence,” as seen in Figure 2.4.
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Figure 2.4. The pyramid of influence

T~

The top of the pyramid is occupied by the commonly called opinion leaders (OLs),
who are usually full university professors or leaders of medical associations. They have
gained the respect of their peers after long years of pioneering the use of new methods
and medications and successful practice.

Next on the pyramid are the hospital clinic directors or department heads, who lead
a team of various-ranking institutional physicians, and may or may not be involved in
the teams” promotions. The people in this category sometimes have the right to deter-
mine first treatment choice within the department, while in other settings the choice
is completely up to the treating physician in the unit.

Medical specialists form the next hierarchical level, becoming experts in their field
following long years of focused training and practice.

Finally, there is a large body of general practitioners (GPs), alternatively called
pathologists or family physicians in some countries, who do not have a medical spe-
cialty training and work in medical settings where they come in contact with a large
number of diverse medical cases. They usually refer the difficult cases to specialists.

The pyramid of influence describes the ongoing flow of knowledge and influence
from the Opinion Leaders all the way to the GPs, and should be utilized in the same
way by pharmaceutical marketers introducing a new medicine to the market. In other
words, gaining the early approval of top ranking OLs can later be used in a cascade of
influence or knowledge sharing to present the merits of the new medicine throughout
the pyramid. Opinion Leaders are usually introduced to new drugs through the clini-
cal trial process, and this introduction is one of the major responsibilities of medical
marketing managers.
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The medical prescribing decision is a process that has attracted the attention of mar-
keters, psychologists, and others. Obviously, the identification of distinct decision-
making steps and the influencing factors involved might yield important information
for the successful marketing of prescription pharmaceuticals to physicians. The pre-
scribing decision-making process involves a primary decision of selecting the thera-
peutic class most appropriate to every case, as well as a secondary decision of selecting
a brand among those offered within the therapeutic class. The steps involved in both
processes are (a) problem recognition; (b) an information search on available treatment
options and medicinal choices; (c) an evaluation of existing therapeutic alternatives;
(d) the actual prescribing decision; and (e) a postprescribing evaluation of the benefits
received from the treatment selected (see also Chapter 16).

Influencers

This large and diverse group of stakeholders comprises Opinion Leaders (who may or may
not be active prescribers themselves), pharmacists, other healthcare professionals (nurses,
psychologists, social workers, rehabilitation workers, and so on), supply chain intermedi-
aries (distributors, wholesalers, suppliers), hospital administrators, external consultants,
medical sales representatives, and others. Although their characteristics and needs are
diverse, they can all influence the prescribing decision, and thus are important industry
stakeholders. These stakeholders need to be carefully identified and must have their needs

fulfilled in order to facilitate the commercial success of pharmaceutical products.

Opinion Leaders

As previously mentioned, Opinion Leaders may not be active prescribers, holding,
instead, academic, administrative, or even political positions that keep them away from
everyday medical practice. Nevertheless, being at the top of the pyramid of influence,
they need to be approached early by pharmaceutical marketers and given access to a new
product’s clinical trial profile so that they may become educators or conference speak-
ers of the product’s merits from the beginning. Their invitation to premarketing brain-
storming sessions and activities or inclusion into advisory boards or task forces are
critical later during the product’s launch phase. The OLs motives include professional
visibility and recognition, the right to educate or influence others, the possibility of
influencing policy making, and the opportunity to contribute to clinical practice guide-
line creation or new product development. Marketers should bear in mind that a
subtle, respectful, and nonbiased approach is needed, instead of a “hyperactive,” force-
feeding, or hard-selling one.

Pharmacists

Pharmacists are becoming increasingly important in the managed care trend sweep-
ing across the United States and northern Europe. In view of the cost-containment
principle of these environments and the accountability of prescribers and pharmacists,
increasingly more substitution rights are given to the pharmacists. Thus, a pharmacist,
or Pharmacy Benefits Manager (PBM), relies on the recommendations of institutional
or national formularies when selecting a less expensive therapeutic equivalent of the
one prescribed, often a generic. Manufacturers, then, are obliged to present detailed,
pharmacoeconomic data to the pharmacists in support of their claims, or are forced to
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significantly lower their prices in order to avoid formulary exclusion. The outcome of
these substitution practices is further presented in Chapter 11.

In addition, hospital or retail pharmacists have other distinct needs and wants that
should be considered. For example, large packaging may quickly take up valuable shelf
space and light- or temperature-sensitive formulations may require expensive climate-
controlled facilities. Also, patient information material, in-store displays, and large
manufacturer advertising campaigns that will lead customers into their pharmacies are
some of the needs of this stakeholder category.

Healthcare professionals

Healthcare professionals are another valuable link in the healthcare delivery chain.
Their efforts support those of the primary providers and are responsible for significant
contributions into patient treatment. Actually, chronic patients may see their nurse or
physical therapist more often than their treating physician and nurses and physical
therapists are the ones that explain adverse drug events and the importance of com-
pliance to patients. In some cases, busy physicians only select a therapeutic class, while
their long-time nurse chooses the product brand to be given to an inpatient.
Pharmaceutical marketers need to evaluate the contribution of healthcare profession-
als on a per hospital basis, and proceed into educating and informing these stakehold-
ers about certain disease or product characteristics.

Hospital administrators and medical sales representatives

Hospital administrators are the behind-the-scenes financial managers who often
mandate hospital drug budgets and, depending on their influence, may be treated as
influencers or actual customers (described later in this chapter). Finally, medical sales
representatives are among the most undervalued influencers; and their tasks and activ-
ities are discussed in Chapter 17.

Regulators

As seen in the previous chapter, the pharmaceutical industry is one of the most
government-regulated industrial sectors (others include food, air travel, and so on).
There are multiple regulatory controls and levels, starting with the institutional, to the
local, national, international, or even global level. Furthermore, regulation is not only
restrictive and inhibiting, but can be promoting or even rewarding. The major aspects
of government influence on the pharmaceutical industry are summarized in Table 2.5.

Most experts would agree that the main industry issues facing government regu-
lation are collaboration, compliance, harmonization, negotiation, and lobbying. The
latter is a critical activity that global players need to conduct with commitment and
determination across legislative or national borders. Furthermore, it has been often
proven that direct confrontation with national authorities has not led the industry
to any significant gains, but instead has caused added resistance and animosity.

Financers

This category includes those stakeholders who provide resources to a healthcare sys-
tem, such as state reimbursement funds, insurance agencies, and employers. Their
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Table 2.5: Aspects of Government Influence on the Pharmaceutical Industry

Funding Regulating Promoting Rewarding
R&D grants Patent protection Influence on other governments  Innovarion awards
Social security Registration Local industry incentives Export awards
Facility creation ~ Reimbursement Substitution legislation Quality awards
Pricing Disease diagnosis campaigns Orphan drug exclusivity
Manufacturing
Marketing

Prescribing decision
Trade barriers

motives are open accessibility for all citizens and employees to health care, fairness,
transparency, accountability, and cost containment. Once again, the managed care
reform has shifted the traditional “fee-for-service” relationships to a relationship where
financers directly negotiate with MCPs on service level and costs. In turn, MCPs
strongly negotiate with providers as they do with pharmaceutical manufacturers on
treatment costs and cost-to-benefit ratios. This chain of events has increased the player
awareness of pricing strategies and pharmacoeconomics, and forced pharmaceurical
manufacturers to become more efficient and pharmacoeconomics-minded. The influ-
ence of these trends is further discussed in Chapters 14 and 15.

Consumers

Although prescribers are the industry’s direct customers, the final consumers of phar-
maceutical products are individual (patients) and organizational buyers. We will study
these two categories and attempt to identify their needs and motives when purchasing
pharmaceuricals.

Patients

A large amount of literature has been devoted to the study of patient needs, wants, and
rights. Within the context of this book, the focus is on the patients’ needs as well as the
important concept of compliance. These are directly related to industry’s marketing
strategies. Figure 2.5 shows the processes involved in consumer decision making and
involvement in the purchase of pharmaceuticals. When decision making is routine and
involvement is low, a consumer is driven by inertia when selecting a pharmaceutical that
is available without a prescription (OTC), as in the case of a topical antihistaminic med-
ication. If, however, the consumer’s involvement is high then he or she is driven by brand
loyalty, as in the case of chronic treatments for asthma or ulcer. The effects of product
branding then become crucial, and they are discussed in Chapter 8. Conversely, if con-
sumer decision making is extended but involvement is low, a consumer may seek multi-
ple medical consultations and a variety of pharmaceutical interventions. Finally, if both
decision making and consumer involvement are high, as in the case of a severe and
chronic disease, then the consumer is faced with a complex situation that will require
repeated medical visits and diagnostic tests and a complicated pharmacological treatment
scheme, as well as additional lifestyle changes (altered diet, physical exercise, and so on).

One of the most important healthcare issues, which has direct implications on the
pharmaceutical industry, is the issue of patient noncompliance. Some impressive patient
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Figure 2.5. Consumer decision making and involvement in the purchase of pharmaceuti-
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compliance statistics are: 20 percent of prescriptions are never filled; more than 50 per-
cent of patients make significant mistakes in following the prescribed dosage scheme;
more than 50 percent of patients attempting a lifestyle change never complete it; and
almost 90 percent of patients attempting radical diets fail to lose weight. What is patient
noncompliance then? There are actually several different types including (a) adherence
to prescribed medications, (b) undergoing required laboratory tests, (c) attendance of
follow-up schedule, and (d) making lifestyle changes.

Figure 2.6 summarizes the basic types of patient medication noncompliance. This
phenomenon is a frequent origin of suboptimal treatment outcomes and doubts
coming from prescribers, patients, and their families on the merits of pharmaceuti-
cal care, as well as a waste of health system resources. There are multiple factors con-
tributing to this type of patient noncompliance such as treatment scheme
complexity, perception of the disease, family input, elderly patients, patient infor-
mation quality (Summary of Product Characteristics [SmPC], patient literature, and
so on), and poor communication with healthcare professionals (physicians, nurses,
pharmacists, and so on).

These obstacles to good compliance have been recently confronted by both
healthcare providers and the pharmaceutical industry, leading to more “holistic” or
comprehensive healthcare delivery methods, covering wellness, prevention, treat-
ment guidelines, compliance-improving tools, education, information, products,
and services. These methods belong to the commonly called disease management
initiatives.
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Figure 2.6. Patient medication noncompliance
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Organizational buyers

Organizational buyers of pharmaceutical products share certain similarities with indi-
vidual consumers, but are also characterized by large differences that require special
industry approaches. This customer grouping is composed of physicians and nurses,
hospital pharmacy directors, formulary specialists, pharmacy benefit managers, finan-
cial administrators, and others who usually work in teams assigned to compare, evalu-
ate, and purchase large pharmaceutical orders from manufacturers. Team members
hold the role of users, influencers, buyers, deciders, and gatekeepers, while their groups
have been collectively called “buying centers” or “purchasing teams.” Table 2.6 sum-
marizes the main differences of organizational buyers from retail (independent) phar-
macists, their buying structure, and the steps involved in their purchasing decision, as

well types of purchases and prevailing trends.

Table 2.6: Characteristics of Hospital Buying

Versus Retail Buying Structure  Buying Phase  Buying Type Trends
Fewer User: Physician, Problem First purchase Supplier quality
Nurse recognition assurance
Larger Influencer: Clinic  Need Repurchase Value-added
Director recognition engineering
Closer Buyer: Purchasing  Product Modified Just-in-time
relationships Department specifications repurchase delivery
Derived demand ~ Decider: Board of ~ Supplier Tender business
Directors identification
Inelastic demand ~ Gatekeepers: Proposal Long payment
Accountants gathering terms
Professional Ordering Hospital
purchasing formularies
Systems buying Performance Strategic alliances
evaluation

(Scrip, 2426/27, April 7/9, 1999. Reproduced with permission from PJB Publications Lid.)
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The organizational buying decision is more complex than the individual customer’s
decision making, and involves the following steps (Robinson et al. 1967):

1. identification of need

determination of product characteristics and quantity needed
definition of exact product specifications and critical needs
identification and evaluation of potential suppliers

collection and analysis of proposals

evaluation of proposals and selection of suppliers

selection of order frequency

performance feedback and evaluation

N

PN AW B

Pharmaceutical marketers must pay significant attention to assigning steps to and
analyzing the organizational buyer decision-making process on a per hospital basis. It
is also important to be aware of which specific processes and tools have been in place
at that institution so that an optimal approach is designed and implemented. Some of
the most common methods used by managed care pharmacy directors to create a pre-
scription benefit are the following:

pharmacy and therapeutics committee
therapeutic equivalency programs
generic equivalency programs

tenders

academic detailing

coinsurance

dispensing limitations

drug utilization review (DUR)

drug utilization evaluation (DUE)
outcomes management

. .

SWENAV A NN -

.
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A practical approach of industry marketers toward today’s managed care buying
teams involves identifying the players involved and their decision-making steps. This
is the first critical step in crafting an institution-specific strategy. Furthermore, formu-
lary management within the institution needs to be addressed and hospital-required
disease management programs and activities must be “packaged” with the pharmaceu-
tical products under discussion. Ambulatory patients need to be the focus of such an
effort, because in-hospital stay represents only a small fraction of the overall treatment
schemes needed for chronic and severe diseases. Additionally, there is an increasing
trend for a just-in-time (JIT) delivery schedule, which needs to be discussed and
arranged with the company’s supply chain colleagues. Overall, addressing the needs of
the organizational buyer is a multidisciplinary and arduous process that needs to be
adapted to different institutions and modified if competitive or other environmental
forces necessitate it.

Different Stakeholder Needs

In conclusion, the industry’s stakeholders represent a diverse and large group of indi-
viduals and organizations with their own specific needs and desires. Figure 2.7 sum-
marizes the main stakeholder groups and their respective needs. The needs of different
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Figure 2.7. Different stakeholder needs
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stakeholders are often in conflict. For example, fully insured patients demand the best
possible care irrespective of costs, while their insurers try to contain costs and protect
their profitability. Also, opinion leaders may be promoting the use of newer, more effi-
cacious and expensive pharmaceutical products, while an active prescriber with an eld-
erly clientele is more concerned with the drugs’ interactions profile or their costs.
Finally, patient advocate groups often confront the regulators, demanding faster access
to innovative and promising medications.

Once again, a strategic, multidisciplinary approach by the pharmaceutical industry
is needed, and addressing every single stakeholder’s needs in a nonbiased and balanced
way is a prerequisite for success in today’s marketplace.
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The Pharmaceutical Marketing Environment

The value of UK pharmaceutical exports in 1997 was £5.5 billion—
equivalent to more than £90,000 per employee.

ABPJ, 1998

The preceding chapters focused on the operational environment (the “battlefield”) of
pharmaceutical industry, presenting the characteristics of the healthcare environment,
healthcare regulation, and the pharmaceutical industry and its stakeholders. This chap-
ter discusses the recurring ethical considerations of pharmaceutical marketing and ana-
lyzes the product mix and marketing environment of this industry. The reader also will
be invited to study the elements of product management and medical marketing and
to identify the similarities and idiosyncrasies of the marketing of pharmaceutical prod-
ucts versus other market sectors.

THE CONCEPT OF MARKETING: PRODUCTS SATISFY NEEDS

It is difficult to avoid marketing activity in the electronic age we all live in. In other
words, marketing is all around us. It reaches us in our home, through television, radio,
newspapers, magazines, or even by word-of-mouth from someone who has been satis-
fied by the merits of a recently purchased product. We are also exposed to marketing’s

43
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activities while driving (via radio or road signs) or while shopping or working or jog-
ging at the park. One would suggest that marketing is visible everywhere.

Can marketing also be “invisible” to the naked eye? The answer is yes, through
myriad ways. Can the visiting prime minister of a developing country be “marketing”
his country to the leaders of a transnational group of countries, or even the board of
directors of the World Bank? Can a singer be “marketing” her albums when she sings
the national anthem at a sporting event? Can arms’ dealers be “marketing” their
products when they comment on their capabilities on an evening TV news show? Or,
can the makers of a fountain pen be “marketing” their product when it is “casually”
zoomed in on during a blockbuster movie? Most of us would agree that these are all
different forms of marketing and they can all be practiced and improved upon by
studying the science of marketing.

Looking back at the previous examples, one might think that marketing is strictly
for-profit. Why else might a person or an organization invest in a marketing activity if
not for profit? The answer this time is that marketing is not only for-profit. There are
several examples of people or organizations involved in not-for-profit marketing. For
example, the armed forces are actively seeking some brave new recruits. Physicians are
sending reminder cards to their patients to remind them of a checkup. Religious
organizations are involved in marketing in order to strengthen their parish and increase
the level of donations. Finally, environmental, human rights, and patient organizations
are investing millions of dollars for marketing their agendas and improving their effec-
tiveness. Obviously, the organizations mentioned are depending on the results of their
campaigns to ensure their long-term survival.

Based on this information, how can we define marketing? Here are some defi-
nitions of marketing from famous organizations or marketing thinkers. Marketing
is the process of planning and executing the conception, pricing, promotion, and
distribution of ideas, goods, and services to create exchanges that satisfy individ-
ual and organizational goals (American Marketing Association, 1985); marketing
is the management process responsible for anticipating and satisfying customer
requirements profitably (The Chartered Institute of Marketing, in Jenner, 2000);
marketing is a social and managerial process by which individuals and groups
obtain what they need and want through creating, offering, and exchanging prod-
ucts of value with others (Kotler and Clarke, 1987); and marketing is the entirety
of the business from the perspective of the customer (Drucker, 1993). Looking
through these definitions one concept stands out—satisfying customer needs. Most
experts would agree that marketing is all about identifying customer needs and
wants, and building products that will satisfy them. More precisely, marketing’s
scope is satisfying customer needs, thus retaining them, which leads to building
long-term relationships and ultimately acquiring more customers (see Figure 3.1).

The satisfaction of customer needs, wants, or demands is one of the core concepts
of marketing. As the other chapters of this book show, the role of marketing within
today’s organizations, from the conception of a new product idea to the product’s
decline and potential market withdrawal, is of paramount importance for satisfying
those customer needs. The pioneering work of Maslow has categorized these customer
needs, from the absolutely essential physiological needs, to the need for safety, to social
and love needs, to the self-esteem and self-actualization needs (see Figure 3.2).

The needs’ hierarchical pyramid model has been used extensively by marketers in
assessing, categorizing, and targeting their product offerings toward the satisfaction of
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Figure 3.1. The scope of marketing
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these needs. Products exist today that satisfy almost all of these human needs to a vary-
ing degree of customer satisfaction. However, one of the axioms of today’s marketing
is that not all of these needs have been satisfied by marketable products, or that the
customer may not be aware of some of these needs, which -are voids that marketing
attempts to fill. Another way of looking at the needs-to-marketing relationship is the
schematic presented in Figure 3.3. Thus, customer needs, wants, and demands neces-
sitate the design and commercialization of new products, which in turn represent an

Figure 3.2. Maslow’s Hierarchy of Needs
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Figure 3.3. Core concepts of marketing
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internal customer value, a cost, and a level of satisfaction. This leads to a monetary
exchange, which is the prerequisite for the formation of a market and the application
of marketing.

MARKETING MANAGEMENT

Having discussed the concept of marketing, we can now discuss the art of blending all
the required marketing activities into a coherent, strategic framework. Marketing man-
agement is the analysis, planning, implementation, and control of programs designed
to bring about desired exchanges with target markets for the purpose of achieving
organizational objectives (Kotler, 1980). As Figure 3.4 shows, the marketing manage-
ment process has six distinct components. These include

1. analysis of the environment, competition, and the organization, which leads

to the identification of marketing opportunities;

study of the market and identification of distinct market segments;

3. marketing strategies specifically designed for the chosen market segments;

4. detailed planning of marketing programs and activities created to achieve
the previously set strategic objectives;

5. organization and implementation of a network of marketing activities; and

6. evaluation and control of all marketing activities.

&

These marketing processes and activities are planned, executed, and evaluated by a
variety of marketing managers, who hold different titles and stand at different hierar-
chical levels within the organization.

Is marketing management, then, a creative activity or a science? It is probably a
blend of both. As a science, marketers can study today’s marketing intricacies and
techniques in an academic environment. As a creative activity, some marketers with-
out an academic marketing background can succeed with charisma and enthusiasm.
Whatever the contribution of each pathway, a sound academic base can only enhance
and bring such charisma to the surface.

Figure 3.4. The marketing management process
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PHARMACEUTICAL VS. CONSUMER MARKETS

Suppose you were a successful consumer goods marketer that, after a proven track
record, was hired by a pharmaceutical multinational to market its new line of antibi-
otic products. With the didactic content of your MBA studies fresh in your mind and
the successes of your marketing career fresh in your heart, you would go about creat-
ing new product development plans, advertising campaigns, and unique selling points.
Clearly, however, after talking to prescribers, regulators, and your own medical sales
representatives, you would discover that pharmaceutical markets bear distinct differ-
ences from your prior battlefields.

Peculiarly enough, the patient consuming your product is neither the decision
maker, nor the buyer. Additionally, ethical, regulatory, and liability considerations
would be much higher in the case of antibiotics than electric home appliances. And
finally, brand loyalty and price sensitivity would be less of a problem than the fierce
competition seen in the computer or travel industries. An overview of the main dif-
ferences between consumer and pharmaceutical markets is presented in Table 3.1.

What, then, are some of the particular aspects of pharmaceutical marketing? They
are: (a) more stringent regulation of the industry as opposed to consumer markets—
a level of regulation matched by very few other sectors (for example, airline travel);
(b) the necessity for huge R&D investments, often surpassing 20 percent of annual
revenues; (c) the sensitive issue of patient rights; and (d) a variety of other ethical
issues, such as animal welfare and environmental protection.

ETHICAL CONSIDERATIONS OF
PHARMACEUTICAL MARKETING

As previously noted, pharmaceutical and consumer markets, with their many similarities,
also have significant differences that set them apart. Related to the idiosyncrasies of the
pharmaceutical market is the fact that the marketing of pharmaceutical products,
although revered and admired in other sectors, is all too often the recipient of strong crit-
icism from consumers and authorities alike. In fact, the marketing of pharmaceutical
products is often thought of as wasteful, intrusive, and manipulative, as well a cause for
lower healthcare quality, social inequality, and unnecessary demand. And indeed, in the
lay person’s eyes, a medication is only a social good, which should be either completely
reimbursed by the state or sold at cost by the manufacturer for the good of humankind.

Table 3.1: Comparison of Pharmaceutical to Consumer Markets

Pharmaceutical Consumer

The consumer is the decision maker Not true True

The consumer pays directly for the product Not true True
Product brand loyalty Higher Lower
Importance of ethics Higher Lower
Degree of government regulation Higher Lower
Liability considerations Higher Lower
R&D complexity Higher Lower
R&D on humans necessary Yes No

R&D costs Higher Lower

Price sensitivity Lower Higher
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Figure 3.5. Organizations conducting marketing activities
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In other words, why should pharmaceutical manufacturers use extravagant advertising,
which drives their prices up or creates social inequalities among different social classes?
Several authors have already addressed these ethical issues, and the debate is frequently
rekindled. The following list summarizes why some of these criticisms are faulty, using the
framework first proposed by Kotler and Clarke (1987) on healthcare marketing in general.

Criticism Why false

Wasteful The pharmaceutical industry is a for-profit sector, like so many
others (automobiles, energy, and food). Industry players allocate a
small portion of their revenues to marketing activities in defense of
industry or generics competitors (see Figure 3.5). A scenatio of
completely abolishing marketing expenses by shifting them into
new R&D is a utopia because R&D, or any other department,
cannot work in a vacuum.

Intrusive Healthcare professionals often describe horror stories of hard-selling
industry representatives. While this phenomenon may hold true for a
small percentage of sales professionals or their employers, it is by no
means representative of the vast majority of innovative manufacturers
who maintain high-quality, ethical standards of conduct, abide by
national and international guidelines, and have gained the respect and
partnership status from healthcare professionals around the world.

Manipulative Industry critics often attack all industry-sponsored medical activ-
ities, including congresses, continuing medical education, and
research. Nevertheless, the conduct of these activities is super-
vised and controlled by relevant institutional, government, or
trade bodies, and the synergy resulting from such interaction is
recognized by many as a force of innovation and advancement.

Lowers The promotion of pharmaceutical products cannot influence the
healthcare healthcare professionals’ and patients’ mindset if the promoted
quality products lack necessary merits or do not satisfy unmet thera-

peutic needs. To the contrary, the successful commercialization
and promotion of innovative medicines is the sole fuel used by
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large R&D departments constantly looking for new therapeutic

solutions.
Creates The promotion of innovative and often high-priced pharmaceutical
social products is not the origin of social inequality per se. Industry
inequality professionals are not designing new product offerings with certain

social classes in mind. Instead, they are offering new innovarions
to humankind’s therapeutic medicine chest. However, government
or private organization insurance and reimbursement policies may
be deemed unequal, and it is up to the citizens or employees to
correct these injustices within the available democratic procedures.

Creates The promotion of pharmaceutical products to prescribers or
unnecessary  direct-to-consumers (DTC) is not the cause of overprescribing or
demand overconsuming pharmaceutical medications. These phenomena

are related to a variety of demographic and social factors, which
can be influenced positively through education and information
for prescribers and patients on the merits of optimal treatment
guidelines, compliance, and mutual dialogue. These are issues
that have been addressed by the disease management movement.

THE MARKETING MIX

The result of marketing activities is a mix of product characteristics and benefits, com-
monly called the marketing mix, a term first introduced by Borden in 1964. The basic
elements of the marketing mix are the product, price, place, and promotion (collec-
tively coined the four Ps of marketing). Figure 3.6 shows some of the main elements
constituting each of the four Ps, which are discussed in detail (see also Table 3.5).

Figure 3.6. Marketing’s 4 Ps
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Product

The foremost element of the marketing mix is the product. This term encompasses the
combined offerings of the seller to the customer, and may have a tangible or intangi-
ble nature. For example, a product can be a physical good (leather bag, computer, or
pencil), a service (haircut, shoe polish, or train ticket), or even an idea (environmental
protection, political amnesty, or patient advocacy). A variety of definitions have been
given to describe the product, including the following two: (1) “Anything that can be
offered to a market for attention, acquisition, use, or consumption that might satisfy
a want or need” (Kotler, 1991); and (2) a good, service, or idea consisting of a collec-
tion of tangible and intangible attributes that satisfies consumers and is received in
exchange for money or some other unit of value (Zikmund and D’Amico, 1996).

One of the elements of the product concept is the existence of multiple product fea-
tures that, even in the case of goods, can be tangible or intangible and physical or emo-
tional. Figure 3.7 presents the concept of core and augmented product features. For
discussion purposes let us use the example of an automobile for Jooking at the various
product features associated with it.

Generic product features is a term describing the inherent product features, which, in
the car’s case, are its engine, seats, windows, body, and so on. This term should not be con-
fused with the “generic pharmaceutical” term, which is explained later. Expected features
are those existing in the mind of the customer, which are not necessarily present in all
makes and models, such as fast acceleration or high maximum speed. Augmented product
features is an extremely critical term, used to describe all other features, services, and ben-
efits the car manufacturer bestows on its model in order to make it more appealing to the
customer. For example, a spare tire is an augmented feature, as is financing provided by
the dealer, or free engine service, or free roadside assistance for a period of time. These aug-
mented features play a significant role in the commercial success of the car model; thus
car marketers go to great lengths in offering the most appealing features to their clientele.

Figure 3.7. Core versus augmented product features
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They can even be categorized as physical (car alarm or gold plated key ring), logical (road-
side assistance), and emotional (a convertible’s image as a status symbol).

Products similar in nature and aimed at the same customer segment are often
grouped by organizations in product lines or sets of products with similar features and
marketing needs. A company’s product portfolio is characterized by product line width
and depth, as shown in the example of a pharmaceutical portfolio in Figure 3.8. Thus,
a product line width is the number of different product lines within the organization,
while a product line depth is the number of individual products within the same prod-
uct line.

A pharmaceutical product, or drug, is broadly defined as any chemical agent that
affects the processes of living. Related terms include pharmacology, the science focus-
ing on the history, source, physical and chemical properties, compounding, biochem-
ical and physiological effects, mechanisms of action, absorption, distribution,
biotransformation and excretion, and therapeutic and other uses of drugs; pharmaco-
kinetics, the pharmacologic area dealing with the absorption, distribution, biotransfor-
mation, and excretion of drugs; and pharmacodynamics, the area dealing with the study
of the biochemical and physiological effects of drugs and their mechanisms of action
(Goodman Gilman, 1990). Figure 3.9 shows a pharmaceutical product’s essential fin-
gerprint signatures. These include the product’s nomenclature, its mandatory accom-
panying documentation, and its labeling.

Recent decades have seen a dramatic transformation of the characteristics and val-
ues of any pharmaceutical product. These shifts have come about from environmental
changes such as the empowerment of patients, government measures around the globe
to reduce healthcare costs, changing prescriber needs, or even the increased globaliza-
tion and communication between healthcare stakeholders around the world. A decade
ago, a concerned patient needed only a blood cholesterol-reducing pill. Today, the con-
certed environmental forces surrounding the pharmaceutical industry are demanding
a more efficacious, safe, and easy to use medication, accompanied by disease treatment

Figure 3.8. Product line width and depth
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Figure 3.9. A pharmaceutical product fingerprint
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guidelines, offered by a company that cares about the patient’s quality of life as well as
the environment, at an affordable price in all parts of the world (Table 3.2).

Due to the changing nature of pharmaceutical products, each product aimed at suc-
cessfully competing in its therapeutic category has to catry a set of product and eco-
nomic components that are well defined and superior to the offerings of competitors.
Together, these components make up only a part of the perceived product value in the
eyes of stakeholders. Product components can be distinguished in core values (efficacy,
safety, and ease of use) and augmented values (see Table 3.3).

But why do physicians prescribe a particular pharmaceutical over a competitive
product? And, why do patients seem to develop a brand loyalty to one of the many
products taken by them during their life? It is important to realize that, as in the case
of a consumer buying a “hole” instead of a “drill,” a patient buys a product benefit
instead of a product characteristic. Indeed, patients of all ages buy a decrease in body
temperature or relief from the itching caused by a topical burn. A concerned mother

Table 3.2: The Evolving Nature of a Pharmaceutical Product

View Description Customer Benefit
Old Blood cholesterol-reducing pill Cholesterol lowering
Modern Revolutionary, efficacious, and safe active substance plus Efficacy and safety
Patient-friendly administration device plus Painless use
Disease management services plus Treatment guidelines
Innovarive disease prevention ideas plus Prevention
Patient well-being-minded employees plus Caring
Patient-, environment-, and cost-minded organization plus Affordability, Ecology

Product availability for all mankind (not market-restricted) Universal access
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Table 3.3: Characteristics of Pharmaceutical Products

Product Components Economic Components

Core values Augmented values Price-related Nonprice-related
Efficacy Ease of use Actual price Distribution channels

Safety Temperature stability Competirive pricing Channel intensity

Tolerability Shelf life Price-value relationship Channel length

Speed of action Patient education Discounts Channel integration

Quality Physician information Return-on-investment Promotional level
Cost Patient association support Promotional channels
Mail delivery Advertising intensity
Company Web site Personal selling effort

Branding

buys decreased swelling in her child’s allergic skin. Table 3.4 provides examples of var-
ious patient benefits offered by modern pharmaceuticals.

Place

The second element of the marketing mix is place—are the customers exposed to the
company’s product offerings in the right place, at the right time, and in the right con-
dition? The term “place,” therefore, refers to physical distribution, channel manage-
ment, and customer service. The process of physical distribution involves activities
such as transportation, warehousing, materials handling, packaging, and so on, and is
extensively discussed in Chapters 12 and 13.

A channel of distribution is a group of individuals, processes, and systems that have
been set in place to facilitate the transfer of a product from the manufacturer to the
hands of the final consumer in an efficient and effective manner. In essence, the
involved individuals are distribution intermediaries, and include distributors, whole-
salers, agents, brokers, shippers, freight-forwarders, retailers, and others. A typical eth-
ical pharmaceutical distribution system is shown in Figure 3.10.

Figure 3.10. Ethical pharmaceutical distribution channels

Manufacturer
Distributor
|
I | |
Hospital Pharmacy Wholesaler Retail Pharmacy
Customer Retail Pharmacy Customer

|

Customer
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Table 3.4: Are Patients Shopping for a “Drill” or a “Hole™?

Product Characteristic Patient Benefit

Efficacy No fever . . . independence

Safety No complications . . . risk-free mindset
Tolerability No injection site redness . . . Same appearance
Dosage Once weekly . . . Freedom to travel

Route of administration Oral syrup . . . Mixing with morning milk
Formulation Pre-filled syringe . . . Hassle-free therapy
Information Informed choice

Price

The third element of the marketing mix—price—refers to pricing objectives and
strategies, price adjustments, and payment terms. This is an often-misunderstood
term because it represents different things to different people. In general terms, price
is the value attributed to a product or service. What is important in every exchange
of a product or service for a price is the price fairness, or price-benefit relationship.
For example, a high profit-earning price for the seller may be an unfairly high price
for the buyer. Alternatively, a budget price sought by the buyer may not be the opti-
mal income-making price for the seller. Therefore, it becomes essential for each seller
to thoroughly evaluate the customers’ price perceptions and expectations, and charge
his or her product offerings accordingly. In the eyes of the buyer, a product’s price
perception is a mix of its quality, functionality, competitors’ product prices, and per-
sonal benefits expected from its purchase. On the seller’s side, price is revenue- and
profit-making; thus the profitability, financial stability, and long-term survival of the
organization may depend on setting a proper price.

The elements of price, price-influencing factors, and concepts of price sensitivity
and elasticity, as well as different pricing strategies as pertaining to the sale of pharma-
ceutical products are thoroughly discussed in Chapters 14 and 15.

Promotion

Once marketers have created a product that is appealing to customers, identified a fair
price, and made it physically available to the final consumers, they must then present
their products by marketing them to consumers. This important task is achieved
through promotion, which includes advertising, public relations, sales promotion, and
personal selling. These elements are shown in Figure 3.11.

The four elements of promotion comprise what is called the promotional mix, which
companies create in various ingenious ways to communicate their product or company
advantages to their publics. These elements are represented in Table 3.5 and further
discussed in Chapters 16 through 20.

PHARMACEUTICAL MARKETING ENVIRONMENT

Let us now look more closely at the pharmaceutical marketing environment and try to
identify the various internal and external factors that have an influence on pharma-
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Figure 3.11. The elements of promotion

Advertising Personal selling

Promotion

Public relations Sales promotion

ceutical products’ success in the marketplace. Table 3.6 lists the main environmental
factors contributing to the industry’s environment. A marketer would identify internal
industry factors intrinsic to the pharmaceutical company as the mission, resources, and
culture. Other factors include those who have a close relationship to its operations or
can be affected by its strategy and tactics, such as distributors, prescribers, and
financers. On the other end of the spectrum, external factors include political, eco-
nomic, social, technological, or natural factors, whose influences are more indirect but
often very important for the success of the company’s efforts.

The analysis of environmental factors affecting the industry is critical to the design
of successful marketing strategies, and is described by the terms situational and com-
petitor analysis, which are presented in subsequent chapters. Furthermore, suppliers’
power and other competitive forces surrounding the industry are discussed in Chapters
12 and 13.

PRODUCT MANAGEMENT

A company’s marketing department structure is illustrated in Figure 3.12. Central to
this organizational structure is the existence of distinct strategic business units (SBUs),
usually focused on separate therapeutic areas, and directed by Business Unit Managers
(BUMs). Each BUM leads a structure of marketing and sales professionals to collec-
tively work for the achievement of the business unit goals. The core professionals
working for a given business unit are product managers, medical affairs managers, and
sales managers.

Pharmaceutical product managers, or brand managers, are the core marketing strate-
gists of the company. They are supposed to be true “product champions,” that is, the
professionals deeply involved and knowledgeable in all aspects of product development,
premarketing, marketing, and life-cycle management. The merits of this critical posi-
tion have been studied by many marketing experts who have expressed both advantages
and potential disadvantages for such a job title (see Figure 3.13). Nevertheless, it
remains at the core of pharmaceutical marketing departments worldwide and is respon-
sible for most pharmaceutical product aspects consumers are aware of.
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Table 3.5: Marketing Mix Variables for Pharmaceutical Products

4 Ps

Component

Description

Product

Price

Place

Promotion

Benefits

Attributes

Quality

Safety

‘Warranties

Pricing objectives

Customer demand

Competitor pricing

Discounts

Channel objectives

Channel structure

Trade barriers

Physical distribution

Promotion objectives

Advertising

Personal selling

Public relations

Sales promotion

Better quality of life, reduced disease symptoms, reduced hospi-
talizations, independence, ability to work and enjoy family life

Formulation characteristics and ease of use, taste (if oral), local
discomfort (if injectable), needleless injector device, child-safe
bottle cap

Efficacy, safety, tolerability, active substance, inactive ingredients,
packaging, administtation device, precipitation of solution

Safety, tolerability, drug interactions, contraindications, special
warnings, overdosage, existence of antidote, safety index, long-
term effects

Active substance quantity, expiration date, no solution precipitation,
no binding with container glass or IV tubing, return policy, credit

Meet competition, build image, satisfy intermediaries, increase sales
volume, sensitize customer, maximize income, abide by regulation

Customer perceptions, adoption rate, primary and secondary
demand, elasticity of demand, cost structure, life-cycle stage,
market potential

Price levels and cost structure, pricing objectives and policies, dis-
counts, tender pricing, price leadership, price war, entry barriers

Cash or volume discount, free delivery, promotional allowance,
price hold, extended credit, lower interest, sale or return policy,

package deals

Delivery speed, frequency and consistency, inventory availability,
condition of delivered goods, invoicing accuracy, customer service

Integration, number of intermediaries, distributors, wholesalers,
retail independents, retail chains, brokers, agents, shippers,
Web dispensing

Import quotas and licensing, standards requirements, domestic
subsidies, customs, taxation, profit repatriation, parallel
imports, embargoes

Water, railroad, motor, air, shippers, freight forwarders, inter-
modal carriers, brokers, agents, time, costs, reliability, bill of
lading, tracking

Inform, persuade, remind, prescribing decision, push and pull,
target audience, product characteristics

Regulation, direct and indirect channels, objectives, budgeting, mes-
sage decision, media and agency selection, production, evaluation

Prospecting, uncovering customer needs, product detailing, key
accounts, information, demonstration, negotiation, maintain-
ing relationships

Press relations, events, exhibitions, speeches, philanthropy, writ-
ten and audiovisual PR material, internal PR, agency selection,
planning

Premium incentive, point-of-purchase display, coupon, specialty
printing, promotion fulfillment, telepromotions, refunds,
rebates, sweepstakes
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Table 3.6. Overview of the Pharmaceutical Marketing Environment

Internal

Influencing Factors Players

Suppliers Intermediaries Customers
Financial resources Raw material producers Distributors Physician s
Mission R&D marerial producers Advertisers Nurses
Structure Equipment manufacturers PR firms Patients
Technology Financial services Hospitals
Culture Wholesalers
R&D Pharmacists
Qualiry/Leadership/Creativity General public

External Factors

Political Economic Social Technological Natural
Legislation Inflation rate Demographic:  New products Shortages
Government agencies Interest rate Age structure  New markets Renewable
Lobbyists Credit availability Family Increased efficiency Energy costs
Governments are: Disposable income Race Robotics Pollution
Regularor Propensity to save Geography  Biotechnology Emissions
Purchaser Reimbursement Ethnic Genomics Packaging
Supplier HMOs Religion Internet Government intervention
Competitor Education
Occupation
Culture:

Basic values
Perceptions
Preferences
Behaviors

The key responsibilities of a pharmaceuticals product manager include the following;
managing, improving or modifying existing products; providing information/reports for
management; strategy development/marketing planning; new product development; pricing
policy; monitoring product performance/satisfaction; monitoring sales/profit performance;
forecasting/liaison with production; setting up/supervising trials and testing; advertising, PR,
and promotions; opinion leader relationships; and office/field sales training and support.

Figure 3.13. Product management structure advantages and disadvantages

PM advantages PM disadvantages
Cost effective Product line conflicts
Rapid reaction to market changes No functional expertise (e.g., sales)
Attention on small brands Distancing from sales
Training efficiency Career tied to short PLC
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What Is Marketing Strategy?

Pharmaceutical companies put one dollar out of every five dollars of rev-
enue back into research and development—a higher percentage than vir-
tually any other U.S. industry.

Pharmaceutcial Research and Manufacturers
of America (PhRMA), 1998

The previous chapter described marketing management as the analysis, planning,
implementation, and control of programs designed to bring about desired exchanges
with target markets for the purpose of achieving organizational objectives. One of the
core elements of this process is planning, that is, setting the course toward a desired
destination. The planning process has also been called “crafting a strategy,” in reference
to the war strategies crafted by skillful, decisive generals. In the business world, straz-
egy is a statement describing the general course the company will follow to achieve its
objectives. It helps companies focus on a “strategic competitive advantage,” avoiding
wasted efforts and resources seeking customers whose needs can be better satisfied by
a competitor. A strategy is needed for these two reasons: (1) to proactively design the
course of action; and (2) to align and coordinate every member of the organization.
Who sets the strategy in the organization? Is it a top-down approach, where top com-
pany executives design the company strategy and communicate it directly to the front sales
people? Or can it be a bottom-up approach, where skilled sales and marketing managers
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respond to the customers by designing the company strategy for everyone else to follow?
The answer is that corporate strategy follows a thoroughly planned cascade, as seen in
Figure 4.1, starting with the definition of the company’s vision by the top management.

The first step in this procedure is setting the corporate vision, namely, the desired
state of the organization in the future. Next, comes setting the mzission, that is, creating
a set of directions to achieve the vision. The mission is a reflection of internal capabili-
ties. It emphatically describes the reason for the company’s existence. Some of the essen-
tial contents of a company’s mission statement are its core products, target customers,
company values, and geographical and technological areas that define its existence. A
detailed presentation of the contents of a mission statement is presented in Table 4.1.

Following setting the company’s mission, corporate objectives are defined; for
example, the required standards of company performance within a given therapeutic
category worldwide. The corporate objectives are then translated into SBU objectives,
as in Chapter 3. You may remember that an SBU is a functional team usually focused
on marketing a single therapeutic area. Some of the basic SBU characteristcs are that
it is separately planned, has respective competitors, and possesses a responsible and
accountable management team.

An SBU objective could be the capture of a 50 percent unit market share, or a 20
percent value sales growth in the next year. These objectives are then broken down into
individual product objectives, such as 20 percent market share of product A and 7 per-
cent market share of product B. The individual product objectives are transformed
into marketing objectives, for example, the prescriber awareness level of the given
products is to be over the 80 percent mark by the end of next year. The marketing
objectives give rise to sales objective, that is, to achieve a certain amount of unit/value
sales for product A. Finally, total company sales of product A are broken down into
district sales and then into personal sales representative objectives, which in turn help
define company’s objectives from individual prescribers or hospitals. A detailed exam-
ple of the strategic cascade is presented in Table 4.2.

During the process of crafting a corporate strategy cascade, pharmaceutical mar-
keters should remember the following important points. The vision must be commu-
nicated throughout the organization; a clear strategic direction must be formulated;
the strategy must be linked to the planning and budgeting process; and the strategy
must be effectively implemented, evaluated, and periodically revised.

Figure 4.1. Corporate strategy levels

Custgmer satisfaction

Sales objectives

Markgting objectives
Product?)bjectives

Therapeutic\area (BU)
objectives

Corporate objectives

Vision N
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Table 4.1: What's in a Mission Statement?

Alternative Names Role Contents Example

Misston Set the starting points Core products To become market
leaderin . ..

Corporate objectives Give directions Target customers By yearly growing by . . .

Reason for existence Unite the people Geographic areas ...bytheyear...

Credo Define product mix Core technologies  Harnessing
biotechnology . . .

Creed Define markets Company values .. . to provide our
partners with . . .

Corporate belief Describe organizations  Survival, profit, And becoming the

and growth goals  preferred partner. . .

Corporate goals and values  Set geographical areas

Corporate philosophy Define market ranking

Management statement Identify core technologies

Raison d’étre Define desired growth

Guiding principles Identify the self-concept

Foundations Set desired public image

Value statement
Business purpose

CASE STUDIES

Let us now study the mission and value statements of two of the world’s foremost phar-
maceutical multinationals, namely, Merck & Co., Inc. and Schering-Plough
Corporation.

Merck & Co., Inc.

Merck & Co., Inc. is a leading research-driven pharmaceutical products and services
company. Merck discovers, develops, manufactures, and markets a broad range of
innovative products to improve human and animal health. The Merck-Medco
Managed Care Division manages pharmacy benefits for more than forty million
Americans, encouraging the appropriate use of medicines and providing disease man-
agement programs.

Table 4.2: The Corporate Strategy Cascade

Level Example of Goal

Vision statement Become the preferred partner to our stakeholders.

Mission statement Capitalize on our biotech expertise within categories X and Y.
Corporate objective Achieve market leadeship in the therapeutic category.
Business unit objective Show a 15% market growth in the category.

Product/market objective Increase product A’s market share by 7%.

Marketing objective Communicate product A’s unique selling points to specialists.
Sales objective Reach value sales of 65 million Euros with product A.

Sales district objective Achieve sales of 11 million Euros for the South district.

Sales person objective Have sales of 1.5 million Euros coming from John Smith’s territory.
Key account objective Achieve sales of 260,000 Euros from Professor Z.

Customer satisfaction Get a 90% Quality of Life rating from Professor Z’s patients.
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QOur Mission

The mission of Merck is to provide society with superior products and
services—innovations and solutions that improve the quality of life and
satisfy customer needs—to provide employees with meaningful work and
advancement opportunities and investors with a superior rate of return.

(Merck & Co., Inc., 1999. Reprinted with
permission of Merck & Co., Inc.)

Our Values

Our business is preserving and improving human life. All of our actions
must be measured by our success in achieving this goal. We value above all
our ability to serve everyone who can benefit from the appropriate use of
our products and services, thereby providing lasting consumer satisfaction.

We are committed to the highest standards of ethics and integrity. We
are responsible to our customers, to Merck employees and their families, to
the environments we inhabit, and to the societies we serve worldwide. In
discharging our responsibilities, we do not take professional or ethical
shortcuts. Qur interactions with all segments of society must reflect the
high standards we profess.

We are dedicated to the highest level of scientific excellence and com-
mit our research to improving human and animal health and the qual-
ity of life. We strive to identify the most critical needs of consumers and
customers, we devote our resources to meeting those needs.

We expect profits, but only from work that satisfies customer needs
and benefits humanity. Our ability to meet our responsibilities depends
on maintaining a financial position that invites investment in leading-edge
research and that makes possible effective delivery of research results.

We recognize that the ability to excel—to most competitively meet
society’s and customers’ needs—depends on the integrity, knowledge,
imagination, skill, diversity and teamwork of employees, and we value
these qualities most highly. To this end, we strive to create an environ-
ment of mutual respect, encouragement and teamwork—a working envi-
ronment that rewards commitment and performance and is responsive to
the needs of employees and their families.

(Merck & Co., Inc., 1999. Reprinted with

permission from Merck & Co., Inc.)

Schering-Plough Corporation

Schering-Plough is a worldwide pharmaceutical company committed to
discovering, developing and marketing new therapies and treatment pro-
grams that can improve people’s health and save lives.



What Is Marketing Strategy 67

The Company is also a recognized leader in biotechnology, genomics and
gene therapy.

Core product groups are allergy/respiratory, anti-infective/anticancer, der-
matologicals and cardiovasculars.

Pharmaceutical product lines are complemented by health management
programs, a growing worldwide animal health business as well as leading
consumer brands of sun care, foot care and over-the-counter products.

Innovative research, effective marketing and solid financial management
have enabled the Company to achieve significant sales growth, deliver
superior financial results and reward shareholders.

(Reproduced with permission of Schering-Plough
Corporation. All rights reserved.)

FROM WORLDWIDE VISION
TO LOCAL TACTICS

How do pharmaceutical company managers move from a theoretical and futuristic
vision statement to actual strategy and tactics pertaining to every level of the organi-
zation, down to the level of a single medical sales representative? In broad terms, there
are three main considerations in crafting a corporate strategy.

¢  Where are we now?
e Where do we want to go?
¢ How do we get there?

The distinct steps involved in the pharmaceutical strategy framework, as well as
each step’s content, time frame, and objectives are summarized in Table 4.3.

DEFINITION OF MARKETING STRATEGY

Having defined its core portfolio strategies for the organization for the next several
years, a company then creates individual department strategies covering every organi-
zational aspect and contributing to the overall strategic plan. Thus, as Figure 4.2
shows, strategies are created for manufacturing, finance, R&D, distribution, human
resources, and marketing functions.

Marketing strategy is a plan identifying what basic goals and objectives will be pur-
sued and how they will be achieved within the specified time. The strategy develop-
ment framework is shown in Figure 4.3.

See Table 4.4 for marketing strategy components. The detailed analysis and discus-
sion of these elements is presented in the following chapters.

Marketing strategies may refer to therapeutic areas (e.g., infectious diseases), prod-
uct lines (e.g., third generation cephalosporins), or individual products (e.g.,
cephalosporin A). The latter is a product strategy, that can apply either to a global or a
national scale.
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Figure 4.2. Corporate strategy components
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STRATEGIC PLANNING

Strategic planning is the process of envisioning a desired future state, defining goals
and objectives, and designing marketing and other organizational strategies and tactics
to be implemented in the future. Planning is not only analysis and evaluation of the
status quo, but also consideration of possible future scenarios, and design of alterna-
tive company strategies in anticipation of changing trends. Planning takes place at all
company levels within the strategic cascade framework described at the beginning of
this chapter. Thus, it can be in the form of executive committee planning sessions at a
remote resort, planning the company’s future in the next twenty-five years, or it can be
the individual brainstorming of sales force representatives for next week’s call plan.
Furthemore, strategic planning is an essential tool for either headquarter or subsidiary
organizations, each looking at marketing strategy from their respective operational
environments perspectives. This fact does not, by any means, imply that subsidiary
entities may have opposing or conflicting strategies with those set by headquarters.
Instead, they should both be focused on the same objectives and goals and define their
activities within their respective geographical boundaries.

Figure 4.3. Strategy development framework

Strategy development framework
External ‘ Seif- q Strategy ‘ Strategy
analysis analysis identification selection
Product strategies:
Customers Positioning Deveiop scenarios
Competition ‘ Performance ‘ Targeting ‘ IConsistent with vision
Market analysis Profiling Core competencies
Environment Functional strategiesﬂ Feasibility
Differentiation
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Table 4.4: Marketing Strategy Components

Corporate Strategy

Strategic objective
Strategic focus
Customer targets

Expand market share, increase profitability.

Expand market, penetrate market, increase productivity.
Target segments, position the product.

Competitor targets

Differential advantage

Marketing mix

Organization and implementation

{Doyle, 1994.)

Define competitive positioning and competitive strategy.
Create a segmentation and positioning plan.

Products, prices, promotions, distribution.

Structure and systems, professionalism, commitment.

NN R e

The planning process can be divided into distinct planning stages, as described in
Table 4.5. Each of these planning stages are presented in later chapters, under the
scope of a practical pharmaceutical marketing guide.

STRATEGY VS. TACTICS

Let us now focus on some relevant terms associated with strategic planning. A strategy
is a statement describing the course toward objectives. Objectives are the desired desti-
nation points of the strategic journey. A pharmaceutical marketing objective is a phar-
maceutical product’s goal within a defined market and time; for example, to achieve
sales of 1 million U.S. dollars in the oral contraceptives market in 2001. Tactics are the
specific activities designed to implement the crafted strategy; for example, the imple-
mentation of a TV advertising campaign during the next few months. Furthemore,

Table 4.5: Pharmaceutical Planning Stages

Identify and evalu-  Analyze market Plan a market Prepare and exe- Control efforts
ate opportunities  segments and position and cute a marketing and evaluate the
select target develop a market- plan results
markets ing mix strategy

Identify unmet Situation analysis  Position product ~ Describe Evaluate sales and
therapeutic needs offering situation shares
Assess total Environmental Profile product Present therapeu-  Evaluate
market size scanning offering tic areas positioning
Construct patient  Environmental Develop product  Describe Evaluate pricing
journeys monitoring strategy positioning
Identify target SWOT analysis Develop distribu-  Define sales Evaluate
physicians tion strategy objectives distribution
Evaluate physicians’ Competitor Develop pricing Describe market-  Evaluate
needs analysis strategy ing tactics promotion
Identify pipeline Identify key suc- Develop promo-  Allocate resources  Make
candidate cess factor tional mix adjustments
Assess candidate’s Identify leadership ~ Set marketing Perform profit Measure changes
profile niche goals and loss
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Table 4.6: Examples of Pharmaceutical Marketing Strategy and Tactics

Strategy Tactics

Become market share leader. Hire and train 15 new sales representatives.

Grow sales by 20% every year. Visit key accounts once weekly.

Penetrate 10% of market in launch year. Prepare 3 new detail aids per year.

Achieve 75% product awareness level. Organize launch symposium on Malta.

Have sales force ranked among top 5. Conduct 4 prescriber focus groups.

Capture 40% unit market share next year. Conduct DTC campaign during hay fever season.
Gain product reimbursement fast. Distribute 1,000 new product gimmick.s

assumptions are “calculated guesses” of the future on which important strategic impli-
cations are based; for example, it is assumed that the newly launched product will gain
reimbursement status in its third year of sales. Table 4.6 lists some examples of phar-
maceutical product strategies and tactics.
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In 1997, of a worldwide total of 52.2 million deaths, 17.3 million were
due to infectious/parasitic diseases, 15.3 million due to circulatory dis-
eases, 6.2 million due to cancer, 2.9 million due to respiratory diseases,
and 3.6 million due to perinatal conditions.

WHO, 1998

In the constantly changing pharmaceutical market environments characterized by vast
R&D costs, heightened competition, increased regulation, and ever more demanding
consumers, pharmaceutical marketers are called upon daily to make critical judgments
and decisions. They evaluate a market’s potential, the possible influence of new gov-
ernment regulatory restrictions, the effect of past price lowering by competitors, or the
extent to which a new product satisfies the needs of prescribers and patients.

In addition to their prior education and professional experience, they rely on accu-
rate, timely, and detailed information describing the factors that have, are, or will be
affecting their business-operating environment in the future. This same information
allows them to identify potential problems and opportunities, compare their therapeu-
tic offerings with the competition, and test new ideas against customers needs, wants,
and attitudes. Some experts even claim that, in the Twenty-first Century, the pharma-
ceutical industry will be relying equally on internal competencies, financial resources,

73
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and information. Based on this, the logic that underlies the concept of marketing
research may now be better understood. Some definitions of marketing research are:

the systematic and objective process of obtaining information needed for

taking marketing decisions (Zikmund and D’Amico, 1996)
and

the function that links the consumer, customer, and public to the marketer
through information—information used to identify and define marketing
opportunities and problems; generate, refine, and evaluate marketing actions;
monitor marketing performance; and improve understanding of marketing
as a process. Marketing research specifies the information required to address
these issues, designs the method for collecting information, manages and
implements the data collection process, analyzes the results, and communi-
cates the findings and their implications goals (American Marketing
Association, 1987)

This chapter describes what marketing research is, the process of designing and con-
ducting research, and analyzing the data collected. It also presents some of the most
common information needs of pharmaceutical marketing professionals. Let us look
more closely at why market research is done in the first place: to identify unmet ther-
apeutic needs; to predict customers’ demand for a new medication; to identify why the
competition is successful; to find out the market size and growth; to know all category
product sales and market shares; to assess proper pricing; to identify demand season-
alities or trends; to prevent crises and failures; to identify key targets; to evaluate the
company’s public image; to measure prior successful new product launches; and to
suggest potentially successful advertising and promotion programs.

RISKS OF RESEARCH

Marketing research involves several risks, and this is especially evident in the sensitive
field of pharmaceuticals intended for human use. For instance, poorly designed market-
ing research may contain investigator’s bias or lead to erroneous interpretations that may
lead the company into an expensive and fruitless R&D plan or to implement a bad mar-
keting strategy. Such potential research risks include the following: bias (sampling/
nonsampling); confusing, subjective managerial beliefs with statistical significance;
confusing relationship with causality; expense; lack of confidentiality; over-relying on
quantitative data; poor design; time delay; wrong assumptions; wrong data; wrong inter-
pretation; and wrong type of research.

The following terms describe marketing research excellence. Research reliability refers to
whether the marketing research yields the same results in repetitive measurements. Research
validity refers to whether the marketing research yields the result it is supposed to give.

INFORMATION NEEDS

The pharmaceutical industry’s information needs are diverse and constantly expanding.
These needs can be categorized in large groupings, which include all aspects of the mar-
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ket environment, competition, and stakeholders. In general, pharmaceutical marketers
need information about prescribers, patients, retail pharmacies, hospital pharmacies,
wholesalers, academics, competition, and the market. A detailed listing of frequently
conducted marketing research tests by the industry is presented later in this chapter.

MARKETING INFORMATION SYSTEM

Following the definition of a marketing information need, the design of a thorough
marketing research plan, and the collection of relevant data, the pharmaceutical mar-
keter is often faced with the problem of vast amounts of data that need to be properly
stored, retrieved, analyzed, and distributed to all pertinent personnel within the organ-
ization. Therefore, it becomes critical to the whole process of marketing research to
design and implement a marketing information system (MIS) that conducts all these
tasks with accuracy, timeliness, and confidentiality.

Marketing information systems systems are usually based on computer hardware
and software systems, and are set up as illustrated in Figure 5.1. Let us look more
closely at this schematic. Internal and external information sources are combined to
create an internal marketing information database. A marketing decision maker (e.g.,
a marketing manager, a product manager, or a marketing research specialist) is then
required to extract meaningful conclusions from the collected data that adds compet-
itive advantage to the whole organization. In their evaluations, these professionals
often rely on an associated system called a decision supporz system, that is, a computer-
based application that offers the opportunity to incorporate market histories, product
life cycles, and future forecasts in a comprehensive marketing scenario playing.

The process in which a pharmaceutical marketer seeks answers to her or his mar-
keting questions starts with strategic research and then moves to concept, or perform-
ance, research (as shown in Figure 5.2).

Figure 5.1. A marketing information system

Marketing information system
Internat . External
Marketing Decision support system Marketing
Department Environment
Assessing . Market
. information lntern:l . Ntla;'ll_(etmg segments
Analysis needs records intelligence
Environmental
forces
Planning Marketing . X
Information decision Marketing Marketing
sharing support research channels
Impiementation Competitors
Control Publics

Marketing communications
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Figure 5.2. The marketing research process

Market research process

Strategic research

Concept/positioning
research

Performance
research

fenunpe-|  Marketing mix: Sales trialfrepeat
cﬁ;ﬁ?ﬁ;seds Product, price, place, Customer retention
Prescribing process unmet needs, name Attitudes
Purchase process Communications: Awareness
Brand, message Importance

PHARMACEUTICAL MARKETING RESEARCH SUBJECTS

Industry marketers have conducted marketing research on a wide variety of subjects.
They are presented below, along with their functions in the pharmaceutical industry
as determined by market researchers.

Prescriber

A prescriber’s function includes: brand awarenes; brand mapping; brand name testing;
campaign concept; company image; compliance testing; conjoint analysis; convention
research; creative input; customer attitudes; drug benefits rating; lead user analysis;
message recall (promotion audit); needs analysis; new product assessment; new prod-
uct forecasting; new product pricing; OL consensus; opportunity to prescribe; percep-
tual mapping; prescribing habits (date, specialty, monthly prescriptions, brand name,
therapeutic usage, new or continuing patients, authorized refills, size, value, strength,
dosage); price elasticity; product design and packaging; product positioning; product
profiling and segmentation; receiving promotional materials; readership; sales aid
quality; sales force quality; segmentation study; and situation analysis.

Patient

A patient’s function includes: alternative therapy awareness (brand, generic, OTC,
nonpharmacological); brand awareness; brand name testing; campaign concept;
company image; compliance survey; conjoint analysis; creative input; customer atti-
tudes; drug benefits rating; medication history; message recall; needs analysis; new
product assessment; new product forecasting; new product pricing; patient journey;
perceptual mapping; prescription by demography; prescription history (length before
switching, compliance, payment method, physician specialty); price elasticity; prod-
uct design and packaging; product image (value, adverse events, satisfaction, quality
of life); product positioning; product profiling and segmentation; product switching
(brand to brand/generic); quality of life; segmentation study; situation analysis; and
taste testing.
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Pharmacy Wholesaler

A pharmacy wholesaler’s function includes: attitude surveys (on return policy, terms and
conditions, competitive products); manufacturer-sponsored deals, and sales to retail outlets.

Retail Pharmacy

A retail pharmacy’s function includes: attitude surveys (on return policy, terms and con-
ditions, competitive products); inventory and stocking; manufacturer-sponsored deals;
market forecasting; brand and generic manufacturers carried; price lists; and retail sales.

Hospital Pharmacy

A hospital pharmacy’s function includes: attitude surveys (on return policy, terms and
conditions, competitive products); brand and generic manufacturers carried; competi-
tor distribution; incidence of infection, manufacturer-sponsored deals; market fore-
casting; patient stay duration; pharmacy inventory, usage, and stocking; price lists;
price elasticity; product dosage scheme prescribed; product efficacy by pathogen; prod-
uct formulary status; therapeutic class new member net price paid; product prescribed;
product route of administration preferred; product usage by diagnosis; product usage
by medical specialty; prophylactic/postoperative use; therapy prescribed on discharge;
and treatment outcome.

Competitor

A competitor’s function includes: core competencies; corporate strategy and goals; dis-
tribution strategy; financial analysis (assets, stock performance, brokerage house
reports); licensing strategy; management (key personnel, quality); organization (size,
structure, climate); patent portfolio; pricing strategy; R&D portfolio; sales perform-
ance; sales organization; and strengths, weaknesses, opportunities, and threats

(SWOT) analysis.

Industry/Market

The industry/market’s functions include: business strategy; disease management; disposal
of noncore interests studies; due diligence studies; emerging technologies; future trends;
generic penetration; industry news; investment research; key success factors; legal/regu-
latory environment; licensing opportunities; life cycle stage; market characteristics; mar-
ket potential, market segmentation; market share analysis; merger/acquisition
candidates; new product launches; patents survey (new, expiring); pricing environment;
R&D survey (chemical class, trial phase, mechanism of action, company, market);
prescription-to-OTC switches; and therapeutic area analysis.

Public

The public’s function includes: attitudes; child-proof medication packaging; demographic
changes; disease awareness; disease epidemiology; expectations from the government;
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healthcare priorities; healthcare services satisfaction; information distribution; lifestyle
needs and wants; patient family member needs; and unmet therapeutic needs.

PROCESS AND METHODOLOGY

The marketing research process can be divided into distinct steps, namely, (1) defin-
ing the problem; (2) setting the research objectives; (3) designing the research plan;
(4) selecting the optimal sample and its size; (5) collecting the data; (6) analyzing the
data collected; (7) creating a model based on the data; and, finally, (8) evaluating this
model and deciding on the optimal marketing strategy. A closer look at each of these
important steps follows.

Defining the Problem

This step is critical to the whole research process because the wrong definition of a
problem may lead pharmaceutical marketers to misleading and dangerous conclusions.
To illustrate the value of this step, think of a company that has just launched an inno-
vative, efficacious, and safe new asthma medication with disappointing first-quarter
sales. The marketing team is urgently assembled to discuss the reason for sluggish sales,
focusing on a single prescriber complaint of a high price burden for her patients. A
marketing research agency is called in and asked to investigate the price differential
among all therapeutic category competitors. Much later, this leads to the conclusion
that the high price of the innovative new product may, indeed, be blamed for the dis-
appointing sales, and a brave price cut is suggested. Simultaneously, however, thou-
sands of prescribing and purchasing interactions in the market may be revealing other
important factors, which have not reached the company. Can it be that the product
formulation is not patient-friendly? Or is it the prescribers who have never been prop-
etly detailed on the revolutionary and safe mechanism-of-action of the new product?
Or, irrelevant to the product characteristics itself, is it the low company image?

A commonly employed method used in marketing research problem definition is
exploratory research. This process uses a small number of interviewees and explores their
beliefs, attitudes, or actual experiences regarding a particular product to uncover the
often concealed reasons for their presribing or purchasing behavior. A more thorough
and expansive marketing research is then designed based on these findings. The pur-
poses of exploratory research are: (a) to develop hypotheses; (b) to better define the
problem; (c) to establish research priorities; (d) to collect information on research
methodologies; and (e) to test various alternatives.

Setting the Research Objectives

In setting the research objectives, the marketer must strive to be open-minded enough
to allow for investigation of far-fetched hypotheses, yet try to stay focused on the prob-
lems and issues that are influencing the market conditions or the product’s acceptance.
Often, research objectives are distinguished as primary and secondary objectives, with
emphasis and thoroughness placed on primary objectives, and less time and effort alot-
ted to secondary objectives. Consider the following example.
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A migraine medication is to be introduced to the [talian market. The company
marketers are busy creating their product’s targeting and positioning. They have con-
ducted their exploratory research, which led them to the definition of the following
research objectives: (1) Primary: which medical specialty primarily consults migraine
sufferers, what is their practice and prescription volume, what are their unmet needs,
and what are their current prescribing habits? (2) Secondary: how do they react versus
the product’s campaign alternatives, their brand awareness, and competitor company
image? The process of choosing marketing research objectives is described in Table 5.1.

Designing the Research Plan

Research planning involves the following three main steps.

Selecting a marketing research agency

This is a very sensitive process because, when identifying an able, external partner, it
must possess essential characteristics. They are (1) recognition among pharmaceutical
marketing peers, (2) prior therapeutic category expertise, (3) available human
resources, (4) practical location, and (5) reasonable prices. Following the evaluation of
several candidates, a decision is made, task forces are assigned at both the pharmaceu-
tical company and the agency, and the pharmaceutical team thoroughly informs their
marketing research partner of the nature of the problem.

Preparing the research brief for the agency

This document has to be thoroughly researched and prepared so that it clearly describes
the problem and presents all knowledge about the problem with the external partner.

Table 5.1: Choosing a Marketing Research Objective

Type Exploratory Research Descriptive Research Causal Research
The problem Unsure of problem Aware of problem Problem clearly
defined
Example of problem  Why are sales declining? Which physicians are ‘Will patients purchase
prescribing the product?  more in a new
formulation?
Would prescribers be Who prescribes our Which ad campaign
interested in a competitors’ drugs? is optimal?
combination drug?
Would patients be interested What features do Will prescribers
in an oral formulation? patients prefer? appreciate a DTC
campaign?
Typical Design Qualitative Survey Experimentation
Research method Focus groups, in-depth Personal/phone Experiments
interviews, secondary data interviews, mail surveys, Quasi-experiments
analysis, case studies, tracking studies (retail Test markets
observations, projective or hospital), test markets

techniques (word association,
sentence completion)
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Mutual trust and confidentiality are prerequisites for a successful interaction of this
kind. The main parts of such a research brief are the following: (1) problem history and
definition, (2) product characteristics, (3) therapeutic category details, (4) regional mar-
ket characteristics, (5) research objectives, (6) potential research subjects required (e.g.,
OLs), (7) time requirements, (8) budget allocation, and (9) reporting needs.

Agreeing on the research plan with the agency

In order to avoid possible misunderstandings, conflicts, and delays, the final research
plan is mutually agreed upon and respectively signed. The research plan usually focuses
on the following details: (1) research background, (2) objectives, (3) methods, (4) analy-
sis method, (5) data ownership and confidentiality, (6) pharmaceutical company
responsibilities, (7) reporting frequency and format, (8) timetable, (9) research costs
and incidentals, (10) any subcontractors involved, (11) task forces, and (12) breach of
agreement arrangements.

PRIMARY AND SECONDARY DATA SOURCES

Pharmaceutical marketing research relies on two broad data sources. Secondary data
describe all information already available through a variety of sources to the marketing
team. In contrast, primary data are any pieces of information systematically collected
for the purpose of the ongoing marketing research project. These two types of research
data require different collection methods, as shown in Table 5.2.

Some of the secondary research methods are desk research, do-it-yourself, syndi-
cated, omnibus, and ad-hoc.

Drug classification according to the underlying disease state is a very significant tool in
researching and quantifying pharmaceutical product sales. The Anatomical Classification
(ATC) guidelines have been developed by the European Pharmaceutical Marketing
Research Association (EPhMRA) and an example of this system is provided in Figure 5.3.

Table 5.2: Primary and Secondary Research Data Collection Methods

Secondary

Internal External

Sales force Books

Marketing Journals

R&D Government

Legal Consultants

Manufacturing Media

Trade Motion detector

Primary

Observation Survey Simulation Experiment
TV monitoring Personal interview Health foods outlet Taste test
Scanner-based Phone interview Control method
Eye-tracking Mail survey Standard test
Pupilometer Internet survey
Psychogalvanometer Mall intercept

Home interview
Questionnaire
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Marketing research also can be categorized according to the methodology used, that
is, qualitative and quantitative, or according to the purpose of the research, that is, into
exploratory, descriptive, and causal (see Figure 5.4).

QUALITATIVE AND QUANTITATIVE METHODS OF RESEARCH

Qualitative data refer to people’s opinions, beliefs, attitudes, motivations, and disposi-
tions. Such data cannot be accurately quantified and measured, and tend to be sub-
jective and tentative. However, the data are invaluable for the study of consumer
behavior and play a significant role in pharmaceutical marketing research. Examples of
such data include patient needs analysis, or prescriber brand name testing, campaign
concept testing, and perceptions of company image.

Quantitative data, on the other hand, can be precisely identified, and usually
refer to market conditions and actual usage rates rather than attitudes and beliefs.
Classic examples of pharmaceutical market quantitative data are sales volume (units
and values), market growth, market shares, new product launches, pricing environ-
ment, target physician number, or formulation penetration rates. A multivariate
comparison of quantitative versus qualitative research methodologies is presented
in Table 5.3. What the table shows is that both types of research methodology yield
useful marketing data, and have an indispensable place in the armamentarium of a
pharmaceutical marketer faced with critical marketing situations. Some of the most
commonly used pharmaceutical marketing research data sources are described in

Table 5.4.

Selecting the Optimal Sample and Its Size

There are instances when a marketing organization requires the feedback of a very
large group of individuals as a measure of future success in their field. A survey of the
whole group is called a cemsus—such as the general population census of various
national statistical agencies around the world. Examples of such groups of individuals
include all full university professors of cardiology in Italy, all members of a national
growth hormone diagnosis committee in Greece, or all managed care pharmacy direc-
tors in a particular American state. In the vast majority of pharmaceutical marketing
research projects, however, there are not enough financial and human resources to sur-
vey the whole study population, that is, prescribers, patients, and so on. So a small,

Figure 5.4. Marketing research categories

Marketing
Purpose _ Research ‘ Method

Exploratory,
Descriptive,
Causal

Qualitative,
Quantitative
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Table 5.3: Quantitative vs. Qualitative Research

Characteristic Quantitative Qualitative

Question nature  “How many” “Why” the customer behavior, what if

Research nature Quantity-defining Exploratory

Focus Historic Future

Findings’ nature Objective, measurable  In-depth, subjective, hard to measure

Findings Numbers Opinions, beliefs, attitudes, motivations, and dispositions
Sample size Large Small

representative sample of this population must be carefully selected to avoid some of the
perils of marketing research (previously mentioned in this chapter). The process of
sample selection is called sampling, and requires the following questions to be

addressed.

What is the target population?

If exploratory research findings reveal that laxatives are mainly prescribed by gerontol-
ogists (or elderly-treating specialists), then an investigation into this small group is
launched. If, however, laxatives are prescribed by family physicians, then a representa-
tive sample of this larger physician population must be selected. Finally, if generic
OTCs are dominating the market, then supermarket pharmacists or the patients them-
selves should be asked about their attitudes and purchasing behavior.

How big should the sample be?

The sample should be big enough to show statistical significance about the product
differences that the study is trying to quantify, and small enough to be contained
within the competing business unit budgets of the same pharmaceutical organization.

How is the sample to be selected?

Attention is needed in the actual sample selection because it may negatively influence
the outcome of the research. Marketing research specialists have employed probability
sampling techniques (e.g., the random, computer-generated selection of citizens across
the country to be asked about their knoweldge of hormone replacement therapy ben-
efits), and nonprobability techniques (e.g., the chain pharmacy intercepts of mild acne
sufferers who are looking for an OTC therapy in Chicago, Houston, and Los Angeles)
(see Table 5.5).

Collecting the Data

The collection of primary data is done using one of the following research method-
ologies: (a) survey, (b) observation, or (c) experimentation. Let us look more closely
into these methodologies.

Survey

A survey is a systematic research effort collecting information from a sample of indi-
viduals, using a questionnaire. Pharmaceutical market surveys can be descriptive
(demographic, psychographic), attitudinal, or focusing on prescribing or purchasing
behavior (past, future). An aztitude is defined as an acquired, long-term disposition to



84 Pharmacentical Marketing

Table 5.4: Pharmaceutical Market Data Sources

Primary: information derived from research specifically designed to answer a particular set of questions

Observation Company audits
Hospital audits
Retail audits
Trade shows
Want ads
Reverse engineering
Hiring key employees
Plant wours
Experimentation  Market testing
Questioning Mail survey
Telephone survey
Personal interview

Focus group

Intercontinental Medical Statistics (IMS)
Medical society congresses

Physicians or patients

Physicians or patients

Sales force, Suppliers, Physicians, Pharmacists, Employees,
Consultants

Physicians, Nurses, Pharmacists, Patients, Patient families

Secondary: information already collected by someone else for another reason

Internal R&D
Marketing
Sales
Other

External Trade press

Medical press
Lay press

Books
Databases
Government

Trade Associations
Universities

Chamber of Commerce
Investment bankers
Libraries

Internet

Consultants

Customers
Competitor’s

Scientific publications

Marketing plans

Sales force reports

Patent databases, Job applicants

Pharmaceutical Executive, Applied Clinical Trials, Pharma.
Business, SCRIP

Medical research journals, News journals

Newspaper articles, Newspaper publishers, TV and
radio stations,

Business publications (Forbes, The Wall Street Journal,
Business Week, Fortune, Financial Times, The Economist),
Clipping services

Science, Technology, Marketing, Management, Biographies

Moody’s, Dun & Bradstreet, Financial Times

Health department, Patent office, Census department,
Pricing, Reimbursement, Formulary committees

Prescribers, Manufacturers, Wholesalers, Pharmacists, Nurses

Medical department organizing a satellite symposium
backed by the competitor, or 2 business department
holding a case study library

Bank reports

Medicine- and pharmacy-related sites, patient sites

Industry reports, reviews, white papers, articles and case
studies.

Direct information from various customers (see Trade)

Annual reports, Stock Exchange reports (10Ks),
Shareholder meetings, Investor’s information, Web site,
Press kits, Press releases, Promotional material,
Advertising, Employee newsletters
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Table 5.5: Marketing Research Sampling Methods

Probability Nonprobability
Simple random Convenience
Stratified random Judgment
Cluster Quota

consistently respond in a given manner to various aspects of the world. Some of the
best known attitude measurement methods are paired set comparison (product A ver-
sus product B, product B versus product C, product A versus product C), perceptual
mapping (product placement on quality versus price axes), constant sum (usually 100
points, divided between various options), continuous rating (worst/below
average/average/good/very good/best), Likert scaling (responses to “strongly
agree/stronly disagree” questions), semantic differential (5- or 7-point scale with
opposite pairs of descriptive words), and projective techniques (word association, pic-
ture interpretation, completion test, third person, or role playing).

The most commonly used survey research methods are: (a) personal interview,
including in-home (door-to-door), in-medical-practice (hospiral, clinic, long-term care
facility, private office), in shopping center (mall intercept), in pharmacy (purchase inter-
cept technique [PIT]), self-administered, or omnibus; (b) telephone survey (operator-
or computer-assisted); (c) mail survey; (d) fax survey; (e) e-mail survey; (f) internet sur-
vey; and (g) focus group, including physical gathering, telephone conference, video con-
ference, or Web conference. Various questionnaire designs include open-ended, fixed
alternative, and mutually exclusive.

Observation

Observation is the systematic recording of customer behavior, events, or objects. Some
of the observation research subjects are (a) physical actions, (b) verbal/expressive
behavior, (c) temporal patterns, and (d) spatial relations. The methodologies employed
are broadcasting cameras, web-casting cameras, mechanical counters, infrared motion
detectors, and human observers. A more elaborate observation method is using trained
marketing research professionals (mystery shoppers) who approach research subjects
and gather valuable information on their behavior and patterns by pretending to be
naive customers.

Consider the following example. A French OTC antihistaminic medication manu-
facturer has just implemented a massive pharmacist educational campaign expecting to
influence their medication recommendations or specialist referrals to patients. Mystery
shoppers are then used to randomly approach pharmacists across France and monitor
their antihistamine recommendations to patients.

Observations can be conducted in (a) standard test markets (for example, metro-
politan area retail pharmacies), (b) control (or laboratory) settings (for example, a con-
ference room where ten invited prescribers are asked about their brand name
preferences), or (c) in simulated test markets (for example, a shopping mall store tem-
porarily converted into a nutritional supplements/healthy living store with the purpose
of studying the interested buyers’ behavior in detail).
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Experimentation (test marketing)

Experimentation is often used by pharmaceutical marketers to test specific product
characteristics or marketing campaign items in an effort to fine-tune their R&D or
promotional activities in advance of the actual product launch. Common examples of
such tests are prescribers’ brand name or campaign testing, price elasticity, and
patients’ tastes and packaging testing.

Analyzing the Data Collected

Once the data collection phase has been completed, the data are entered into a suit-
able electronic database. Erroneous data are cleaned (e.g., a questionnaire’s entry of a
subject’s age as 156 corrected to 56 [editing]), certain variables are coded for easy sta-
tistical comparisons, (e.g., 1 = strong preference, 2 = moderate, and so on), and, finally,
various statistical tests are utilized for their analysis.

Creating a situational model based on the data

The systematic collection and analysis of marketing research data eventually leads to
the creation of a detailed situational model describing customers’ attitudes and behav-
iors. Such research-backed, overall-picture models are extremely valuable tools for mar-
keting decision making. Classic pharmaceutical industry examples of such models
include the prescribing-decision process maps, patient purchasing decision trees that
show information and disease treatment model trees that show information from
patient symptomatology to diagnosis to treatment, as well as long-term follow up.

Evaluating the model and deciding on the optimal marketing strategy

The final step in the marketing research process is the evaluation of the situational
model by an interdisciplinary team of company experts, ranging from R&D to upper
management, marketing, sales, manufacturing, advertising, and others working in
functional teams toward the improvement of the product’s competitive advantage.

A potential risk among giant pharmaceutical industry players is the lack of knowledge-
sharing among these cross-functional teams, with the resulting break in communication
and vast amounts of useful marketing research information remaining underutilized for
large periods of time. Therefore, it is of paramount importance that each organization
constantly work on improving the collection, archiving, and dissemination of marketing
information so that all levels are fed with valuable information and made capable of con-
tributing to the overall, long-term capability and viability of the company.
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Market Segmentation

Pharmaceutical company research spending has nearly doubled every five
years since 1970.

PhRMA, 1998

Inexplicably, customers do not always recognize a company’s vast product superiority.
Thus, they do not all respond in the same way to the company’s marketing activities.
Indeed, their responses depend upon their personal characteristics, their psychological
attitudes and beliefs, as well as on several environmental factors. It seems logical, then,
to study in detail all these different factors and to attempt to categorize the customers
in several distinct groups that can be predictably targeted by a company’s marketing
activities. Furthermore, if such distinct groups can be characterized in great detail, then
it may be appropriate to perform different marketing activities and allocate various
amounts of resources to each segment. This is the essence of customer segmentation,
and it applies to pharmaceutical marketing as well.

MARKET DEFINITION

In defining a market, we can think of all potential customers sharing a particular need
or want. Thus, in the consumer goods world, we can think of sports car markets, home
appliance markets, or cola drinking markets. Pharmaceutical marketers may define
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their markets using various criteria. Figure 6.1 provides examples of such criteria. A
potential nonsteroidal anti-inflammatory agent (NSAID) market can be defined by
buyer (adult, children, elderly, women only), by product (aspirin, Tylenol®, ibupro-
fen), by formulation (pill, tablet, syrup, injectable), or by patient diagnosis (flu, other
infections, premenstrual syndrome, other medication’s adverse event). Figure 6.2
shows a pharmaceutical market segment by diagnosis.

Regardless of the overall market definition, pharmaceutical markets follow con-
sumer goods markets in being nonhomogeneous. For example, in defining a car mar-
ket for an automobile brand, we can identify yuppies with a need for a status symbol,
workers in need of a utility truck, parents in need of a polymorphic car, or young uni-
versity thrill-seekers looking for a sports convertible sedan. Likewise, even though
millions of prescribing physicians or patients around the world rely on a specific
pharmaceutical product, their needs or wants may be distinctly different. Prescribers
of a certain medication have different needs and, therefore, are driven by different
buying criteria. An academic professor of rheumatology may be looking for a break-
through NCE, allowing him or her to gain fast, personal, clinical experience and then
transfer it to less senior colleagues or medical residents. A private clinic physician may
be operating in a2 managed care setting, driven by medical outcomes and economic
restraints that force her or him to prescribe branded generics. A private practitioner
in a rural community may be looking for a balance between efficacious, safe, and eco-
nomic alternatives. Finally, an aspiring medical resident may be relying on her or his
newly acquired medical knowledge, thus driving his or her decisions toward the ther-
apeutic class’ “reference drugs,” that is, those that have been in use for several years
and have become so popular that all newer medications are compared to them.

On the other hand, patients have the power to influence their physician in pre-
scribing a medication for which they have heard positive comments, or even select an
OTC alternative. An elderly person on a pension may be looking for an efficacious,
but mainly safe medication that will not interact with other comedications or disease

Figure 6.1. Pharmaceutical market definition methods

by Buyer by Product

by Patient

by Formulation diagnosis
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states at a cheap price. A working professional may need an efficacious product that
will not cause drowsiness or other severe adverse events. A young mother may ask her
daughter’s pediatrician to give her a prescription for a cough syrup advertised on
national TV. Finally, oncology or AIDS patients may be open to experimental and
powerful medications that may extend their hopes for survival.

Based on these observations, market research data, sales force suggestions, and
countless other information sources, pharmaceutical marketers are trying to identify
markets and submarkets for their products, allowing them to optimally target their
campaigns and resources toward these different groups of customers. Each distinct
group of customers constitutes a market segment, and the process of identifying each
segment and its characteristics is called market segmentation.

THE CONCEPT OF MARKET SEGMENTATION

Because a single product is not likely to appeal to all customers, an effort is made to
identify groups of customers that find different product variations to be attractive.
Segmentation is the process of analyzing and breaking down the whole market into spe-
cific submarkets, each with their own characteristics and needs. Micromarketing is the
process of creating and offering customized products combined with customized com-
munications to each submarket’s customers.

As mentioned earlier, there are several reasons for seeking an effective market seg-
mentation. First, the pharmaceutical markets (prescribers, patients, and other stake-
holders) are not homogeneous in their needs and wants. Second, pharmaceutical
companies working in the global environment are unable to target mass, undifferenti-
ated markets in many countries. In addition, it is impossible to gain competitive advan-
tage without effective market segmentation strategies—in any therapeutic category or
geographical market of the world. Some of the important benefits of pharmaceutical
market segmentation are: (1) designing optimal product/market matches; (2) proper
promotion strategies; (3) effective advertising media allocation; and (4) identifying the
most appropriate distribution channels, and exploiting neglected segments.

SEGMENTATION METHODS

There are two different, equally effective market segmentation methods, as shown in
Figure 6.3. The top-down approach presumes that buyer characteristics predict buying
patterns, while the bottom-up approach assumes the opposite (i.e., that the buying pat-
terns can indeed identify buyer characteristics).

To illustrate the essence of the top-down approach, let us think of the United States
market as an OTC antacid. Based on epidemiological data, the respective ailment will be
most prevalent among young professionals in high-stress jobs, often found in large met-
ropolitan centers. Based on this observation, an OTC marketer would apply geographic,
demographic, or socioeconomic data (freely available from state statistical offices or pri-
vate research firms) when trying to define respective patient segments—potentially
responding favorably toward a local lay-press campaign promoting the antacid.

On the opposite side, let us imagine the European market for a new, highly priced
prescription hormone replacement therapy (HRT). A pharmaceutical conglomerate
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Figure 6.3. Pharmaceutical market segmentation methods

Pharmaceutical market segmentation methods

- B - =

Macrosegmentation (top-down) Microsegmentation (bottom-up)

Disaggregates a larger market Studies buying behavior/decision-making

Groups buyers into segments
Focuses on behavioral, psychographic, and
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Presumes that buyer characteristics predict
buying patterns

Focuses on geographic, demographic, and
socioeconomic characteristics

seeking to implement country-specific, physician-detailing campaigns will start by
studying gynecologist’s prescription habits and their decision-making processes regard-
ing HRT. Are these physicians believers in the necessity for life-long, expensive HRT
treatments for their patients? Are the physicians aware of the problems post-
menopausal women experience? And, are physicians influenced by women’s requests
for some replacement therapy, or do they try to avert them from a long-term, yet
unproven treatment? Information on their attitudes and trends may allow the group-
ing of prescribers into distinct segments (e.g., academic physicians recommending
HRT based on their up-to-date medical knowledge, and private rural practitioners
who are more skeptical and in need of more education on HRT). Following this seg-
mentation, two or more physician-detailing campaigns are test-marketed and then
implemented across Europe. The campaigns are focused on the scientific expertise of
opinion-leading academicians and the susceptibility of private OB/GYN specialists to
magazine advertisements or local-town presentations by visiting university professors.

Segmentation Criteria

The segmentation criteria used by the pharmaceutical industry are similar to those fre-
quently used by other industries (Table 6.1). Different criteria may apply to the mul-
tiple stakeholders of the pharmaceutical industry, as described in Chapter 5. For
instance, demographic, socioeconomic, or consumption pattern critetia may be espe-
cially suitable toward patient segments, while psychographic and behavioral criteria
may be equally important in segmenting prescriber groups. Furthermore, selected cri-
teria may be applicable to other health personnel, government employees involved in
pharmaceutical purchasing, the media, or the general public.

Successful Segmentation Criteria

In identifying and selecting target pharmaceutical market segments, marketers are
often faced with the following dilemma: How deep into the segmentation scale do we
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Table 6.1: Segmentation Criteria Used by the Pharmaceutical Industry

# Criteria Examples

1. Demographic Age, race, gender, migration, urbanization, income, family
composition, education

2. Socioeconomic Political system, Gross National Product (GNP), Gross Domestic
Product (GDP), business cycle (prosperity, recession, depression,
recovery), competition

3. Geographic Continent, climate region, geopolitical group of countries, country

4. Psychographic Autitudes, interests, opinions

5. Behavioral Lifestyle, social class and subcultures, purchasing structure, buying
situation

6. Consumption patterns Usage rate, loyalty

7. Consumer predispositions  Purchase predisposition, purchase influence

go? Or, how small of a segment can we successfully identify? As a rule, pharmaceuti-
cal marketers should only focus their marketing efforts and resources on market seg-
ments with the following characteristics:

Differentiable (i.e., private gynecologists who work in metropolitan areas and
see women suffering from premenstrual syndrome (PMS), and are in need of a
strong NSAID analgesic, or the patient segment suffering from this problem)

Measurable (i.e., hospital oncologists who treat inpatients, and the treatments
used are monitored by an independent marketing research agency [e.g., IMS])

Accessible (i.e., remote provincial town physicians may not be reachable by
medical sales forces; also, a remote country market may not be accessible by an
efficient distribution channel)

Substantial (i.e., infectious disease patients in a large underdeveloped country
are a prime market segment for a generic antiviral agent; on the other hand, a
rare genetic disease may not be a prime candidate for extensive R&D or post-
launch marketing investments)

Actionable (i.e., the market segment chosen will be responsive to a marketing action
because it has the authority [for prescribers] or purchasing power [hospital adminis-
trators or hospital outpatients] to select the pharmaceutical product in promotion)

Defendable (i.e., a segment relatively protected from existing competitors or
potential new entrants; for example, if the segment is characterized by only
mature, identical products currently involved in a price war, it may not be a
sound strategy to enter and defend this undifferentiated, and extremely price-
sensitive market)

Segmentation Steps

Market segmentation involves several distinct steps, as shown in Figure 6.4. The mar-
ket is first defined by using the criteria mentioned earlier. The proper selection of seg-
mentation criteria then leads to the identification of distinct market segments with
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Figure 6.4. The market segmentation steps
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homogeneous profiles. Those individual segments are then analyzed in detail, leading
to the identification of the optimally suited segments to the product characteristics and
unique advantages. Marketers will then construct marketing strategies toward these
segments, and define the tactics and resources that will be used in achieving a com-
petitive advantage within the selected segments.

Market segment patterns

The implementation of precise segmentation strategies and the use of proper segmen-
tation criteria for each customer mix eventually lead to the definition of distinct mar-
ket segments, which helps design and implement segmental marketing strategies.
Looking at the resulting segments, a marketer should be able to decide whether a sin-
gle marketing strategy is applicable, whether the respective segment needs further eval-
uation, or whether it is not a good candidate for the product in review. Consider the
following examples. A relatively small, national market for a central nervous system
(CNS) product is characterized by the presence of one hundred psychiatrists, all of
who have graduated from the only academic department situated at the capital’s uni-
versity; it is a homogeneous marker of future prescribing psychiatrists. Rarely, however,
is a marketer faced with such an optimal case. More frequent is the identification of
distinct, clustered market segments requiring their own marketing approaches and tac-
tics, such as in the case of academic centers of excellence, private clinic physicians, or
private practitioners. Finally, a generic antipyretic medication may strain a company’s
resources when selecting a target segment among thousands of prescribers belonging
to various specialties in a diffuse market environment.

Segment Analysis (Profiling)

Following the identification of individual market segments, pharmaceutical companies
often employ complex segment analyses before deciding to enter and compete in each
of these segments. For instance, the launch of an NCE or an existing product’s line
extension (new formulation, new strength) is often preceded by a segment analysis
period. Some of the most frequently used analytical tools follow.
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Customer behavior analysis

The customer behavior of either prescribers (prescribing behavior) or patients (pur-
chasing behavior) was described in detail in Chapter 2. Two behavioral analysis
approaches are shown in Figures 6.6 and 6.7. Furthermore, a customer behavioral
analysis is a part of the segment analysis shown in Table 6.2.

Perception mapping

Perception mapping investigates the attitudes and perceptions of prescribers, phar-
macists, nurses, patients, and others in relation to selected product attributes (effi-
cacy, safety, tolerability, onset of action, ease of use, taste, price, and so on), and plots
the comparison of multiple products in relation to two of these attributes on a two-
dimensional scale, as shown in Figure 6.8. The product comparison allows the defi-
nition of the optimal two-attribute quadrant, which becomes the focus of every
future R&D or marketing effort (e.g., by improving the taste, lowering the price, and
so on). Perception mapping helps to (a) understand the market structure (see Figure
6.5), (b) determine product/company perceptions, (c) identify underserved market
segments, and (d) test perceptions in relation to new products.

Attribute analysis

Attribute analysis allows the investigation of the relative competitive advantage of each
of the product’s attributes in relation to its competitors’ (see Table 6.3). Additionally,
the rating of these attributes according to their value for the customer allows the exact
product “positioning” in the area where it presents the highest competitive advantage.
The process of product positioning is discussed in Chapter 8.

Figure 6.5. Characteristics of pharmaceutical market segments
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Figure 6.6. A pharmaceutical company customer’s decision-making process
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Economic attractiveness

This criterion is especially critical in the initial R&D phases of selecting from among
alternative lead compounds belonging to several therapeutic categories. Thus, multiple
data sources are used in defining the respective therapeutic category size. Some of the
most frequently used variables for economic attractiveness are: (a) disease incidence and

Figure 6.7. Customer behavior analysis
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Table 6.2: Pharmaceutical Segment Analysis

Market Potential

Therapeutic Area A

Therapeutic Area B

Therapeutic Area C

Potential market size

Available market size

Served market size

Average prescription value

Value market potential

Volume market potential

Opportunity

Therapeutic Area A

Therapeutic Area B

Therapeutic Area C

Market growth

Number of competitors

Patient satisfaction

Price sensitivity

Promotional responsiveness

Level of habit

Customer number

Market complexity

prevalence rates; (b) seasonality prevalence fluctuations; (c) percentage and actual num-
ber of treated patients; (d) market size in values, units, and annual growth; (e) reim-
bursement situation; (f) pricing environment; and (g)number of physicians.

Competitive activity

Competitive activity within the segment is another significant indicator for evaluating
the market attractiveness. The number of competitors present and their respective mar-
ket shares are of primary importance. Additionally, their overall performance, other

Figure 6.8, Perception mapping
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Table 6.3: A Pharmaceutical Product Attribute Analysis

Product Your Prescribers Competitor A Competitor B Competitor C

Attribute Importance Score Importance Score Importance Score Importance Score

Efficacy

Safery
Tolerability
Adverse Events
Onset

Other

Your Patients Competitor A Competitor B Competitor C

Importance Score Importance Score Importance Score Importance Score

Efficacy

Safety
Tolerability
Adverse Events
Onset

Other

recent product priority conflicts they may be facing, and their marketing strategies and
investments, as well as the success of recent product launches are significant indicators.

Product differential advantage

As seen in the introductory chapters of this book, creating and sustaining a competi-
tive advantage is the epitome of every successful marketing strategy across all industrial
sectors, including the pharmaceutical industry. Therefore, when evaluating whether to
enter a distinct market segment, it is important to compare the product’s differential
advantage to the claims of all other competitive products far in advance of market
entry. If the results of such analysis indicate a competitive advantage for the product,
then the decision to enter the segment is strongly supported. Very often, pharmaceu-
tical companies realize that they can no longer defend their competitive advantage
within a specific segment worldwide, and eventually decide to diversify this unit, con-
centrating on fewer, more promising markets.

These market segment attractiveness criteria may be then consolidated and
weighted amongst each other, thus giving an overall market segment attractiveness
ranking, and offering marketers a very valuable tool in selecting optimally from among
various segments and creating market strategies for each (see Table 6.4).

Different Segment Strategies

Following the identification of unique market segments, and the analysis of their eco-
nomic attractiveness, competitive intensity, and differential product advantages of
each, corporate marketing departments must decide on the segment strategies suitable
for each of their products. The final selection may depend on several factors, the most
important of which are the following: marker characteristics (size, growth, competition,
physician number, consumer attitudes); regulatory environment (reimbursement, pric-
ing, cost-containment); product characteristics (differential advantage, life cycle stage,
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Table 6.4: Identifying Pharmaceutical Market Segment Attractiveness

Weight Segment A Segment B Segment C Segment D
Criteria 1 = High, 5 = Low GP OB/GYN  Pediatric Oncology

Disease incidence
Disease prevalence

Local patient population
Patients treated

Patients treated with

product category
Unit market size
Annual market growth
Reimbursement for indication
Physician number
Competition
Differential advantage
Attractiveness Score

branding, pricing policy); and company characteristics (corporate strategy, portfolio pri-
orities, therapeutic category expertise, resources). Segment strategies are broadly
divided into four categories, namely mass, differentiated, niche, or custom, in increas-
ing degree of segment differentiation.

Undifferentiated (Mass Marketing)

An undifferentiated segment strategy implies that the product is to be marketed widely
to the masses, employing a homogeneous marketing approach across all prescribing
physicians, dispensing pharmacists, or consuming patients. Obviously, the product
characteristics support such a strategy by offering relief from a widely spread ailment
(e.g., fever) often seen by all medical specialties, and acting through a safe and effica-
cious mechanism across all patient segments (see Table 6.5). This strategy requires
marketing tactics that will appeal to all prescribers and patients alike, and offers the
advantages of a universally homogeneous campaign. On the other hand, vast amounts
of marketing resources need to be budgeted toward multiple medical specialties and
millions of patients around the world. Furthermore, it is difficult to create a unique

Table 6.5: Market Segment Strategies

(M : single market, P : single product)
Ml M2 M3 M1 M2 M3 M1 M2 M3 M1 M2 M3 M1 M2 M3

P1 P1 P1 P1
P2 | P2 P2 P2
P3 P3 P3 P3
1 2 3
Single-segment Single-product Single-market Selective market Full coverage
Concentrated Multiple market  Product variety Differentiated Undifferentiated
Target marketing Differentiated Differentiated Mass marketing

(Adapted from Abell, 1980)
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competitive advantage when trying to appeal to a vast consumer base, and this
increases the threat of competition. When trying to protect themselves from competi-
tion, pharmaceutical conglomerates often rely on intensive branding campaigns, mak-
ing their offerings stand out from the crowd. The significance and tactics of branding
are discussed in a later chapter.

Differentiated (Multiple-Market or Product-Variety Marketing)

Differentiated segment strategies call for the creation, implementation, and evaluation
of multiple marketing campaigns aimed at different market segments (see Table 6.5).
To illustrate the value of a differentiated strategy, envision a CNS-oriented pharma-
ceutical company with a wide antidepressant portfolio. The company has identified
the unique market segments of the adult depressed population and the elderly popu-
lation, as well as the sufferers from obsessive-compulsive disorder (OCD), who may be
helped by antidepressant therapy. When selecting its marketing strategies, the com-
pany may offer a different antidepressant for each of these segments (selective market
strategy); or may offer all products—at different prices or dosages—to a single segment
(single-market, product-variety); or may even offer one product—at different
dosages—for all segments (single-product, multiple-market).

Before such decisions can be made, however, the company has to consider the fol-
lowing: Can our product serve the needs of multiple segments? Can we successfully
invest in and defend several segments simultaneously? And, do we have the resources
required? A differentiated segment strategy offers a better chance of satisfying different
customer needs, but may require increased marketing investments compared to the
undifferentiated strategy.

Single Segment/Niche (Concentrated or Target Marketing)

Focusing on a single segment (niche market) by building a prohibitive competitive
advantage within that segment and defending against any potential entrant is a com-
mon strategy among many small or medium-sized pharmaceutical companies that do
not have the resources to compete on more, larger market segments. For instance, a
company may try to become a world’s specialist in Parkinson’s disease, avoiding to
compete in other CNS therapeutic areas, and diversifying previously existing business
units in oncology or rheumatology.

Such a strategy offers unique advantages, such as focusing all resources in one thera-
peutic area, building a formidable portfolio, constructing barriers to entry of new com-
petitors, and implementing a sharply focused marketing campaign. A niche strategy,
however, does not come without disadvantages. Strictly confined R&D programs have
inherent risks of producing promising lead compounds, which fail to progress into mar-
ketable products, and thus delay new product introductions for a long time. In addi-
tion, the niche market conditions may abruptly change, by either revolutionary new
chemical entities launched by a giant new entrant or by a change in the regulatory envi-
ronment leading to reduced prices or reimbursement coverage. These may sharply
decrease the company’s profitability. Furthermore, a niche market offers finite growth
opportunities and limits the company’s long-term financial stability and survival.
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Custom (Single Customer Marketing)

The dilemma of how small a segment to focus on has also confronted other industry
sectors, leading in some cases into the strategy called mass customization—meaning
microtargeting down to the level of each individual consumer, such as in the case of
custom-made blue jeans to fit the individual buyer. One of the available techniques in
targeting individual customers is database marketing, which allows the collection and
management of large amounts of customer information. Furthermore, the new phe-
nomenon of Web marketing, is depending heavily on this approach, and is discussed in
Chapter 20.



7

Situational Analysis

As the human genome is mapped, the number of potential new targets
for pharmaceutical intervention will increase as much as twentyfold—
increasing the hope for effective new treatments.

PhRMA, 1998

When discussing strategy, the first question a marketing strategist has to address is
“where are we now?” This is done by looking thoroughly at the internal and external
situations, so that a realistic assessment of the company’s current situation is reached.
The process of studying the internal and external environments is called situational
analysis. As Table 7.1 shows, a variety of informational sources are used as input to the
situational analysis process. Several analytic techniques, such as perceptual mapping
and comparative scaling, are then used to arrive at the desired outputs in the form of
key success factors (KSFs), strategy, and tactics.

TYPES OF SITUATIONAL ANALYSIS

Figure 7.1 shows a detailed listing of the different analysis types used by a marketing
strategist. External analysis covers the different existing environmental forces
(macroenvironment), the therapeutic area market segments, customers, and competi-
tors {microenvironment), as well as the prevailing macro- and microenvironmental

103
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Table 7.1: Situational Analysis Inputs and Outputs

Input Situational Analysis Output
Product information Perceptual mapping KSFs
Company information Comparative scaling Strategy
Marker information Performance analysis Tactics
Competitor information SWOT

Environmental information

trends, and the industry’s KSFs. The elements of the macroenvironment were covered
in Chapter 2, the segment analysis components (markets and customers) were covered
in Chapter 6, the competitor and KSF analysis are discussed later in this chapter, while
the trends forecasting are presented in Chapter 21. This chapter focuses on the ele-
ments of internal analysis, as well as competitor analysis. Before discussing these com-
ponents, some of the commonly used situational analysis techniques are shown.

SITUATIONAL ANALYSIS TECHNIQUES

Two of the most commonly used techniques for assessing customer attitudes toward
the organization’s product offerings are the perception mapping and comparative
product scaling techniques. Figure 6.8 (page 98) depicts a two-dimensional per-
ception map used to evaluate customer attitudes and perceptions on competitive
products. The two axes used may refer to a variety of product core and augmented
variables, such as perceived efficacy, safety, tolerability, ease of use, price, accompa-
nying information, speed of action, taste, and so on. When competitor products are
mapped this way, marketers can identify unmet customer needs, for example, iden-
tifying an area void of products with both high efficacy and good price, which can
then be communicated to their R&D departments for future development.

Comparative product scaling is another technique that can plot customer percep-
tions of multiple products on a variety of measures, as seen in Figure 7.2. This visual
technique can also show significant gaps in a company’s product performance com-
pared to those of the competitors, and, ultimately, can lead to the development of a
new and improved therapeutic solution.

Finally, situational analysis techniques can focus independently on the external and
internal environment, or combine a mixture of both. SWOT analysis is a primary exam-
ple of an analytic tool employing data from both environments. Another such tool is the
situational grid, which compares a company’s position (strong [S], moderate [M], weak
[W1]) to the industry attractiveness within the given market segment (see Table 7.2).

RESOURCE ANALYSIS

A company’s resources may be assezs (tangible and intangible) or internal capabilities.
Tangible resources include land, research and manufacturing facilities, office space,
and financial assets. These items can be measured precisely by using long-existing
accounting methods. Intangible assets are harder to evaluate; therefore, proper quan-
titative measures must be thought out carefully. Examples of essential intangible com-
ponents that are difficult to analyze include the number and economic value of patents
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Table 7.2: Situational Analysis Grid

Factor Market Attractiveness S M W Company Position § M W

Market
Extent

Growth

Customers

Potential

Product
Product Life
Cycle (PLC) stage

Complexity

Added value
Patents

Differentiation

Competition
Concentration

Capacity

Vertical integration

Price sensitivity
Profitability
Profit

Cost structure
Gross margin

Personnel
Structure

Working condition
Quality

Other Factors
Team spirit

Government support

Figure 7.2. Comparative product scaling
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and trademarks, human capital, brand equity, and the level of organizational knowl-
edge, as well as the company’s image and innovation. Nevertheless, as common busi-
ness knowledge proclaims, “What is hard to measure is hard to manage,” so various
ways of analyzing and evaluating intangible assets have been created. Other experts
have even suggested the use of enterprise-wide “scorecards,” namely, the creation of a
corporate grading scale, allowing frequent comparison of actual performance to the
required standards. For an excellent effort in describing such a scorecard, see The
Balanced Scorecard, by Kaplan and Norton (1996). Table 7.3 identifies some quantita-
tive parameters that are used for analyzing intangible assets in the pharmaceutical
industry.

SWOT ANALYSIS

SWOT stands for the strengths of, weaknesses of, opportunities for, and threats to an
organization. Strengths and weaknesses are internal, while opportunities and threats
are external. Figure 7.3 shows the four elements of SWOT analysis.

As previously mentioned, SWOT analysis uses both internal and external analysis
tools. In product SWOT analysis, a given product is compared to its direct competi-
tors within the given market segment. In company SWOT analysis, the whole orga-
nization is compared to its organizational competitors. Both are useful tools, and are
widely used by pharmaceutical marketers designing a company’s strategy.

As Figure 7.4 shows, a set of seven essential steps are needed to conduct a focused
SWOT analysis. First, the relevant market segments are identified (product strength or

Table 7.3: Intangible Asset Measures in the Pharmaceutical Industry

Human Capital Brand Equity Knowledge Image Innovation
Employee articles Awareness Intranet Perception maps Patents submitted
Employee books ~ Acceprability infrastructure Stock price Patents awarded
Employee Loyalty Information Press quotes Patent royalties
speeches ‘Technology . .
P Preference Industry ranking  Products in

(IT) investment

Employee courses  pyice premium In-house Customer loyalty pipeline

No. of Unit volume databases Job applications INDs submitted
MDs/PhDs . . Empl NDAs submitted

. Library holdings mployee

Trade association Inquici satisfaction NDAs awarded
seats nqulrles

Emol d answered Product launches
mployee awards Knowledge New product

professionals

sales
R&D investment

Clinical trials
running

NCE:s introduced

Innovation

awards

Enabling
technologies
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Figure 7.3. SWOT analysis

Strengths Weaknesses
Internal: Internat:
Competitive advantages Vulnerabilities
Distinct competencies Resource limitations (financial,

know-how, human, equipment)

Opportunities Threats
External: External:
Market opportunities plus own Assumptions
competencies leading to future directions Relevant risks

Sensitivity to risks

formulation versus similar competitor offerings, or full product line versus competing
product lines, or even the whole company versus its industry competitors). Second,
extensive relevant information is collected and filtered so that only data applicable to the
SWOT analysis become the focus. Third, a number of important factors are listed and
then placed under the four quadrants of the SWOT analysis grid. Attention needs to be
given to clearly distinguish strengths (internal) from opportunities (external), or
strengths from potential weaknesses (e.g., a wide product line is a strength; that it
requires extensive resources and may dilute a company’s product priorities is a weakness).
Next, each of the four identified lists is reduced to a maximum of ten important issues,
because the essence of a SWOT analysis is the identification of KSFs and action points.
Additionally, a long list may defeat the purpose of the analysis. Finally, the chosen items
are prioritized. At this point they are ready to be converted into strategy and tactics by
the marketing strategists. Table 7.4 shows a SWOT analysis grid that can be used for
several market segments.

Table 7.4: SWOT Analysis Grid

Segment A Segment B Segment C
Strengths and Weaknesses (SW)  Weight  Rating Score  Rating Score  Rating Score

Total 100

Segment A Segment B Segment C
Opportunities and Threats (OT) Weight  Rating Score  Rating Score  Rating Score

Tortal 100
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Figure 7.4. SWOT analysis steps
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What are some of the specific SWOT analysis parameters most commonly used by
pharmaceutical marketing specialists? Table 7.5 provides an exhaustive list of strengths,
weaknesses, opportunities, and threats applicable to the pharmaceutical industry.

PERFORMANCE ANALYSIS

A company’s performance analysis may focus on several of the organization’s functions
and processes. While some of these functions are listed in Figure 7.5, they are pre-
sented in depth in Chapter 22.

DERIVING THE KEY SUCCESS FACTORS

Following the completion of the internal situation analysis, including SWOT analysis, an
organization is in a better position to evaluate which elements are required for future mar-
ket success and how the company can fulfill each of the prerequisites. These critical ele-
ments are called the key success factors (KSFs), some of which can be found in Table 7.6.

COMPETITOR ANALYSIS

Barring the slim chances of working for a government monopoly or for a company per-
forming so well that it has completely forced all its competitors out of the market, the
vast majority of marketing professionals working in free enterprise economies operate
in increasingly complex and competitive environments. Under these circumstances,

Figure 7.5. Internal performance analysis tools
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Table 7.5: Common Examples of Pharmaceutical SWOT Factors

S (internal) W (internal) O (external) T (external)
Efficacy Weak R&D portfolio Unmet therapeutic Industry rivalry
Safety Lack of financial need Competitive mergers
Tolerability resources Market size Competitive techno-
No interactions Lack of human Market growth logical breakthroughs
Long half-time resources Low market Eroding market share
Innovative class Old manufacturing fragmentation Regulatory delays
Crosses bodily barriers technology High pricing Late market entry
Patient-friendly dosage ~ Lack of technology environment New product launches
Patient-friendly know-how Pricing received Entry of generics
formulation Lack of disease expertise ~ Reimbursement Patent expiration
Mixing during Complex dosage received Increased regulation
administration scheme Positive clinical results  Price reductions
Fast onset of action Limited clinical data Positive publicity Price wars
No impurities Low acceptance of Disease treatment Negative publicity
Best clinical trial new drug guidelines Low physician
program Low prescriber Chronic treatment compliance
Room temperature awareness possibilities Low patient
storage Multiple product Changing world climate ~ compliance
Large prescriber priorities Changing epidemiology ~ Aggressive competitive
experience Limited premarketing Changing politics camipaign

Large patient experience

Good patient
compliance

Cost-effective

High gross margin

Long patent protection

Therapeutic category
leadership

Large therapeutic cate-
gory portfolio

Superior segment
knowledge

Specialized sales force

Good company image

Good conract with
prescribers

Contact with authorities

Global reach

Disease management
program

Pharmacoeconomic
expertise

effort

Sales seasonality
Population aging
Higher disease
awareness
Patient education
Patient advocacy
groups
Societal attitude
changes vs. disease
Discovery of new
diagnostic
Globalization
Reduction of trade
barriers
Comarketing
Tender business
Many new products
vs. old one
Competitor
withdrawals
Research/Quality
award
Governmental anti-
generic barriers

Competitive clinical
trial program

Loss of tender business

Government bias to
competitor

Important: Always choose the ten most important factors to list. A larger SWOT list defeats its purpose.
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Table 7.6: Key Success Factors (KSFs)

KSF Description Impact Action Required

Product A in new segment  Introduce A to GPs High Segment data, focus
group, teasing campaign.

Product B launch Launch B in Egyptian market Low OLs, symposium,
campaign.

Product C formulations Nasal formulation is needed High Collect testimonials,
contact R&D.

Product D diversification D is entering decline Moderate  Identify partner,
negotiate, diversify.

Promotional campaign Repositioning campaign needed ~ Moderate  Choose agency, brief,
plan, test, create.

Clinical trials OL experience High Include local center,
get approval.

Marketing information Competitor has surprised us High Collect competitive data,
set up system.

Sales force Sales call frequency is low High Recruit, train, motivate,

and align representatives.

current and potential competitors, as well as supply chain players who accumulate bar-
gaining power, exert a continuous, competitive pressure on the organization, which
threatens its market share and even its very existence. The exact nature of these com-
petitive forces surrounding an organization is further discussed in Chapter 11.

Operating under these conditions, today’s marketers are forced to continuously
monitor the competition, study its strengths and weaknesses, understand its driving
motives, and attempt to identify its future moves. The process of studying and evalu-
ating competitors’ capabilities and motivations is collectively called competitor analysis,
and it plays a very critical part in influencing the design of the organization’s strategy.
Figure 7.6 shows the three levels of competitor analysis, namely, the customer level, the
strategic group level, and the potential level.

To summarize, performing competitor analysis is important because it: (1) deter-
mines a competitors corporate strategy; (2) defines corporate R&D activity;
(3) monitors competitor’s product introductions; (4) analyzes the market for a prod-
uct introduction; (5) provides financial information about a corporation; (6) profiles
competitor’s key executives; and (7) determines industry’s KSFs.

Essential Steps of Analysis

Let us now focus on the steps of analysis involved in studying the competition. Figure
7.7 shows that competitor analysis is conducted in six consequent steps. The first step
is identifying all current and potential competitors. Potential competitors are organiza-
tions that have not yet entered the marketplace but their continuous expansion or diver-
sification may lead them into our competitive arena. The second step is a behavioral
analysis of the identified competitors; that is, identifying how these players behave in
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Figure 7.6. Competitor analysis levels
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the marketplace, how they launch their products, how they respond to our moves, what
response they have toward new government regulations, and so on. The third step is the
dertailed study of the competitors’ performances over a prolonged historic period, which
includes looking at their annual unit and value sales, their growth and market shares,
their new product introductions, their pricing and promotional strategies, and so on.
The data gathered until this point are used to understand the competitors’ moti-
vation; that is, what drives their strategic intent, what are their long-term objectives
and goals, or what kind of vision do they hold for their organizations. Then, based
on this information, an industry attractiveness analysis is performed. This allows our
company to evaluate the future potential of this market segment and to determine
whether our organization can sustain its competitive advantage given the existing
competitive environment. Eventually, the major characteristics of our operating mar-
ket segment, its influencing factors, and, especially, the key factors required for long-
term success within this sector become apparent. Therefore, the industry’s KSFs are
mapped and then incorporated into the organization’s own strategy for long-term via-

bility and growth.

Figure 7.7. Essential steps in competitor analysis

Identification Behavioral analysis Performance analysis

Industry's dominant economic
forces, competitive forces,
drivers of change

Industry's size, growth,
and life-cycle stage

Motivation analysis industry attractiveness Definition of KSFs

Key success factors
of the industry

¥ 33
3 33
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Competitor Identification

The identification of competitors includes current and potential market players.
Pharmaceutical marketers looking for their competitors should be broad-minded in their
searches. Obvious sources of information would, of course, be their customers (pre-
scribers and patients), their sales and marketing colleagues (who can discuss which of
their current needs are satisfied by another player), or a new competitor who has just vis-
ited their medical practice to announce an impending new product launch. Nevertheless,
pharmaceutical products belonging to a certain therapeutic class may face present and
future competition from products belonging to another therapeutic class, or even from
nonmedicinal remedy manufacturers who have convinced a portion of disease sufferers
on their product’s merits. Thus, the identification and listing of all potential alternatives
may provide a marketer with good leads when trying to identify his or her competitors.
Examples of different therapeutic interventions are listed in Chapter 11.

In addition to identifying therapeutic alternatives as a source of competitors, a marketer
can use customer purchases or customer and executive opinions as well (see Figure 7.8).

Competitor Strategic Grouping

After identifying a variety of industry competitors, a marketer evaluates these players in-
depth, individually, as mentioned earlier. This analysis will often reveal great similarities
among certain competitors, allowing the clustering of these players in a “straregic group;”
that is, grouping competitors who share similar resources, capabilities, and strategies, and
exhibit similar market behaviors and performances. Within every industry, there are usu-
ally sectors than can be regarded as distinct groups. Companies within a strategic group

Figure 7.8. Competitor identification methods
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have similar strategies and positions. Furthermore, mobility barriers inhibit a firm’s
movement from one strategic group to another. Examples of mobility barriers include
large capital investments made at an early industry stage or the progressive specialization
of human resources or manufacturing. Table 7.7 shows some of the factors that may
influence the creation of a distinct strategic group within the pharmaceutical industry.

Figure 7.9 shows an example of a strategic group map, which is a tool often used in
competitor identification. This two-dimensional map illustrates clusters of competi-
tors in two distinct areas with similar characteristics.

Members of the same strategic group often behave in a concerted and predictable
way to environmental changes because of their similar characteristics, motivations, and
strategies. Segment analysis of strategic groups helps identify these reactions by focus-
ing on the following parameters: (a) relative size, (b) growth rate, (c) internal rivalry,
(d) KSFEs, and (e) future strategic moves.

Competitor Behavioral Analysis

Behavioral analysis of competitors uses historically related data regarding their distinct
behaviors and reactions in the marketplace. Some items to look for when studying a com-
petitor’s behavioral pattern include product launch pattern, moves to integrate backward
and forward, responses to our moves, responses to a changing healthcare setting, responses
to government changing regulations, pricing strategy changes, discounts and offers, tender
bidding practices, restructuring, reorganization, sales force details during new product

Table 7.7: Factors Defining Pharmaceutical Industry’s Strategic Groups

# Factor Parameters
1. Therapeutic category specialization ~ Biotech vs. nonbiotech, category size and maturity,
company leadership
2. Innovation Patents, NCEs submitted/approved, new product revenue,
technologies
3. Globalization Foreign markets, subsidiaries vs. agents, local leadership
4, Integration R&D to market, outsourcing, backward (raw materials),
forward (distribution)
5. Branding Number, customer recognition, competitive position,
promotion
6. Push & Pull Prescribers only vs. DTC, promotion
7. Channels Multiple- vs. single-channel, full- vs. short-line, contract
types, mail, Web
8. Product quality Batch recalls, customer complaints, customer service,
company image
9. Value-added Dosage strength and formulation, packaging, usage
instructions
10.  Costing Integrated vs. outsourced, productivity, cost vs.
quality-minded _
11.  Services offered Information, education, services, community relations,
patient assistance
12, Pricing High vs. low, penetration vs. skimming, relationship to
value, image
13.  Relationship with parent company  Subsidiary, joint venture, representative, agent, exclusive

vs. nonexclusive
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Figure 7.9. Strategic grouping by therapeutic category: diversification and globalization

S

-
sp O
2+
sl L F
N
s
Ee]
2
S
L

) D 0 N N 0 T Y T D IVU A N SN N N U N T 20U N A O O A N |

r7Trrrrrrryrrrrrrt

[ Therapeutic category diversification —]

launches, product life cycle management, legal actions against competitive threats, moves
into the generics field, globalization initiatives, and public relations in times of crises.

Competitor Performance Analysis

Performance analysis follows the competitor’s behavioral analysis. This is another crit-
ical step because it provides essential insights into the relationship between a competi-
tor’s behaviors and strategies and their results. This indicates necessary adjustments to
our own strategies, too. A performance analysis can utilize long-term historical data
about the competitor—usually the last five years in most industry analyses. Table 7.8
shows a competition analysis grid focusing on various performance indicators.
Performance measurements can be expressed in absolute terms, such as annual unit
sales volumes or rankings, using customer-based evaluations of arbitrary scales or
weighted rankings, the last rankings weighted versus their impact on industry’s per-
formance, or utilizing visual mappings of performance measurements on two-dimen-
sional (see Figure 7.10) or multidimensional maps.

Competitive Benchmarking

The process of benchmarking uses industry-related standards of performance, or
“benchmarks,” for measuring a company’s performance level against that of other
competitors, preferably that industry’s leaders. The collection of extensive competitor
information makes competitor benchmarking possible because it collects extensive
information about competitors, allows constant monitoring of business performance,
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Figure 7.10. Multi-factorial competitor analysis grid
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evaluates our own company compared to the top performing competitors, focuses on
KSFs, and ranks competitors in relation to the KSFs.

Strategic benchmarking focuses on three elements (shown in Figure 7.11).
Customers, competitors, and the industry’s required competencies are thoroughly stud-
ied. The resulting standards of performance are put through rigorous tests of expert
opinions, consultant inputs, and in-house specialist evaluations. The outcome is a list
of commonly accepted benchmarks that can be used for comparing the company’s

Figure 7.11. Competitive advantage focus
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performance with its direct competitors or the industry’s leaders. Furthermore, bench-
marks are constantly reevaluated and adjusted as new technologies or new industry
entrants continually raise the standards of excellence.

Competitor Motivation Analysis

The purpose of this part of competitor analysis is to unravel the competitors’ inner
motivations, objectives, goals, and intents. By looking at these parameters, a marketer
can gain insights into where the industry is moving and what the prevailing marketing
environment conditions will be in the future, and then adjust the company’s direction
as needed. Motivation analysis requires input from industry specialists—internal or
external—that study the long histories of competitor behaviors and performances in
search of what drove these parameters in the past. Based on this knowledge, the long-
term objectives of the competitors can be ascertained, making the company’s own
competitive defense strategy more focused and efficacious. Table 7.9 shows a compe-
tition analysis grid that focuses on a competitor’s intents and goals within different
geographical boundaries.

INDUSTRY ATTRACTIVENESS ANALYSIS

Armed with the knowledge of competitor behavior, performance, and motivation,
pharmaceutical marketers evaluate the industry attractiveness within the given market
segment. The results of this analysis serve as useful indicators of the need for further
exploiting this segment or looking within other portfolio sections for larger and more
sustained opportunities. An industry attractiveness analysis is also a tool of portfolio
analysis, a concept discussed in Chapter 10.

DEFINITION OF INDUSTRY’S KSFs

The results of competitor analysis help define those elements necessary for success
within the given industry segment. These elements may be tangible or intangible,
human or material. Whatever their nature, they are critical to the industry’s success

Table 7.9: Competitor Analysis by Regional and Functional Area

Competitor:
Analyst: Date:

Sources of information:

Region Strategic Competitive Market Share Competitive Competitive KSFs Next
Intent Position Objective Intensity Strategy Moves

Local

Regional

National

Economic Groups

Geographical
Groups

Global
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within the segment, and are called key success factors or KSFs. Obviously, the ability to
surpass competitors in KSFs leads to competitive advantage. KSFs commonly identi-
fied within the pharmaceutical industry include product innovation, marketing
expertise, therapeutic area knowledge, sales force effectiveness, first-to-market prod-
ucts, enabling technologies, globalization, focus on core competencies, financial
resources, product reimbursement, hospital formulary product inclusion, and infor-
mation technology expertise. Table 7.10 shows a competitor analysis model applicable
to the pharmaceutical industry.

COMPETITIVE INTELLIGENCE

Competitive intelligence is related to, but not synonymous with, competitor information.
Competitive intelligence is analyzed information on the competitors. It includes exten-
sive collection, archiving and storage, and evaluation of relevant information by experts.
This leads to the creation of valuable intelligence that can profoundly influence busi-
ness decisions. The term “intelligence” has acquired a negative connotation, due to its
extensive use in the military or spying sector and subsequent popularization by the
movie industry. However, the collection and analysis of competitor information also has
been one of the cornerstones of business success across every industrial sector.
Therefore, the skilled practice of collecting and analyzing competitor information in all
business ventures, including the pharmaceutical markets, is necessary. Sources of com-
petitive intelligence are illustrated in Figure 7.12. Contrary to public belief, such intel-
ligence is not all legally protected and hidden away from competitors’ eyes. Instead, as
Figure 7.13 shows, most of it is easily accessible and should be the focus of well orga-
nized and equipped corporate competitive intelligence-gathering departments.

Table 7.10: A Pharmaceutical Competitor Analysis Example

Date:

Analyst:

Grading: 1 = Lowest, 5 = Average, 10 = Highest

Aspect: Parameters Product A Product B Product C

Customer need Efficacy 5 7 9
Safety 8 8 7
Price 6 8 10

Industry competition Sales volume 5 5 8
Sales revenue 8 8 9
Profit 9 6 8
Market share 6 6 8

Product line competition Strategy 7 7 5
Differentiation 8 5 9
Customer image 7 7 8
Product Price 8 8 7
Promotion strategy 8 6 7
Distribution strategy 6 7 5

Organizational competition Marketing structure 7 8 6
Marketing strengths 8 8 9
Sales force structure 8 7 7
Sales force strengths 6 8 8
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Figure 7.12. Competitive intelligence sources

Marketing
agencies

Employees
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and Banks

Competitive
Intelligence

Most experts would agree that competitive intelligence could come from far and
diverse sources. These sources are not always in printed form, but may be in the pub-
lic domain such as word-of-mouth information (not rumors), television news, Web
sites, and so on. The gathering of such information requires specialized professional
teams, comprising of competitive intelligence experts, analysts, librarians, and project
leaders. These professionals should possess a number of key abilities, such as creativity,

Figure 7.13. Types of competitor information
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experience, persistence, good listening and communication skills, and strategic ability,
as well as good ethics.

Table 7.11 lists some competitive intelligence sources. In addition, the following list
summarizes some well-known, commercially available pharmaceutical market intelli-

gence databases.

Market Intelligence

BCC Market Research

Business & Industry

Datamonitor

EPSICOM Pharmaceutical & Medical Companies
FIND/SVP Market Research Reports
Freedonia Market Research

Frost & Sullivan Market Intelligence
Industry Express

PROMT

Trade & Industry Database

IMSWorld Drug Market-Countries
IMSWorld Pharmaceutical Company Profiles
IMSWorld Product Launches

Table 7.11: Competitive Intelligence Sources

Employees/ Promotional  Customers Trade Public Government
Investors Activities Domain
Business Advertising Healthcare Banks Antitrust Diagnosis
articles Annual reports professionals  Commercial litigation expert
Books Corporate Pharmacists databases Articles committees
Calls for grants  material Prescribers Consultants Backward Ethical com-
Congress Manuals Purchasing Financial engineering mittees
presentations  Promotional agents analysts Books Financial
Courses taught material Licenses Case studies disclosures
Employee Publicity Marketing Courses Formulary
meetings Quarterly agencies Directories committees
Employee reports Newswires Environmental Government
unions Recruitment Stock/bond groups contract
Executive ads issues Grant administration
interviews Technical Subcontractors proposals Health
Job candidates papers Suppliers Internet department
Medical Trade Lawsuits Insurance
literature association Local agencies
Personnel Trade press newspapers  Pricing
changes Patents/ authorities
R&D literature Registration
scientists Press authorities
Sales force Security and Reimburse-
Shareholder Exchange ment funds
meetings Reports State
Speeches Seminars committees
Who's Who

directories
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Intellectual Property

Current Drugs Fast-Alert
IMSWorld Patents International

Regulatory

Diogenes FDA Regulatory Updates
FDC Reports

Federal Register

NDA Pipeline: New Drugs

Industry News

ADIS InPharma

ADIS PharmacoEconomics & Outcomes

Business Dateline

Drug News & Perspectives

Health News Daily

PharmaBiomed Business Journals

Marketletter Database

Pharmaceutical and Healthcare Industry News Index
Pharmaceutical News Index

Pharma Marketing Service

Research and Development

ADIS LMS Drug Alerts

R&D Insight

BIOSIS Previews

CA SEARCH: Chemical Abstracts
Derwent Drug File

Drug Registry File

Drug Data Report

Drugs of the Future

EMBASE

EMBASE Alerts

IMSWorld R&D Focus
International Pharmaceutical Abstracts
MEDLINE

Pharmaprojects
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in 1998, U.S. pharmaceutical companies were expected to spend more
than $21 billion to discover and develop new medicines.

PhRMA, 1998

In Chapter 6, we focused on market segmentation, namely, the identification of dis-
tinct market segments with similar characteristics and needs that can be selectively and
separately targeted by pharmaceutical marketing campaigns. The purpose of identify-
ing these segments and selecting some of them to target is twofold. First, any phar-
maceutical company, however global and successful, cannot effectively target all
identifiable market segments across all therapeutic areas and national markets because
such a mass marketing approach would require massive resources not available any-
where within the industry. Second, in a utopian situation where such resources were
available, it would be a huge waste of financial and human assets to pursue segments
with low profitability. Instead, the focus should be on those segments of company
expertise that would give it a sustainable competitive advantage and, therefore, a sales
revenue and market share growth.

This chapter, then, focuses on the ways and means of selecting optimal targets
and implementing a product strategy geared to produce a sustainable competitive
advantage.
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THE ESSENCE OF PHARMACEUTICAL PRODUCT STRATEGY

The process of selecting optimal market segments and finding the ideal way to “package”
product benefits toward this segment is central to any pharmaceutical product strategy
in any market. Thus, the strategic step of market segmentation is followed by three suc-
cessive other steps, namely, targeting, positioning, and profiling. Targeting is defined as
choosing the specific individuals to win over. Positioning is choosing the therapeutic seg-
ments in which to compete with a specific product. Profiling is choosing the promotional
statements to compete for the target audience in the segments we have chosen. In other
words, targeting refers to target customers, positioning refers to patients, indications, or
situations, and profiling refers to promotional messages. Most marketing scholars agree
that targeting, positioning, and profiling do not have priority over the other steps.
However, the segmentation, targeting, and positioning (STP) model (see Figure 8.1) is a
useful marketing mnemonic. It is the approach used in this book

TARGETING

Targeting is the process of selecting specific market segments on which to concentrate
the marketing effort. This follows studying their needs and tailoring the product
toward them. It is about establishing priorities among the different market segments.
How then can an industry marketer decide on the optimal target selection? Four
aspects present in every market segment need to be analyzed: the market, the customer,
the competition, and the company itself (see Figure 8.2). In other words, does the
company want to pursue this segment (the company’s mission)? Does the company
have the resources and capabilities to create a sustainable competitive advantage within
this segment (the elements of internal analysis: resources, SWOT, and performance)?
What about the segment itself (segment analysis)? Is it large and growing, with signif-
icant potential and in an early life cycle stage? Is it attractive? Who are the customers
anyway (customer behavior analysis)? What are their characteristics needs, wants, atti-
tudes, and beliefs? What do they think about our company? What about the segment
competitors, existing and future (competitor analysis)?> What are their capabilities,
behaviors, performances, and motivations? How do we compare?

Following the analysis of these four critical aspects, a segment attractiveness study
is performed. Different market segments are compared to each other, as shown in
Figure 8.3. Targeting should then focus on segments of high importance and high
chances of company success.

Figure 8.1. The STP model

Market segmentation Market targeting Product positioning
Identity variables Evaluate segment Identify positionings
Segment market attractiveness Choose, develop, and
Profile segments Target segments communicate concept
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Figure 8.2. Targeting parameters
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The analyzed segments may be ranked according to superiority, equivalence, or
inferiority—referring to a company’s standing against the competition. Obviously,
attention should only be focused on the first two. Segments of inferiority should be
avoided because they do not present the required conditions for a sustainable compet-
itive advantage.

POSITIONING

When introducing a new pharmaceutical product to the world, marketers have to pre-
sent the product to customers across the whole healthcare spectrum, in market seg-
ments where they believe this product holds the highest competitive advantage or is
able to best sarisfy customer needs. It is necessary to evaluate both their producrt char-
acteristics and the competitor’s, as well as select the product attributes (positioning)
that matter to the customers.

Some definitions of positioning are: the act of designing the company’s offer so that
it occupies a distinct and valued place in the target customer’s mind (Kotler, 1980); the
process of adjusting and presenting a product in a way so that it is the most attractive

Figure 8.3. Segment importance and chances of success portfolio model

Segment importance
Weak Medium Strong

Chances of success
Strong ||Medium|] Weak
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option for the customer; making a product stand out from competition in the mind of
the consumer; the sum of mental connections between the consumer and the (a) attrib-
utes and features, (b) feelings and emotions, () price and value, (d) problems products
can solve, (e) use or application, and (f) competition promised with the offering.

Product positioning is obviously based on the inherent, core product attributes, as
well the augmented attributes that the company has decided to package with the prod-
uct. Furthermore, product positioning is influenced by the official approval of the rel-
evant local regulatory authorities. In most cases, however, the approved product
indication allows use of the product by various medical specialties or by patients suf-
fering from a variety of similar pathological states.

Before we describe the process of defining a new product positioning, let us first
examine the critical importance of this decision. A company with a fresh EMEA mar-
keting authorization of a new antihistamine preparation is considering its European
Union launch plan, including candidate launch countries, formulations to be intro-
duced, and medical specialties to be targeted, as well as their respective promotional
budgets. In walking around this marketing maze, the European headquarters team is
focusing on the following questions:

»  Which pathological states is this product licensed to treat, and what is their
market size?

»  Which medical specialty is involved in treating these states, and with what
percentage?

* How many physicians are in each of these medical specialties?

* Does the company have the know-how in the respective therapeutic categories
(prescribers, patients, competitors, markets)?

*  Does the company have a wider product portfolio to offer these specialties?

*  What are the unique product advantages for each disease?

*  What products are the competition offering in these therapeutic categories?

* In which disease state will our product will have the highest competitive
advantage?

*  What amount of resources will be required in order to pursue this market
segment?

Following the in-depth evaluation of all of these questions, the company’s marketers
find out that their product will best be suited in the treatment of common allergies,
which are more prevalent in certain countries than others. In these high-priority
national markets, the primary medical specialists are GPs, and not the respiratory spe-
cialists. Physician numbers are gathered by contacting national medical associations,
while an estimation of the required sales force sizes is also made. Later, a marketing
research agency is contracted to approach selected target physicians and opinion lead-
ers to ask them for their own, as well as their patients’, needs. The product character-
istics are then matched to these customer needs, and three out of the nine potential
product’s unique selling points are chosen as the most relevant. A comparison to the
competitive products reveals that the product will indeed be able to keep its competi-
tive advantage. A final decision is made to promote the new antihistamine among the
selected medical specialty in some national markets with few of the available formula-
tions, and at a competitive price range. In conclusion, the product is positioned in the
selected market segments that offer the highest sales potential and opportunities to
keep its competitive advantage. Product positioning, then, is defining promotional
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avenues and budgets, which eventually result in the new product commanding a 30
percent market share in its first year.

What a good product positioning tries to achieve is twofold (see Figure 8.4). On the
one hand, it mixes and matches the core and augmented product features to find the
ideal combination that both satisfies the customer needs and is difficult for the com-
petition to imitate. This leads to the creation of a unique selling proposition. On the
other hand, this combination of product features must fit seamlessly with the com-
pany’s overall strategy, that is, the company must have the knowledge, product port-
folio, and resources guaranteeing success in this segment. Table 8.1 shows some typical
examples of pharmaceutical positioning statements.

In order to define the exact positioning of a pharmaceutical product, a series of actions
have to be implemented by a pharmaceutical marketer (see Table 8.2). The process starts
with identifying all potential competitive products and comparing their features to the
expressed needs of prescribers and patients. The process ends with determining the posi-
tion where, due to product features, it would have the highest competitive advantage (see
Figure 8.5).

The final outcome of the positioning finding process can be widely varied and some-
times distanced from the positionings chosen by fellow colleagues for the same product,
in another regional or therapeutic area. This is due to the dynamic differences among dif-
ferent geographic pharmaceutical markets, educational differences between physicians
working in these locations, diverse regulatory environments across national borders, or
differences in patients’ and families’ perceptions toward a disease or its treatment. For
instance, psychosis may be a societal taboo in some countries, as Alzheimer’s disease may
be in others. Such taboos may inhibit sufferers from visiting a specialized psychiatrist or
neurologist, and suggest that a marketer may have to position them for both specialists
and GPs alike, with completely different messages or approaches.

The following list shows a wide variety of potential pharmaceutical positioning
approaches that can be used across therapeutic categories or national markets.

Antidote Because there is a specific antidote available in case of overdose.

Application Because our product is the only one indicated for this
symptom.

Autribute Because our product has the fastest onset of action.

Benefit Because it is the most efficacious medication for the disease.

Company ethics Because we focus on improving the quality of life of our
patients.

Competition Because we are the uncontested market share leaders.

Figure 8.4. The two goals of product positioning
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Table 8.1: Pharmaceutical Positioning Statements

Market Frame of Competitive
Segment Brand Reference Differentiation Edge
Of all analgesics,  Product X is the only long- that offers fast due to its targeted
lasting product relief and effect on brain
tolerability ABC receptors.
In hormone Product Z is the standard of ~ because it covers by acting on
replacement, a new era all your body’s central and
needs peripheral E2
receptors.
In Parkinson’s Product W is the best choice  because it offers due to its innova-
trearment long relief with tive drug
no sid