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OVERVIEW AND INTRODUCTION

Language can be either a facilitator or barrier to effective commu-
nication and is a cornerstone of any successful work environment,
whether it is in research or business practices, or in collaborations
between different types of workers, or even in an interpersonal re-
lationship. In most of the world, languages are unique to each
country, and cross-border collaboration requires translation and
interpretation of words and phrases, along with their meanings
and appropriate context. Ultimately, the learning of the other lan-
guage itself is needed for fully effective communication.

Business worlds can also have their own language with dis-
tinct phrases and terms, based on the unique features of their
technologies, science, products, employees, customers, and gov-
ernment relationships. The business worlds of home construc-
tion, agriculture, and space exploration are easy to recognize as
unique from each other in technologies, products, and termi-
nology. Certainly, the pharmaceutical and biotechnology indus-
tries (here-to-fore called the biopharma industry) have such
special circumstances in at least seven areas: (1) their sophisti-
cated and complex science base, (2) the medical practice and
patient care context, (3) a research-intensive environment on
at least four levels (basic laboratory, animal, clinical, and eco-
nomic), (4) substantial government engagement and regulatory
oversight, (5) highly varied and complex healthcare systems
along with the related customer relationships, (6) the global
nature of business and health care, and (7) the basic business
world challenges, as well. This book provides over 3,200
acronyms and over 850 terms and phrases, representing the
biopharma industry language.
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Customers of the Biopharma Industry

The complex customer environment and players involved in
and with the industry warrant additional introduction. The
spectrum of customers and their needs is exceptionally broad
for the biopharma industry with at least 11 different categories,
each of them both a recipient of communications and a contribu-
tor to the biopharma language:

il

Patients with a disease consume the products, along with
their families that provide support. Patient support groups
are further customers for the biopharma industry.

Health care professionals (“providers,” i.e., physicians, phar-
macists, nurses, and allied healthcare workers) decide upon,
guide, and monitor the products’ use. They also congregate
in national professional associations for communication,
education, clinical practice, and research discussions, com-
prising yet another customer base.

The payers in the private and public sectors cover the costs
of the products, create reimbursement processes, and pro-
vide usage guidelines for products. Private payers include
insurance companies, managed care organizations, and

the patients. Public payers include federal, state, and local
governments.

The healthcare systems with the many inpatient and outpa-
tient settings (e.g., hospitals, nursing homes, clinics, physi-
cian offices, pharmacies, and laboratories) form a broad and
varied context in which patients are treated and the prod-
ucts are used. Usage patterns are impacted by these many
settings, and they both facilitate usage and create barriers.
The scientific community involves many basic science areas
that help discover the products, for example, chemistry, biol-
ogy, molecular biology, genetics, pharmacology, toxicology,
pharmacokinetics, and economics. Each possesses their own
terminology that needs to be understood and integrated for
product development in the biopharma industry.

The clinical research community establishes the benefits
and risks for the products in patients through the clinical
studies conducted in collaboration with the biopharma in-
dustry. Diseases and study designs along with research
processes create terminology for biopharma.
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7. The many facets of government serve two key functions:
performing oversight and regulation of the biopharma in-
dustry (the science and the business), and creating the
health policies, laws, and regulations governing operations
and outcomes (e.g., Food and Drug Administration, Office
of Inspector General in the Justice Department, Veterans
Administration, National Institute of Health, Health and
Human Services, Centers for Medicare and Medicaid
Services, Department of Agriculture, and Environmental
Protection Agency).

8. Many contractors and vendors in science and business areas
support and assist the biopharma industry in performing
their work, for example, testing laboratories, contract research
organizations, market research companies, sales management
organizations, and advertising agencies.

9. The investment community provides the capital to perform
the work, monitors the business outcomes and research ad-
vances for potential investors, and may even help set corpo-
rate goals.

10. The media monitor, report, challenge, and color the work,
outcomes, benefits, and risks of the products, product de-
velopment, and the biopharma business world.

11. The biopharma companies themselves interact through re-
search and business collaborations and alliances and be-
come customers of each other. The biopharma industry
engages this breadth of players and customers, leading to
substantial complexity, variety, and unique features in its
communications, essentially creating a language of its own.

Acronym Usage

The language of biopharma is further complicated by the exten-
sive use of acronyms in the worlds of the sciences, health care,
business, and government, in which and with which the biopharma
industry must simultaneously operate. Acronyms are used most
often to facilitate communications among their user groups, but
they may also confuse communication to those staff members
and customers unfamiliar with them. A simple acronym (e.g.,
“EC” or “PC”) can have many distinct meanings even within this
one industry because of so many different customers, business
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needs, and technologies. For example, “EC” can mean Executive
Committee, or European Commission, or European Council, or
Ethics Committee, or enteric coated, or e-clinical, or etoposide
with carboplatin. The acronym “PC” can mean placebo control,
or physicochemical, or pre-clinical, or product complaints, or pri-
mary care, or patient consent, or personal computer, or pediatric
committee, or post cibum (Latin for ‘after meals’). The context for
the acronym is particularly important to guide the reader to the
most appropriate definition of the acronym.

Biopharma Industry Department Contributors

The over 4,000 terms, phrases, and acronyms in this book com-
prise much of the biopharma language and include 10 different
work areas of the biopharma industry itself, as noted in Figure 1

Figure 1: Content of Biopharma Language



OVERVIEW AND INTRODUCTION ix

and in the following comments. Standard business operations (1)
and marketing terms (2) are presented regarding all business envi-
ronments, and are adapted to the science and healthcare context
and new product development. Basic research concepts (3) in the
acronym and term lists focus on discovery of new molecules and
the related processes. Many of the targets and receptors (4) in hu-
mans that are recognized as contributing to existing and new mol-
ecule discovery are provided. Although any of the thousands of
human enzymes, substrates, proteins, metabolites, antibodies, ion
channels, ribosomes, DNA/RNA units, and cell receptors could be
listed as targets, the about 450 targets/receptors in the book repre-
sent current major receptor families and their prominent compo-
nents. Clinical research terms (5) focus on the many different
issues, such as processes, documents, study design issues, clinical
assessment tools, people (roles and titles), and activities involved in
clinical studies and product development. Clinical assessment
tools that could be a scale, index, questionnaire, survey, exam, eval-
uation, interview, report, schedule, or inventory are incorporated.
Government agencies (6) are manifold and varied, and their
nomenclatures that impact both the business practices and prod-
uct development for the biopharma industry are included.
Regulatory concepts (7) cited in the book come most often from
government health-related agencies that perform oversight of the
work (processes and outcomes) of the biopharma industry. The as-
sociations and foundations (8) for health care and science profes-
sionals that interface with the biopharma industry are noted.
Global operations (9) hallmark biopharma product development
and marketing, such that many non-U.S. regulatory groups,
processes, and other international-related acronyms are addressed
as well. Some acronyms for diseases (10) are provided for those
likely to appear in case report forms for industry-sponsored stud-
ies or in market research for disease and health care information.
Drug names are found commonly elsewhere and generally are not
included. It is important to note that some of the other science
areas are not included, even though they may be used in the bio-
pharma industry, because of their ready availability elsewhere in
specialized dictionaries, for example, chemical and trade names for
drugs and biological products, anatomic and physiologic names
(e.g., muscles, bones, nerves, and blood vessels), and names of
microorganisms.
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Sources of Acronyms and Terms

The sources to obtain these terms, phrases, and acronyms for the
Handbook of Biopharma Industry Acronyms & Terms are manifold
(described hereafter). Also, they represent the real world environ-
ment in which the biopharma industry must operate. The first
bases for the handbook are the 30 plus years of hands-on and
management experience in healthcare, health education, research,
and the industry of the editor and author at two prominent, fully
integrated pharmaceutical companies and four start-up companies,
as well as six universities, along with his extensive professional
contacts through his work with many professional organizations.
The book’s prestigious editorial board further represents several
hundred years, collectively, of healthcare, research, education, and
industry experience, supplementing well the content in scope and
descriptions.

Industry experience of the editorial board and editor directly
involves 14 companies, both pharmaceutical and biotechnological,
and both large, fully-integrated and small, start-up companies,
that is, Amgen, Amylin, Aventis, Bertek, Boehringer-Ingelheim,
Bristol-Myers, Cell-Pro, Cetus, CTI Therapeutics, Hoechst-
Marion-Roussel, Marion, Onyx, Pharmacyclics, and Xoma.
University affiliations of the editorial board and author have in-
cluded esteemed research and healthcare institutions such as,
Harvard University, Ohio State University, Philadelphia College of
Pharmacy and Sciences, University of Buffalo State University,
University of California at Los Angeles, University of Florida,
University of Kentucky, University of Missouri at Kansas City, Uni-
versity of Southern California, University of Tennessee, and
University of Texas. A further industry resource is the annual Drug
Information Association meeting every June, which provides a
rich, extensive, and diverse source of presentations (hundreds of
presentations over four days annually) on every conceivable topic
for the industry by industry experts, whether it is a science topic,
an operational area, a marketing issue, or a regulatory topic.
Journals and periodicals dedicated to drug development and the
biopharma industry were used as sources of information for
acronyms as well. These include Nature Reviews Drug Discovery,
Nature Biotechnology, Pharmaceutical Executive, Med Ad News,
Genetic Engineering News, State of the Clinical Trials Industry, R&D
Directions, Center for the Study of Drug Development Impact Re-
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Figure 2: Users of Biopharma Language

ports, FDA Reports to the Nation, the Code of Federal Regulations
(312, for drug development), reports of the Pharmaceutical
Research and Manufacturers Association and the Biotechnology
Industry Organization, and Ernst and Young’s annual biotechnol-
ogy reports.

Users of the Handbook of Biopharma Industry

Acronyms & Terms

The likely users of this nomenclature and language book are quite
broad, as displayed in Figure 2 and in the following commentary.
This book is intended as a resource to and an educational vehicle
for the new staff in the biopharma industry in many areas, for
example, marketing, sales, or research, as well as their vendors in
contract research, marketing, or sales organizations. We hope
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that their productivity in the industry may be enhanced through
better assimilation of the industry language. At universities, the
new investigators for clinical trials, as well as the basic scientists
in pharmacology, toxicology, pharmaceutics, pharmacokinetics,
and molecular biology need to communicate with their industry
colleagues.

The healthcare system interfaces with industry in their roles as
payers, providers, and administrators with a need to comprehend
the language of the biopharma industry. A new government (reg-
ulatory or legislative) employee dealing with healthcare and re-
search will need to access a library of terms and acronyms to
better understand the industry and improve communication. The
media (reporters) and investment company staff need to improve
their understanding of the jargon and language of the biopharma
industry. Even patients and their families may need such informa-
tion about terms and acronyms, especially those involved in pa-
tient support groups. Overall, a compilation of acronyms and
terms supports all these varied groups through more effective
communication and collaborations to bring innovative healthcare
products to market, in order to improve patient care, reduce pa-
tient suffering, and hopefully cure diseases.



DIRECTIONS FOR USING THIS BOOK

Two sections are presented: Acronyms of the Biopharma Lan-
guage, covering over 3,300 listings, and Terms and Phrases of the
Biopharma Language, covering over 850 listings.

Ik

The acronyms and terms are in alphabetical order based on
the first letter or the first word.

. For the acronyms, each letter of the acronym is defined in

the book, and those letters are capitalized in the definitions;
for example, “AP” can be Asia-Pacific (market) or Action
Potential or Action Plan or Activator Protein (receptor/target)
or Angina Pectoris or Adriamycin, Platinol or APproved.

. Itis important to note that an acronym or term can have

very different meanings based on its use, such that the user
of this book should always consider the context of the item
being used in interpreting its definition.

The content of the terms and acronyms is the interpretation
of the author and editor, along with review by the editorial
board.

The definitions of any acronym, term, or phrase are pre-
sented in practical terms, as much as possible, for more easy
understanding by the breadth of the book’s readership. They
are not official government or organizational definitions.
Many acronyms and terms relate to government regula-
tions, and their definitions are paraphrased for readability,
but they are as close as possible to publications of the re-
spective government agency.

Individual pharmaceutical companies will use an acronym
or term and may offer a somewhat different meaning, but
the over 4,000 in this book represent commonly used ex-
amples to guide the new person working either within or
with the biopharma industry.

xiii
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