CLINICAL TRIALS
DESIGN &
MANAGEMENT

Professional Certificate Program

in partnership with

The Bay Area & Silicon Valley are hot spots in the
global biopharmaceutical and medical device
industries, which rely heavily on clinical trial—
the complex process of ensuring the safety and
effectiveness of new and existing medical products.
Well-planned & executed clinical trials are the
cornerstone of effective biomedical product
development and are critical to ensuring the
protection of human volunteers. Here, trained
clinical research professionals are in high demand.

Who Should Attend?
New and experienced clinical research associates, coordinators and clinical program managers
m Physicians, nurses, IRB members and administrators
m Pharmacists, Biomedical & research scientists and data managers
m Professionals interested in moving into the dynamic clinical trials field
m

Curriculum
Certificate | 3 Quarters | 27 Units
Drug Development Process | 2 Units
The development of new drugs is a
highly complex, lengthy and expensive
process. In this course, you examine
this process---from discovery to
market and beyond---and see what
makes the biopharmaceutical industry
unique. Infused with real-world
examples, lectures will address drug
discovery; preclinical characterization
of new drug entities; the phases and
purposes of both pharmacological
and clinical development; regulatory
filings, compliance and oversight; FDA
jurisdiction; and strategic issues in drug
development. The course provides
an important foundation in drug
development for professionals from all
disciplines who are currently working
in or are considering a move to the
biopharmaceutical industry.

Medical Devices: Regulatory Strategies
& Marketing Pathways| 1.5 Units
Medical devices are different from drugs
and biologics in their regulation and paths
to market. Effective clinical trials design
and management for devices requires
a solid understanding of these issues.
This course defines medical devices and
explains routes to market, regulatory
pathways, successful investigational
device exemption (IDE) and PMA
submissions to the FDA. You’ll also learn
how to get devices effectively to market,
manage and report adverse device
events (MDRs) and other post-market FDA
surveillance tools and get a glimpse into
the future of device regulations.

Good Clinical Practices | 3 Units
Clinical research is governed by a set of
broad regulatory requirements, industry
standards and recommendations.
Science of Clinical Trials Design | 2.5 Units Interpreting and implementing these “best
This course reviews the science that
practice” standards presents a challenge
forms the basis of effective clinical trial
for all the stakeholders involved in
design. You’ll learn to classify and describe human research. This course explores the
trial design by stage in drug and device
framework and principles of Good Clinical
development. The course covers the
Practice (GCP) as it relates to the roles and
purposes of clinical trials, including types responsibilities of various stakeholders
of trial designs. You’ll learn to define
like the FDA, Investigator, Sponsor, IRB
hypothesis and study objectives and
and the study subject. Through lectures,
determine population and sample size.
homework, quizzes and the final exam,
You’ll gain hands-on experience designing you will gain knowledge of regulations
clinical trials synopses and Phase 2
(federal, state and local) and learn to apply
development strategies.
the principles of GCP.

Clinical Trials Site Monitoring I | 2 Units
The course covers expectations of the FDA,
the sponsor, and the site. The process
of site selection, budgeting, initiation
visits, source documentation, regulatory
documentation, and adverse event
reporting are additional topics covered.
Included in the course are the process of
medical record review and maintenance,
case report form completion, product
accountability, and various tasks
associated with different monitoring visits.
Clinical Statistics for Non-Statisticians |
2 Units
Clinical studies succeed or fail on the
strength of their statistics. This course
takes a practical approach to address the
fundamental statistical concepts essential
for non-statisticians involved in clinical
research. Through lectures, discussions
and in-class exercises, the instructor
explores clinical study designs, hypothesis
testing, sample size calculations,
assumptions, controls, endpoints,
data-management principles, data
presentations and analysis plans, methods
of analysis, and conclusions. You’ll learn
how to interpret the statistics commonly
encountered in clinical research as well
as how to communicate effectively with
statisticians. The approach is practical,
simple and qualitative. No previous
background in statistics is required.
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Additional Curriculum
Certificate | 3 Quarters | 27 Units
Clinical Research: The Study Site
Perspective | 1.5 Units
The conduct of clinical research requires
effective working relationships between
the study sites that execute clinical trials
and the sponsors that design the trials and
provide product for testing. This course
offers practical insight into the clinical
research process from the viewpoint
of the study site. Lectures and class
exercises explore the roles, responsibilities,
interactions, and concerns of study
site personnel and highlight important
differences in perspective between clinical
study sites and industry sponsors. Course
content applies to all study sites, including
academic medical centers, community
hospitals, rural clinics, physician private
practices, hospital networks, and Phase 1
units. Whether you work at a study site, for
a sponsor, or are interested in opportunities
at these organizations, this course will
provide you with a deeper understanding of
the study site’s role in clinical research.

Drug Safety and Adverse Events
Reporting | 1.5 Units
Regulators, the public, and the medical
community are scrutinizing the safety
profiles of pharmaceuticals more closely
than ever. Thus, acquiring, verifying
and reporting quality safety data are
crucial to obtaining and maintaining
product approval. This course introduces
fundamental concepts essential to drug
safety and adverse event reporting
and how to apply them to situations
encountered during clinical trials and
post-marketing reporting. You’ll learn why
safety reporting is crucial; the definitions
of an adverse event and the key reporting
issues of seriousness, expectedness, and
relationship to the study drug. The course
includes a brief overview of reporting
requirements in the U.S. and abroad and
the documents associated with these
reports. The content is appropriate for
CRAs, CRCs, drug safety associates, and
regulatory affairs personnel.

Regulation of Drugs and Biologics |
3 Units
Complex regulations govern the
development, manufacture, and
commercialization of biomedical products.
This course will help you understand the
regulatory requirements, both U.S. and
international, for patented and generic
pharmaceuticals, over-the-counter
drugs, and biological products. Through
lectures, case studies, and hands-on
exercises, you’ll gain knowledge and
insight into the regulatory agencies and
their roles and responsibilities, regulatory
applications and pathways, post-marketing
requirements, the impact of regulatory
differences between U.S. and other
countries, and how regulatory approval
processes affect corporate strategy.

Good Manufacturing Practices | 3 Units
Familiarity with the Good Manufacturing
Practices (GMP) regulations is necessary for
employees engaged in the manufacture,
regulation, quality assurance, and control
of drugs and biologics. Through lectures,
discussions, and case studies, you’ll
gain an understanding of the FDA GMP
and Good Laboratory Practice (GLP)
regulations. While primarily aimed at the
manufacturing, quality control, and quality
assurance worker, the course is also useful
for regulatory affairs and clinical research
professionals, as well as anyone who wants
to understand which regulatory controls
apply to the manufacture of drugs and
biopharmaceuticals for human use.

Human Physiology in Health and
Disease | 3 Units
This course introduces the fundamental
principles of human physiology in health
and disease, and provides insight into
emerging and established therapies used
to treat a range of disease processes.
Designed for individuals who lack formal
medical training, the course introduces
the hierarchical organization of the body,
from cells to coordinated organ systems,
and continues with a discussion of the
key integrative/homeostatic control
mechanisms. With these topics as a
foundation, the instructor progresses
through the functions of major systems,
including renal, cardiovascular, respiratory,
neuromuscular, digestive, endocrine
and reproductive. This course benefits
clinical research, biopharmaceutical, and
engineering professionals who need a
basic understanding of the physiological
processes and therapeutic approaches that
underlie the biomedical projects or clinical
trials on which they work.
Medical Writing | 2 Units
All biopharmaceutical companies must
produce scientific reports and summary
documents for regulatory agencies.
Good documentation should be not only
scientifically sound, but also clear, effective
and concise. This course provides the
practical skills needed to write effective
documents for the healthcare industry.
You’ll gain practice through hands-on
exercises and group projects based on
documentation used in pharmaceutical
development.
By the end of the course, you should be
able to demonstrate the basics of effective
writing and streamline the writing process
from raw ideas to finished documents.

Courses in the certificate programs are subject to change based on
schedule availability and/or student aptitude.
Equivalent course substitutions will be made to accommodate.
Courses taken previously will be substituted for a higher-level course.

