NEW FROM OXFORD

Clinical Trials

CliniCal trials

a dVa nCe d Prais e fo r

CliniCal trials

“Dr. Speid, taking advantage of her own professional experiences, provides an easy to follow and
understandable guide to clinical trials. She describes how human clinical trials are developed,
the ethics involved in these trials, including a discussion of risk-benefit ratios, and how the phy-

sician at time serves dual roles as caregiver and study investigator. She has chapters on certain
‘vulnerable populations’ such as the elderly, children, and patients with rare or orphan diseases.
With the need for increased, truly informed subjects in clinical trials, this book provides a rich
resource for those contemplating participation in such trials.”

What Patients and Volunteers Need to Know

—daVid a. Williams, md, Chief of the diVision of hematology/onCology,
direCtor of translational researCh for Children’s hosPital boston, and leland
fiKes Professor of PediatriCs, harVard mediCal sChool

“In clinical research, the patient’s full understanding of the informed consent procedure is paramount.

tion for a long time. It is a must-have resource for every clinical trial subject and investigator.”
—gioi n. smith-nguyen, md, faCog, grossmont Center for CliniCal researCh,
la mesa, California

Every year, hundreds of thousands of healthy volunteers and
patients worldwide undertake the journey through the maze that
can be clinical trials. Research participants take part in clinical
trials for a variety of reasons. The healthy volunteers may be
seeking extra money to pay off college tuition, or they may know
someone who is suffering and would potentially benefit from the
results of the trial. The patient who is terminally ill might participate in a clinical trial simply as a last hope for a cure. Whatever
the goals, though, most participants 1
will experience the same
sense of bewilderment as they encounter the jargon and medical
terminology that they will hear and have to read about and understand during the course of the clinical trial.

“Dr. Speid provides an excellent summary of the increasingly complex world of clinical trials. The
clinical vignettes bring otherwise murky issues into sharp focus. The ‘questions to ask’ sections
make this book indispensible for those considering enrolling themselves or their loved ones into
clinical trials, providing a framework within which to make fully informed decisions. This is a
must-read for those wanting a better understanding of the pros and cons of participating in

What Patients and

investigator. This very well-written and easy-to-read handbook is an excellent solution to
this problem. As a Principal Investigator, I have been searching for this type of written informa-

Volunteers need to KnoW

Lorna Speid, Ph.D and PhD

However, for the patient, coming to the research site without the prior knowledge of the clinical
trial information, it can be a challenging and time-consuming process for both patient and
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modern-day drug development.”

lorna speid, B.pharm., mrpharm.s., ph.d., raC, is the president of Speid and
Associates, Inc., a regulatory affairs and drug development consultancy. Dr. Speid has worked
for the international pharmaceutical industry since the late 1980s. In addition to her work as a
consultant, her earlier research and clinical trial experience in the pharmaceutical industry has
given her invaluable insight into the issues faced by patients, and healthy volunteers who take
part in, or are considering taking part in, clinical trials. She lives in San Diego.
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Clinical Trials: What Patients and Volunteers Need to Know
demystifies the entire process, focusing on the process of drug
development, and the clinical trial itself. Writing from a lifetime
of experience, the author provides important questions to ask
those running a clinical trial, key definitions and terms for a participant to know and understand, as well as anecdotes illustrating
the clinical trial process. The author also grapples with the idea
of "informed consent," providing mechanisms for patients and
volunteers to feel fully informed before signing up for the trial.
A vital resource for those who are considering enrolling in a
clinical trial, or for the parents, friends, or relatives of those
involved in a clinical trial, this book takes away the mystery
and allows the participant to enter a clinical trial feeling both
informed and confident.
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—daVid a. merrill, md, Phd, inVestigator, diVision of geriatriC PsyChiatry, memory &
aging researCh Center, semel institute for neurosCienCe & human behaVior,
daVid geffen sChool of mediCine at uniVersity of California, los angeles
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Lorna Speid, B.Pharm, MRPharm.S.,
Ph.D., RAC, is the president of Speid and
Associates, Inc., a regulatory affairs and
drug development consultancy. Dr. Speid
has worked for the international pharmaceutical industry since the late 1980s. In
addition to her work as a consultant, her
earlier research and clinical trial experience
in the pharmaceutical industry has given
her invaluable insight into the issues faced
by patients and healthy volunteers who take
part in, or are considering taking part in,
clinical trials. She lives in San Diego.

• The author has a great deal of experience working with
pharmaceutical companies and clinical trials
• Lists of questions to ask those running a clinical trial
• Clear, concise definitions of important terms and concepts
• Anecdotes illustrating the clinical trial process
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