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By JANE E. BRODY

You no doubt hear or read about
startling new study findings all the
time: some food or supplement is
found to prevent cancer, relieve ar-
thritis or reverse hair loss; some
drug is shown to prevent deaths from
heart disease and stroke, or a new
outpatient procedure has been devel-
oped to replace a major operation.

In years past, only physicians had
to know how to interpret the findings
of a medical study, though certainly
not all of them were up to the task.
Now, with a seemingly insatiable
public appetite for research findings,
the job of interpreting studies for the
public has fallen largely to journal-
ists, many of whom are far less qual-
ified than physicians to make sense
of the studies.

Members of the news media often
have a poor understanding of re-
search methods and statistics, lack
an appreciation for the extent and
limitations of new data, and are often
unable to convey the subtle but criti-
cally important nuances of research
in the time or space allotted.

Unfortunately, this has not stopped
the news media from proclaiming all
sorts of medical findings as ‘‘facts’’
that may be far from certain.

So now, the job of understanding
the relevance of research is falling
increasingly to the general public.

And so, my attempt here at a quick
lesson on how to read between the
lines and determine whether some
new finding has any significance.

What Kind of Study?
Some studies produce more cer-

tain findings than others. Least cer-
tain of all are animal studies. Even
though people share many genetic
characteristics with research ani-
mals, metabolism and immune de-
fenses may differ enough to make
the finding irrelevant to people.

Epidemiological studies or obser-
vational studies follow people for
years, and the studies may uncover

correlations between expo-
sure to substances or living
habits and particular health
outcomes. These findings may
suggest true relationships, or
they may be due to some other
unmeasured or unmeasurable
factor.

Likewise, case-control stud-
ies in which patients with a
particular disease are com-
pared with similar people who
are healthy may suggest, but
not prove, that some factor
was responsible for the illness.

More and more, people are
likely to hear or read about
‘‘meta-analyses.’’ With these,
many smaller studies are
combined to search for a find-
ing that only a large study could re-
veal. But it is important to realize
that meta-analyses are no more ac-
curate than the studies they include.
If these smaller studies were poorly
designed, the conclusions of a meta-
analysis are likely to be erroneous.

Even the so-called gold standard
of medical research — the placebo-
controlled, randomized, double-blind
clinical trial — sometimes produces
spurious results or results that apply
to a limited group or only under cer-
tain conditions.

Nonetheless, such a trial is most
likely to yield results that can be reli-
ably applied to people like those in
the study population. In such a study,
participants are randomly assigned
to an experimental group or control
group, and neither the participants
nor the researchers who evaluate
them know which person is in which
group until the study is completed.

Does It Apply to You?
How participants are recruited

can influence the reliability of the
findings. Advertising for partici-
pants in a newspaper may favor
those who are better educated or
more highly motivated than the gen-
eral population. Such people may
have habits or attitudes that can af-
fect the outcome of the study.

Many studies exclude people who
have other ailments, take certain
medicines or speak languages other
than English. If a study of a new drug
is conducted among healthy young
men, the findings may not apply to
older women with an existing illness.
Or if a study is done among people
with advanced disease, the outcome
may be different for those with

milder forms.
Finally, where and how was the

study conducted? If the participants
had to be hospitalized or if the re-
search involved equipment that was
not generally available to practicing
physicians, the findings might be
useless to an ambulatory patient be-
ing cared for by a private doctor or
in an outpatient clinic.

The Issue of Structure
The question the study was de-

signed to answer limits the depend-
ability and extendability of the re-
sults. Thus, in one placebo-controlled
randomized study of postmenopaus-
al hormone replacement, partici-
pants who took the hormones had
levels of blood fats that strongly sug-
gested better protection against
heart disease.

This is considered a ‘‘soft end-
point’’ — an indication of, but not
proof of, protection against heart dis-
ease. For proof, a study has to in-
clude many more participants and
last much longer to show that those
on hormones do or do not suffer few-
er cardiac problems, thus providing
a ‘‘hard endpoint.’’

Most studies are designed to find
that a particular outcome has statis-
tical significance. This is called the
primary endpoint. Sometimes other
findings, called secondary endpoints,
are also found to have statistical sig-
nificance, but these results are not in
themselves dependable enough to
consider the finding an established
fact.

So when a study designed to exam-
ine the relationship between pancre-
atic cancer and smoking found a link
between this cancer and coffee

drinking, the latter finding
was a secondary endpoint,
which ultimately proved to be
untrue.

The size and duration of the
study is also important. It
must be big enough and last
long enough to produce statis-
tically significant results, and
this is determined by how like-
ly an event in question will oc-
cur among the participants
and in what length of time.

For example, in a clinical
trial assessing the ability of
two different drugs to prevent
breast cancer in healthy wom-
en considered at high risk of
developing the disease, 22,000
participants are needed who

must be followed for seven years.
But treatment studies in women

who already have breast cancer may
require only 6,000 patients who are
followed for five years to determine
whether the treatment in question
prevents a recurrence.

Or if a study involves a much more
common disease, like heart disease,
far fewer participants may be need-
ed to determine whether a drug low-
ers high blood levels of cholesterol
or, if the participants are over 65,
whether it prevents heart attacks.

You may also want to know who
paid for the study and whether the
research findings were independent-
ly evaluated. More and more re-
search is now financed by private in-
dustry and conducted by individual
physician investigators. You should
know whether the sponsor or re-
searchers will benefit financially
from a particular outcome. Safe-
guards against conflicts of interest,
including teams of independent re-
viewers, must be in place.

But just because a drug company
pays for a study does not mean the
findings will be misrepresented. For
example, a study financed by Wyeth-
Ayerst, the maker of the hormone
drug Prempro, examined the value
of hormone replacement in women
who already had heart disease, but to
everyone’s disappointment, the drug
resulted in more, not fewer, deaths
among these women.

Finally, it is important to realize
that the result of even the most thor-
ough and careful study may require
independent confirmation before it is
considered a fact that should change
medical practice. Rarely does one
study bring about a major change in
disease treatment or prevention.

‘‘Healing Outside the
Margins,’’ by Carole
O’Toole with Dr. Caro-
lyn B. Hendricks, Life-
Line Press, $21.95.

Complementary ther-
apy, especially when it
is sought after a diagno-
sis of cancer, can be a
risky proposition if the
patient substitutes it for
the best conventional
treatment available.

It involves an enormous range of
treatment possibilities, some
promising, and others that don’t
work. Moreover, its basis — that
disease is a state of imbalance —
does not always set well with con-
ventional medical philosophy.

How to sort through the options
and separate the quackery from
effective treatment, and how to de-
velop a treatment plan that in-
cludes your mainstream doctor’s
suggestions, is the basis for this
helpful guidebook.

Written by a medical
oncologist and a breast
cancer survivor, who
spent seven years re-
searching alternative
healing therapies, the
book addresses all the
familiar alternatives in-
cluding acupuncture,
homeopathy and natu-
ropathy.

An important mes-
sage is that using complementary
therapies can help with the transi-
tion back into everyday life after
medical treatment has ended.

The therapies, the authors say,
keep patients focused on continu-
ing the healing process.

But the authors also point out
that while many complementary
therapies reduce the side effects of
conventional treatments ‘‘by help-
ing restore body, emotions and
spirit,’’ they are not recommended
as primary or sole treatment when
dealing with deadly illnesses.

‘‘The Parent’s Guide to
Children’s Congenital
Heart Defects,’’ by Gerri
Freid Kramer and Shari
Maurer, Three Rivers
Press, $14.

Early in a pregnancy,
the heart of an embryo
begins to form. Although
the heart may may ap-
pear to be normal, a form
of congenital heart disease may be
waiting to emerge after birth.

As one mother says in this infor-
mative guidebook, ‘‘I had 13 sono-
grams when I was pregnant and
they had no idea Joseph had a
problem until after he was born.’’

About one baby in 100 is born
with a congenital heart defect, and
when it is found, the risk of finding
other malformations rises.

Only cardiac rhythm disturb-
ances are routinely treated in
utero, meaning most repair is done
after birth. Sometimes infants go
right from delivery to the neonatal
intensive care unit. Others have
defects that do not require imme-
diate intervention; some children

will not need surgery.
Written by two moth-

ers, each with a child
born with congenital
heart disease, the book is
a sensitive and collabora-
tive effort with dozens of
experts in the field, and
is structured in a ques-
tion-and-answer format.
It addresses diagnostic

testing and how to prepare a child
for the experience, surgical treat-
ment options and techniques, and
how parents can cope while wait-
ing for something to be done for
their child.

The authors also deal with con-
cerns like the effects of puberty on
the condition, and the issues adults
with the disease must consider,
like the demands on the heart and
lungs during sex, and pregnancy.
Despite the drawbacks, there can
be some positive results. As one
woman put it, ‘‘I feel I am who I
am because of my C.H.D. Fighting
for my life taught me how to live
and enjoy life to its fullest, and not
take anything for granted.’’

This is the second of two col-
umns about clinical trials. The
first can be found at:

www.nytimes.com/health

CARPAL TUNNEL?
Avoid Carpal Tunnel And Other RSI's Caused By Desktop Mice
By Using Our Footmouse. The NoHands Mouse Helps You
Work Faster-Work Smarter -Work Safer.

1-800-57-MOUSE/310-476-1874
www.footmouse.com, footmouse@earthlink.net

BOTOX
For Frown Lines, Migraines, & Excessive Sweating
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ST. LUKE'S ROOSEVELT HOSPITAL
CENTER DEPARTMENT OF DERMATOLOGY

Is conducting a research study comparing two
approved antibiotics.

If you have a bacterial skin infection that needs
antibiotic treatment, please speak to your Health Care
Provider about participating in this research study.

To qualify, you must:
* Be between 18-75 years of age
* Be available for 3 office visits

Quailified participants will receive:
Office visits/procedures for this study received at no cost. For
more information, call 212-523-4511. Research conducted at
the offices of Dr. Jeffrey Weinberg

PSORIASIS PATIENTS!!

A medical market research firm is conducting paid in-
terviews with patients suffering from psoriasis. Parti-
cipants will be paid $100 for one hour of their time. No
sales calls, drug sampling, or follow up interviewing.
Meetings will be involved.

Please call Chris Williams at 1(800)-562-7755 to see
if you qualify.

Treatment For Overweight Binge Eaters
If you are a healthy woman between the ages of 18 and 60 and
have a problem with uncontrolled binge eating you may be eli-
gible to receive free treatment in a federally funded research
study at a major NYC medical center. Call 212-543-5739.

PAIN MANAGEMENT
Disc Hernia, Back & Neck Pain, Computer RSI
A. Benja-Athon, M.D., 210 E. 36th St, 3rd Ave

212-545-7075

www.MuscleJointNerve.com

Celebrate a Decade of Better Anesthesia
POST-OPERATIVE NAUSEA & VOMITING

VIRTUALLY ELIMINATED
FREE INFORMATION

MORE THAN 20,000 FIRST YEAR VISITORS
www.doctorfriedberg.com
EMPOWERED PATIENTS CHOOSE PK

RESEARCH STUDIES

ACUPUNCTURE

MEDICAL SERVICES

ARE YOU AT RISK OR HAVE DIABETES?

St. Lukes-Roosevelt Hospital is conducting various
research studies on exciting new medications

Eligible participants will receive the
following at NO COST:

o Study related medication
o Blood glucose monitoring supplies
o Office visits according to schedule

o Study related physical exam
o Diet and diabetes counseling

o Travel stipend

For more details and to find out if you qualify, Contact
the Clinical Pharmacology Program at: (212) 523-4171

DEPRESSED
Volunteers (18 years or older) needed for a nationwide study of
a novel investigational drug for depression.
* Free medical evaluations, laboratory tests and study

medication
* $20 will be provided for transportation costs per

study visit

The study is being conducted at the
NYU General Clinical Research Center (GCRC)

For more information, please call:
1-800-521-8367

STROKE?
FREE ACUPUNCTURE TREATMENTS

Beth Israel Medical Center is conducting a research study on
the benefits of acupuncture for stroke rehabilitation. Partici-
pants must have difficulty with mobility as a result of a stroke
that occurred 6 months to two years ago. 20 free treatments of
acupuncture or electroacupuncture. For more information,

CALL: 646-935-2293.

HEALTHY LIVING
Appears Each Tuesday in SCIENCE TIMES

To Advertise, Call RUTH GOREN
212-556-3829 TODAY!

ARE YOU CONCERNED ABOUT YOUR LACK
OF SEXUAL DESIRE?

Is Your Lack Of Desire For Sex Adding Stress To
Your Relationship?

If you are a woman between the ages of 18-45, are in a
monogamous heterosexual relationship, and are

experiencing a lack of sexual interest and desire, you
may be eligible to participate in a research study with

an investigational drug.

Remember, your sexual health is an important part of
your relationship. There is a research study underway

that may be available to you. And it's at no cost!

Call (212) 305-0157 for further information at Columbia
Presbyterian Hospital

TO ADVERTISE
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HEALTHY LIVING
To advertise, call 800-631-8275
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