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From the
EDITOR

Dr. Wulf H. Utian, consultant in women’s health and
reproductive endocrinology, has served as Editor-in-
Chief of Menopause Management since its inception
in 1988. The Arthur H. Bill Professor Emeritus of Re-
productive Biology and Obstetrics and Gynecology,
Case Western Reserve University School of Medicine,
he is  also Consultant in Women’s Health to the Cleve-
land Clinic Foundation, and Executive Director of The
North American Menopause Society (NAMS). He is
Chairman of the Advisory Board of Rapid Medical Re-
search, Cleveland. He received his medical degree
from the University of Witwatersrand, Johannesburg,
South Africa, and his PhD from the University of Cape
Town, South Africa, and is a Fellow of the Royal and
American Colleges of Obstetricians and Gynecolo-
gists, as well as the International College of Surgeons. 

A pioneer in women’s health issues and menopause re-
search, in 1967 he established the Groote Schuur
Menopause Research Clinic in Cape Town, the world’s
first such clinic. He was one of the three original
founders of the International Menopause Society in
1976, of which he is Honorary Past President, and found-
ed The North American Menopause Society in 1989. 

He is the recipient of numerous national and interna-
tional awards and research grants, and is still an ac-
tive investigator with multiple grants. Dr. Utian has
written over 200 papers related to the reproductive
system in women and has authored five books on
menopause and its effects on women.  He is editor of
Menopause: The Journal of The North American
Menopause Society.

Is Evidence-Based
Medicine a 
Pipe Dream?  
Sir William Osler (1849-1919) is credited
with presenting the following observation
during a commencement speech at Johns
Hopkins Medical School: “As you complete
your rigorous studies and graduate today, un-
fortunately I must inform you that half of
what we have taught you is wrong. Even more
unfortunately, we cannot tell you which half!” 

In the concerted effort to enhance the
quality and outcomes of contemporary
health care, clinicians, other healthcare
providers, medical societies, reimbursers and
the rest have all scrambled to develop guide-
lines, clinical care-paths, protocols, “best
practice of medicine” rules, and position
statements. One of the most emphasized and
current of these methodologies is the prac-
tice of so-called “evidence-based medicine.”

The question I pose is this: Is evidence-
based medicine really wishful thinking—a
fanciful attempt at determining clinical prac-
tice on an Osler-defined shaky foundation?

The Gold Standard
Evidence-based medicine attempts to deter-
mine the impact of a specific treatment on
health outcomes, and it uses the randomized
clinical trial as the gold standard—the best
evidence available from a single study. In
contemporary menopause management, the
Women’s Health Initiative (WHI) study, for
example, has attempted to set itself up as the
pinnacle of that achievement. Beyond the
randomized controlled trial, structured meta-
analyses of evidence from several randomized
controlled trials of the same treatment, ana-
lyzed by organizations such as the Cochrane
Collaboration, have been utilized to evaluate
and rank the best current knowledge.

But it is not that easy! Despite our best 
(continued on page 9)
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efforts, there are multiple flaws in our at-
tempts to develop these evidence-based rec-
ommendations for health care. It must be
asked why observational and randomized
controlled studies so often come up with dif-
ferent answers.1 The reasons can be manifold.
For instance, randomized controlled trials ap-
ply to very carefully selected populations that
have been rigorously screened for predeter-
mined inclusion and exclusion criteria. These
populations are invariably different from the
general population, or the population most
frequently presenting to the clinical practi-
tioner with a certain problem. On the other
hand, observational studies often include the
appropriate population, but are then them-
selves so plagued by potential conflicting and
confounding factors that the final observation
may be quite imprecise. 

The important step of translation from ev-
idence-based recommendations to clinical
practice is also imperfect.2 This is not simpli-
fied by the notorious lack of reliability be-
tween a surrogate marker and a real disease
outcome.3 Randomized controlled trials uti-
lizing surrogate markers are easier, quicker
and cheaper to conduct than the long-term
studies with larger populations that are neces-
sary to determine outcomes. This can be par-
ticularly difficult when the prevalence of a
problem is infrequent in the population being
studied. Certainly, every effort needs to be
made to make observational studies as credi-
ble as randomized controlled trials. Recom-
mendations to achieve this goal exist,4 but the
purpose of this editorial is not to expand fur-
ther on this issue. 

The Case Doesn’t Fit
The dilemma within organized medicine ap-
pears to be that in the absence of the perfect
study (which, by definition, is virtually impos-
sible to achieve), we attempt instead to try to
“use evidence when the case doesn’t fit.”5

Pertinent observations were made by a
group of Japanese colleagues6 who attempted
to explain a waning interest in the concept of
evidence-based medicine by clinicians. They

explained: “The main reason for evidence-
based medicine not having been widely ac-
cepted in Japan seems to stem from an image
problem. Evidence-based medicine was main-
ly promoted by public-health researchers and
epidemiologists who had little knowledge of
the clinical field, and only the techniques for
literature searching and evaluation were em-
phasized. This concentration on theory re-
sulted in criticism from clinicians that 
researchers were not involved with patients
and were disregarding the value of experience
and skill. However, the principle of evidence-

based medicine is selection and execution of
the optimum treatment plan based on scien-
tific evidence, and experience of clinicians is an
important factor.”6 (The emphasis is mine).

Suggestions have been made for a distinc-
tion to be drawn between effectiveness trials,
which emulate clinical practice conditions,
and efficacy trials, which feature well-defined
study populations and highly specified inter-
ventions. Review of the literature reveals a
paucity of the former and over-reliance on
the latter.7

Other questions have also been raised
about evidence-based medicine and quality
clinical guidelines. For instance, guidelines
need to be up to date, yet there is no pub-
lished method for assessing whether an exist-
ing guideline is still valid. One evaluation
found that three-quarters of the guidelines
produced by the Agency for Healthcare Pol-
icy and Research were out of date, and rec-
ommended that guidelines be reassessed for
validity every 3 years.8

The dilemma within organized
medicine appears to be that in the
absence of the perfect study (which, 
by definition, is virtually impossible 
to achieve), we attempt instead to 
try to “use evidence when the case
doesn’t fit.”
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women regardless of their BMD values.
Our knowledge about urogenital health has

greatly expanded in recent years. While we
used to think that HT improved incontinence,
we know now that hormones aggravate the
condition. Recurrent urinary tract infections,

however, do respond favor-
ably to ET. I’d recommend
a vaginal estrogen prepara-
tion; choices include estro-
gen creams, tablets and
rings. Patient preference
and cost both enter into
the decision about what to
recommend. If creams are
used, it’s important to re-
member that women often
use more than is necessary.

I advise women to try to reduce the amount
and frequency of application to the minimum
amount that provides symptom relief.

“Sexuality problems” cover a lot of territo-
ry, so it would be important to take a very
careful history to understand exactly what is
troubling the patient. The primary sexual
problem relieved with ET is vaginal dryness.
If over-the-counter vaginal lubricants and
moisturizers were not effective, I would pre-
scribe vaginal estrogen.  

– Cynthia A. Stuenkel, MD
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An Excellent Objective
Our objective is excellent—to deliver the best
and most current care to all patients. The solu-
tion remains problematic, but not insurmount-
able, provided we do the best we can with the
most pertinent current knowledge. But if we
are going to change practice and implement
evidence, the hard work is to involve the best
people, summarize the state of the science, rec-
ognize difficulties in achieving change, develop
strategies and tactics for achieving change and,
most essentially, create markers for measuring
the efficacy of the outcome.

In getting to that point we certainly need to
avoid total reliance on “data” or use of outdat-
ed methods. It is hoped that in this effort we
can also narrow the gap between medical stu-
dents’ knowledge at the time of graduation
and the best currently available information.

Where does this leave us with respect to
pharmacotherapy for menopausal women
post-WHI? I will attempt to address that is-
sue in the near future. And what about my
original question: Is evidence-based medi-
cine a pipe dream? It’s your call!
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