
The generic (scientific) name of
the drug should be prominently
displayed on the drug label.

5. Trade name
The drug trade name, if dis-
played, should not be expected to
result in drug misidentification.

6. Dose
For tablets and other oral forms,
the dose of each tablet should be
clearly stated (not necessarily as
markings on the tablet). 

7. Concentration
Labels for drugs in liquid form
should clearly indicate the con-
centration and volume.

8. Strength
On the label, the strength of the
product should be predominant
over the number of units in the
package.

9. Safety
The drug packaging should not
present a safety hazard to users

(e.g., glass ampoules that com-
pletely disintegrate when
opened).

10. Special needs
Users with special needs, such as
children, patients with limited vi-
sion and patients with arthritis,
should be taken into considera-
tion.

The problems discovered by
Younger-Lewis appear to be a seri-
ous violation of principle 5.

D. John Doyle, MD, PhD
Toronto Hospital
University of Toronto
Toronto, Ont.
Received via e-mail

Analysing the analysis

The meta-analysis by Sheila
Hood, David Moher and

Graeme G. Barber of the manage-

ment of intermittent claudication with
pentoxifylline (Can Med Assoc J 1996;
155:1053-9) shows a mean improve-
ment in pain-free walking distance of
929 m and an absolute walking dis-
tance of 48 m, according to the 12
studies included, but little information
about the validity of the results sum-
marized. The article prompted me 
to scrutinize thoroughly 1 of the stud-
ies cited.

There are several problems with
the study by Porter and associates.1

From a statistical standpoint, the F
values from the variance analysis are
not given, and neither are the stan-
dard deviations or the standard errors
of the means. More important, there
was no analysis by intention to treat,
an unacceptable weakness in a trial in
which only 82 patients out of 128
completed the study. Had such an
analysis been performed, the only
convincing finding may have been
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the positive association between pen-
toxifylline treatment and nausea (p <
0.001, χ2 = 20.57, my calculation). Fi-
nally, the raw data were transformed
once for the variance analysis (log of
treatment walking distance divided
by control walking distance) and a
second time in preparing the final
figures (geometric mean of treatment
walking distance divided by control
walking distance, −1 × 100). By
choosing such a data transformation
for their figures, the authors failed to
reveal that, at week 16, the patients in
the control group fared better than
those in the pentoxifylline group, as
could easily be calculated from the
table presenting the initial claudica-
tion distance (Fig. 1).

These results do not inspire much
confidence in their validity. If the
other 11 trials summarized by Hood
and associates have not been scruti-
nized for major biases, what is the
use of compiling and presenting
their results?

Pierre Biron, MD, MS
Professor of Pharmacology
Université de Montréal
Montreal, Que.
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[One of the authors responds:]

Biron raises 2 important points
concerning the lack of descrip-

tive data reported in 1 of the clinical
trials included in our meta-analysis
and the less-than-optimal quality of
reporting of clinical trials in general.
As we indicated in the Discussion of
our meta-analysis, “although we at-
tempted to minimize bias, one limita-
tion that persisted was the extraction
of data from published trials. There
seemed to be little consistency in the
type of data reported.” In the case of

the trial by Porter and associates, we
corresponded with the principal au-
thor, who provided us with the ap-
propriate data to allow us to make the
necessary calculations. Had Biron
been systematic in his review of all of
the trials we included in the meta-
analysis, he would have observed, as
we pointed out, that “in more than
25% of the eligible trials standard de-
scriptive statistics were not presented
and insufficient data were provided to
calculate them.”

The quality of reporting of ran-
domized controlled trials (RCTs) has
been a concern for some time. Sev-
eral guidelines that describe what
needs to be included when reporting
a trial have been published.1,2 In addi-
tion, some journals3 have published
checklists of items for assessing
RCTs, to be used by authors, review-
ers and readers. Other journals4 have
published their policy on the statisti-
cal assessment of trials. In general,
these efforts have not had their in-
tended effect of improving the quality
of reporting of clinical research. Per-
haps one of the reasons for this disap-
pointment is that these efforts were
not evidence-based.

More recent evidence-based ap-

proaches appear to be having a posi-
tive effect. CMAJ,5 along with ap-
proximately 30 other journals, have
either adopted or are seriously con-
sidering adopting the consolidated
standards of reporting trials — the
CONSORT statement6 — which in-
cludes a checklist and flow diagram.
The checklist consists of 21 items
that pertain mainly to the methods,
results and discussion of an RCT 
report and identify key pieces of in-
formation necessary to evaluate its in-
ternal and external validity. The long-
term effects of CONSORT still
require evaluation.

David Moher, MSc
Clinical Epidemiology Unit
Ottawa Civic Hospital Loeb 
Research Institute

Ottawa, Ont.
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the article by Hood and associates), showing that patients taking a
placebo (white circles, n = 40) were able to walk farther than those
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Advance care planning

The article “Bioethics for clini-
cians: 6. Advance care planning”

(Can Med Assoc J 1996;155:1689-92),
by Dr. Peter A. Singer, Gerald
Robertson and Dr. David J. Roy,
sounds as if they were dealing with
computers that can make yes/no,
on/off digital decisions and not with
frail, fallible, ambivalent humans.
Surely we know enough about hu-
mans to remember that decision-
making is an incredibly complex af-
fair, especially in regard to future

health care. People are ambivalent
about everything almost all of the
time, and especially about matters of
life and death. People are susceptible
to pressures in and around them, in-
cluding subtle suggestions and innu-
endos that they do not even acknowl-
edge to themselves, let alone voice to
anybody else. Dying is one of life’s
most important occasions. Time is
necessary to give blessings, make rec-
onciliation and say good-byes. Most
people have second thoughts about
any decision they have made in the
past, especially when confronted with
the reality of what is just about to
happen to them. Assessing mental ca-
pability is extremely difficult. Capa-
bility varies from one day to another;
people may become lucid in episodes,
after times when they are obviously
incapable. Few people can make a
completely rational decision. Those
who have been abused expect to die

young, and survivors often feel they
deserve to die.

Because of these factors, ancient
medicine included oaths that pro-
vided immutable guidelines, so that
they were not susceptible to family
squabbles, politically correct morality,
economic pressures or even the
whims of patient choice. (Although
the ancients were without technol-
ogy, they were wiser than we are.)
Unless physicians, individually and
collectively, adhere to an oath that
commits them always to treat, how
can they ever be trusted by anybody?
It is not hard for patients to realize
that their physicians are human and
can be pressured by demands for
beds, desires to inherit part of the pa-
tient’s estate, selfish guardians, lazy
trustees, powerful people who need a
donor organ or the feeling that “this
is taking too much time and effort
when I could be golfing.”
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