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Discussion

Obtaining informed consent had at least three disadvantages in
our study. It increased the duration of the trial, it- modified the
characteristics of the population included in the clinical trial, and it
affected the therapeutic response obtained with the drug. Addi-
tional disadvantages that we did not evaluate include the anxiety
induced by the experiment and guilt when refusing to give consent.
The bias introduced by informed consent can be negative as in

our trial, in which it spuriously decreased the apparent efficacy of
placebo, although opposite effects might be observed in other trials.
Nevertheless, the important finding is that this effect may occur and
should be taken into account when the outcomes ofclinical trials are
assessed.
We are aware of several limitations in our study, because we

studied insomnia in patients admitted to hospital and evaluated
placebo after only one dose. Inclusion of patients admitted to
hospital is not ideal because of the many possible causes ofinsomnia
in this population. The exclusion criteria, however, permitted us to
study a fairly homogeneous group of patients, whose insomnia was
not obviously due to illness, hospital environment, or drugs.4 We
tried, moreover, to limit the anxiety caused by the trial by not
including patients in the study until their second day in hospital.
We chose to study insomnia for ethical reasons; it would have

been impossible to conduct such a trial among patients with a more
serious condition or with a longer follow up period. As the hypnotic
activity of a drug can reasonably be assessed after a single dose,5
insomnia was considered an appropriate model for our purpose.
This model obviously did not enable us to ascertain the value of
informed consent for long term treatment, when the educational
value ofprinted information can improve compliance and may have
a therapeutic benefit.6 The value of written informed consent,
however, is often dubious because the information provided may be
scanty, misunderstood, or forgotten.7-'0
We did not compare the activity of a hypnotic drug with placebo

in our two groups of patients. Had we done so and found a similar

result in favour of the active compound it could be argued ihat the
effect introduced by informed consent would not alter the conclu-
sion that the drug was effective. In clinical practice, however,
doctors are also concerned about the degree of efficacy which can
clearly be modified by informed consent.
The general applicability of the results of trials to the population

who will ultimately be treated by the drug is a problem that
increasingly required attention." This problem arises because
clinical trials use very narrow eligibility criteria, highly competent
investigators, and special dosages or combinations of treatments.
Our work shows that this problem can be complicated by a "consent
effect." One way to minimise this would be to standardise the
information given to a patient in normal clinical practice and in
randomised clinical trials. Whether this would be a service or
disservice to medicine is arguable but merits consideration in those
specialties concerned with clinical trials.

References

1 Cancer research campaign working party in breast conservation. Informed consent: ethical, legal
and medical implications for doctors and patients who participate in randomised clinical trials.
BrMedJ 1983;286:1117-21.

2 Schafer A. The ethics of the randomized clinical trial. N EnglJ Med 1982;307:719-24.
3 Brewin TB. Consent to randomized treatment. Lancet 1982;ii:919-21.
4 Berlin RM. Management of insomnia in hospitalized patients. Ann InternMed 1984;100:398-404.
5 Oswald I. Sleep studies in clinical pharmacology. BrJ Clin Pharmacol 1980;10:317-26.
6 Mazzuca SA. Does patient education in chronic disease have therapeutic value? J Chronic Dis

1982;35:521-9.
7 Meisel A, Roth LH. What we do and do not know about informed consent. JAMA 1981;246:

2473-7.
8 Massar M, Weintraub M. Uninformed consent and the wealthy volunteer: an analysis of patient

volunteors in a clinical trial of a new anti-inflammatory drug. Clin Phanmacol Ther 1976;20:
379-86.

9 Riecken HW, Ravich R. Informed consent to biomedical research in Veterans Administration
hospitals.JAMA 1982;248:344-8.

10 Stanley B, Guido J, Stanley M, Shorteli D. The elderly patient and informed consent, empirical
findings.JAMA 1984;252:1302-6.

11 Brown BW. The randomized clinical trial. Statistics in Medicine 1984;3:307-1 1.

(Accepted 3 June 1986)

SHORT REPORTS

Increased risk of sudden infant death
syndrome in older infants at weekends

Sudden infant death syndrome is the commonest cause of postperinatal
mortality in infancy. Descriptions of its epidemiological features are
surprisingly consistent for a condition diagnosed by exclusion, the causes of
which remain controversial. Variation in the occurrence of sudden infant
death syndrome according to the day of the week is disputed,' as is the
existence oftwo subgroups distinguished epidemiologically by different ages
at death (under 3 months and over 3 months).2 Accordingly as part ofa larger
study of seasonal effects on sudden infant death syndrome we have analysed
the occurrence of 6226 cases by day of the week and age at death.

Methods and results

A total of6226 deaths in which the underlying cause was given as sudden infant
death syndrome (795 ICD8, 798-0 ICD9) or the phrase "sudden infant.death" or
an equivalent appeared anywhere on the death certificate were included in. the
analysis.3 Data were obtained from the Office ofPopulation Censuses and Surveys
and covered the period Monday 1 January 1979 to Saturday 31 December 1983.
The day of the week on which the death occurred and the age of the infant were
noted in each case.
The table shows the mean numbers of deaths by day of the week and age,

together with the ratio of the daily to overall mean. For each day of the week the
number of observed deaths was compared with the number expected under the
null hypothesis of no variation throughout the week using a xI statistic with 6
degrees of freedom. For deaths at all ages there, was a significant excess, at
weekends, due largely to the deaths of older children, which increased steadily
from Monday to Sunday. Deaths of younger children showed no association with
day of the week.

Daily mean number of deaths with sudden infant death syndrome mentioned on
certificate by age, England and Wales 1979-83. Values in parentheses are ratios of
observed to expected deaths

95%
Deaths under Deaths at All deaths Confidence

3 months 3 months to 1 year under 1 year interval*

Monday 1-56 (0-99) 1 69 (0-92) 3-25 (0-95) (0-89 to 1 01)
Tuesday 1-56 (0 99) 1-72 (0-94) 3-28 (0-%) (0 90 to 1-02)
Wednesday 1 51 (0%96) 1-75 (0 95) 3-26 (0%96) (0-90 to 1-02)
Thursday 164(1-04) 1-83(100) 3-47(102) (0 95 to 109)
Friday 1 44(0-92) 1-87(1-02) 3 31(0-97) (0 91 to 1-03)
Saturday 1 70(1-08) 2-00(109) 3 70(1 09) (1 07to 1-16)
Sunday 1-59(1-01) 2-02(1-09) 3-61(1-06) (0-99to 1-13)

All days 1-57 (1-00) 1-84 (1-00) 3-41 (1-00)

X2=7-10 X2=14-8 x= s.5
df=6 df=6 df=6
p=0-3 p=0025 p=0-017

There were 2867 deaths under the age of 3 months and 3359 between 3 months and 1 year;
these occurred over 1826 days.
*A 95% confidence interval for the ratio of all observed deaths under 1 year to expected deaths
under 1 year.

Comment

In England and Wales most cases of sudden infant death syndrome are
certified by the coroner, whose prime responsibility is to investigate and
exclude violent or unnatural causes of death. Because of the difficulty in
identifying true cases of sudden infant death syndrome by means of routine
data, the Office of Population Censuses and Surveys considers "mentions"
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the best way to count the number of cases. Some overuse ofthe term sudden
infant death syndrome has long been recognised, and a recent study has
suggested that this is considerable.4 Our findings must therefore be assessed
with this in mind. Nevertheless, there is no evidence to suggest that there
might be more false positive cases ofsudden infant death syndrome in either
of the age groups considered by us.
Most studies of sudden infant death syndrome suffer from a lack of

detailed case definition. Also many studies are based on small numbers and
often show no variation bydayofthe week. Occasionally, days othtifthan the
weekend have shown an excess.2 One powerfut study using data from infant
death certificates in England and Wales during 1969-79 found that deaths
attributed to congenital malformations and "sudden deaths" (including
sudden infant death syndrome) were significantly more common at week-
ends but that other causes were not. Furthermore, the effect was sufficiently
strong to be evident in deaths from all causes as well.5 The recent multicentre
study of 988 postperinatal deaths showed no daily excess for all causes -but
did not report the distribution of true cases of sudden infant death
syndrome.4
The greater number ofdeaths atweekendsmay be a genuine phenomenon,

perhaps reflecting changed parental routines, hesitation or diffidence in
calling the doctor for apparently minor illness, or deficiencies in primary
care. It is possible that parents, and perhaps doctors, take more chances in
this way with older infants. This interpretation of our results is compatible
with the conclusions of the Knowelden report4 and the suggestion that some
of the deaths labelled sudden infant death syndrome are preventable.

We thank Christina Perry, Department ofCommunity Medicine and Medical
Statistics, University of Southampton, for typing the manuscript.
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Use of a visual analogue scale in the
diagnosis of urinary- incontinence-

We have assessed the value of a visual analogue scale in the diagnosis of
urinary incontinence in women.

Patients, methods, and results

Thirty five consecutive women attending a urodynamic clinic for investigation
of urinary incontinence were asked, as part of their assessment, to-indicate the
severity of their urinary symptoms by marking a 10 cm analogue scale. This was
done before a history was taken and before urodynamic studies were performed.
The mark was measured to the nearest millimetre and scored from 0-100.

After the scale had been marked a filling and provocation cystometrogram was
performed using a three channel subtraction recorder to measure true detru'sor
pressure. In this way a urodynamic diagnosis was made. The termns used conform
with definitions of the International'Continence Society. --

Results were a's 'follows: 16 patients had detrusor instability, 14 had gennine
stress incontinence, and two had both. In three patients results-were normal.;

The mean (SD) analogue score was 62-06 mm (12 32) in the patients with
detrusor instability and 26-28 mm (10-91) in those with stress incontinence. The
difference between the mean scores for the two groups was highly significant
(p<O-OOl), as assessed by Student's t test. There was minimal overlap of the two
groups, with only three women with detrusor instability having scores lower than
the highest score in the group with stress incontinence (figure). The two groups
were well matched for age, parity, and duration of symptoms.
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0
Analogue scores in women with genuine stress: incontinence or
detrusor instability.

The two patients with both detrusor instability and stress incontinence had
scores of 69 mm and 74 mm, and for women with normal results scores were 16
mm, 23 mm, and 26 mm.

Comment

Clinical investigation of the cause of urinary incontinence is often
inaccurate,' and urodynamic studies are essential ifthe correct diagnosis is to
be made. The choice of treatment, either surgical or medical, depends on a
-correct diagnosis. Operations are often unsuccessful in unsuspected
det-rusur instability.2

Analogue scales-are well established for'subjective measurement of pain,3
but they have not been used before to assess urinary symptoms. Our results
showed a significant difference between the analogue scores of the two
grqups. More importantly, there was little overlap between the two groups.
Although a diagnosis can be confirmied only by urodynamic studies, when

these investigations are not available an analogue score could be used as a
screening test before surgical treatment of incontinence, as this seems to be
more accurate than clinical assessment alone. In patients with scores above
40 surgical treatment should be deferred until urodynamic studies can be
arranged. Thik may save patients from unnecessary and inappropriate
operations. As analogue scores are non-invasive they also avoid the 2% risk
of urinary tract infection-caused by urodyna,mic studies.4
Women with detrusor instability appear to have a worse perception of

their symptoms than women with stress incontinenc'e. This might be
because the symptoms of urgency, urge incontinence, and nocturia are
worse than that of stress incontinence. Alternatively, it might be because the
psychological profile of women with detrusor instabi;lity is different from
that of women wit gen,uine stress incontinence. 'This is supportedf by ,the
success,of psychomedical treatment of detftisorinstability.5
A controlled trial ~onaring urodynamic studies with the analogue score

is needed to assess the clinical value of this method in places where
urodynamnic studies are not readily available.

 on 24 M
ay 2023 by guest. P

rotected by copyright.
http://w

w
w

.bm
j.com

/
B

r M
ed J (C

lin R
es E

d): first published as 10.1136/bm
j.293.6543.364 on 9 A

ugust 1986. D
ow

nloaded from
 

http://www.bmj.com/

