Letters

While both studies are to be congratu-
lated on their pragmatic approach, the ill-
defined patient entry data criteria and het-
erogeneity of study groups limits their
interpretation and generalizability. I would
suggest that the results should inform a
future research agenda rather than pur-
chasing policy.!

MICHAEL MOORE

Three Swans Surgery
Rollestone Street
Salisbury

Wilts SP1 1DX
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Sir,

Harvey et al (March Journal) undertook a
randomized controlled trial and health
economic evaluation of counselling in pri-
mary care. They found no difference in
functional or mental health outcome at
four months between subjects referred to
counselling or those given usual care by
their GP. They also found no clear differ-
ence in the cost effectiveness of the two
interventions.! However, the emphasis
given by the authors on functional and
mental health outcomes may hide some of
the other benefits of counselling identified
within the study.

Table 6 of the paper identifies that
patients in the counselling group made
substantially lower demands on GP time,
were prescribed fewer drugs, and were
less likely to be referred to specialist men-
tal health services.

These are benefits in themselves, but
are not highlighted in the conclusions of
the report. They are also outcomes that are
directly sought from counselling.>* This
trial shows that it is possible to achieve
these benefits, which are improvements in
the quality of care, through counselling,
while maintaining the same outcome as
traditional care and within a broadly simi-
lar cost envelope.

In conclusion, it appears that this trial
should be seen as being broadly support-
ive to counselling, given that it offers
quality improvements with no effect on
outcomes and no significant evidence of
increase in costs.

Max KAMMERLING
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Cluster randomization

Sir,

We agree with Underwood et al (March
Journal)! that researchers are often
unaware of the effect of cluster random-
ization on the power of the study. This is
understandable as it is largely ignored in
texts on medical statistics, even including
specialists books on sample size calcula-
tions. The standard work on sample size
for clinical trials? only included cluster
randomization in the second edition.> We
have written a series of articles for clini-
cians demonstrating the dangers of an
incorrect analysis*> and describing appro-
priate sample size calculations.®” We have
used examples from a range of general
practice situations but we have not
encountered a design effect as large as
24.5, as Underwood et al have quoted.
The reported calculations contain an error
either in the design effect or in the intra-
cluster correlation coefficient (ICC).

Applying the formula 1+(fi-1)r, where r
is the ICC, gives an inflation factor of
4.58 where ii is 200 and r is 0.018, not
24.5 as the authors state. This would result
in a total sample size of 6074 patients,
which could be obtained from 36 prac-
tices. Although greater than the original
24 the authors had planned to use, it
would be far more realistic and practicable
to recruit another 12 practices than the 162
required to satisfy the design effect of
24.5.

A design effect of 24.5 could result
from an ICC of 0.118. In our experience,
values of ICC in general practice trials are
likely to be between 0.001 and 0.05. This
is in agreement with the authors’ own
report. A value of 0.118 would seem
unusually high, particularly as Hb1AC is
an outcome measured on the patient
directly, and is affected by many patient
factors as well as GP care. High values of

ICC, greater than 0.01, are more likely to
be found for outcomes such as prescrib-
ing, which measure doctor behaviour
directly.®

Cluster randomization may indeed be a
trap for the unwary, but not as deep as the
authors suggest.

SALLY KERRY
MARTIN BLAND

Division of General Practice and Primary
Care

St George’s Hospital Medical School

Hunter Wing

Cranmer Terrace

London SW17 ORE
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Urine sample collection

Sir,

The article by Giddens and Morrison
(February Journal)! highlighted the impor-
tance of accurate diagnosis of urinary tract
infection in small ‘children and the difficul-
ties of accurate urine collection.

In our study (May Journal),?> we dis-
cussed GPs’ problems with urine collec-
tion. We found that GPs collected more
satisfactory urine samples from infants
than from older children. This may be the
result of the widespread introduction of
urine collection pads in the geographical
area studied.

The high cost and inpractibility of ad-
hesive urine collection bags (frequently
commented on by GPs) has been resolved
by the introduction of urine collection
pads (UCPs),>® which are cheap, easy to
use, and available from National Health
Service (NHS) supplies (order no. CFQ
152), with savings of about £114 000
since their introduction. Cost estimates in
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