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priority even if his routine clinical work is severely disrupted
as a result.
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Magnetic device to make
colostomies continent
Probably no fewer than 100 000 persons in Britain have a
permanent colostomy. Surgeons have often tried to render
colostomies continent by various technical manoeuvres at
operation; all proved unavailing, and it came to be accepted
that a colostomy was inevitably an incontinent opening.
Fortunately in most cases its uncontrollable activities could
be dealt with satisfactorily by modern methods of management
with adherent plastic bags or irrigation.'
Then in 1974 Feustel and Hennig2 of Erlangen invented a

magnetic device designed to confer continence on standard
iliac colostomies. A ring of samarium-cobalt (which is highly
magnetic), encased in a plastic covering, is buried in the
subcutaneous tissues of the abdominal wall around the
emerging colon. Five or six weeks later, when the colostomy
wound has soundly healed, a plastic cap with a spigot, both
of which also contain cobalt, is fitted on to the colostomy, being
held firmly in place by the magnetic attraction between the
cobalt in the ring and that in the cap and spigot. To ensure a
more secure fit, and at the same time allow flatus to escape
gradually (and in a socially acceptable,relativelynonodorous
way without the inconvenience of having to lift the cap off
temporarily), a special charcoal filter-washer is worn between
the cap and the skin. When necessary for evacuating faeces
from the bowel the cap is removed and the stoma allowed to
empty itself into the lavatory or a kidney dish. Alternatively,
and perhaps preferably, the cap may be replaced by an
adherent colostomy bag during the hour or two when experi-
ence has shown that the colostomy normally acts, or during
the night and early morning till the colostomy action is over.

Early visits to Erlangen by surgeons suggested that patients
provided with magnetic rings were satisfied with the results,
and several hundreds have now been implanted-as either
primary or secondary procedures-in different hospitals
throughout Germany. But a more cautious note has been
struck in the latest report from Erlangen,3 from which it
appears that only 31 0% of the 74 patients given magnetic
rings up to April 1976 have secured worthwhile continence.
Nevertheless, of a further 17 patients operated on since that
date 13 were considered on review to be continent. The better
results in the latter cases were attributed to more careful
selection of patients and greater skill in the construction of
the magnetic colostomies.
More limited collective experience with the magnetic ring

colostomy device in several centres in Britain during the past

12 months (see p 1269) has confirmed the paramount importance
of case selection and of attention to the technical details -of the
operation if reasonable results are to be obtained. Certain
cases are quite unsuitable for a magnetic type colostomy-and
they may perhaps amount to half or more of patients having
abdominoperineal excision. The device is not to be recom-
mended for patients who are obese (with over 2 5-3-0 cm of
subcutaneous fat); those who have a scar or roll of skin and fat
in the region where the colostomy will be sited, making it
difficult to provide a smooth flat surface against which to place
the cap; and those who are unfitted mentally on account of
advanced age or cerebral arteriosclerosis to learn to cope with
the device. Furthermore, the construction of a colostomy
incorporating a magnetic ring calls for a painstaking operative
technique in some ways comparable with that employed in
making an ileostomy.
The colostomy appliance firm of Coloplast International,

which is now responsible for marketing the magnetic device
under the name ofthe Maclet system, has exercised commend-
able restraint in not releasing this equipment to the general surgi-
cal public till the special problems and results of magnetic
colostomies had been more objectively assessed by a pilot
study in Denmark, Sweden, and Britain. Clearly this type of
colostomy is not for every patient, nor probably for every
surgeon at present. Surgeons attracted to the operation would
be wise to see it performed elsewhere before undertaking it
themselves or at least view the film prepared by Coloplast.
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Randomised clinical trials
The only purpose of randomising patients in clinical trials is
to obtain a result that is free from bias. In certain circum-
stances some may think that bias, such as the unwitting
allocation of healthier than average patients to a new treatment,
is unlikely to have arisen-for example, in studies performed
in a single centre with stable patterns of patient referral and
consistent medical record keeping. Certainly many advances,
such as penicillin and insulin, have been introduced without
the use of randomised clinical trials (RCTs). Much of the
pioneering work on the treatment of childhood leukaemia
carried out by Pinkel and his colleagues1 was based on the use
ofhistorical controls, and high-dose radiotherapy and combina-
tion chemotherapy were introduced as treatments for Hodg-
kin's disease largely without using RCTs.2 3

Provided that the main sources of bias can be recognised
and avoided, and provided that the benefits of a new treatment
are expected to be so striking that it would seem inconceivable
that bias alone might have accounted for them, non-randomised
trials are acceptable, although some would justifiably argue
that little is lost by randomising.4 If either condition is not met,
and in practice this is likely to be so, doubt will remain about
whether bias or treatment caused any apparent therapeutic
benefit. In such circumstances there is no satisfactory alter-
native to the RCT. Some procedures that were used for many
years before being judged to be valueless, such as portocaval
surgery for treating portal hypertension, might never have
been accepted if they had first been tested by RCTs.

 on 24 M
ay 2023 by guest. P

rotected by copyright.
http://w

w
w

.bm
j.com

/
B

r M
ed J: first published as 10.1136/bm

j.1.6071.1238-a on 14 M
ay 1977. D

ow
nloaded from

 

http://www.bmj.com/


BRITISH MEDICAL JOURNAL 14 MAY 1977 1239

Byar and his colleagues5 have discussed in general terms the
relative merits of different ways of assessing different medical
treatments, and they concluded that "randomised clinical trials
remain the most valuable method of evaluating the efficacy of
therapies." Ten British and American statisticians have
recently reached similar conclusions.6
Once the advantages of testing a new treatment by an RCT

have been accepted, the next most important step is to ensure
that enough patients are entered into the trial for the results
to be statistically significant. This will depend more on the
number of deaths (or other events of interest such as relapse)
that are expected to occur than on the total number of patients
with the disease being studied. At least 20 deaths are likely to
be needed in a trial of a new treatment that prevents two-thirds
of deaths (an unusually effective treatment), but as many as
100 or more deaths are likely to be needed in a study in which
one-third of deaths are prevented. In spite of this, many trials
are launched which are too small to be effective. For example,
the protocols of 13 current British clinical trials of systemic
chemotherapy in early breast cancer were recently surveyed.8
Few patients are likely to be entered into each trial, and
differences in protocol will make it difficult to compare the
results. The value of chemotherapy in breast cancer may
remain unresolved for longer than if all the centres had
collaborated in one or two large trials.
The design, conduct, and analysis of RCTs have been

extensively developed. Peto and his colleagues" 7 have described
these developments in a way that is understandable to people
without statistical expertise. They describe how RCTs can be
flexible and, for example, can test one "treatment concept"
against another rather than one rigid "drug regimen" against
another. Formerly many trials recorded (and some still do) only
the proportion of patients who, for example, survive for a fixed
interval of time, such as five years from the start of a given
treatment. This technique, although simple and useful, is
inefficient, since it ignores the total length of time patients have
survived-that is, it ignores information from patients studied
for less than five years and the extra information provided by
patients who survived for more than five years. Both defects
are overcome by using actuarial survival curves.

Nowadays it is generally unnecessary to randomise patients
within separate groups according to prognostic factors,
since these are better allowed for retrospectively in the
analysis. Treatment allocation need not be 1 :1; if it is more
convenient a greater or smaller proportion of patients may be
allocated to the new treatment than to the old, although it is
usually unwise to use ratios more extreme than 1 :2 or 2:1. Not
all patients who present with the disease that is being studied in
a clinical trial need be entered into it. This fact is not often
appreciated, and clinicians sometimes feel they are damaging
a trial by selectively excluding patients from entry. Once
entered, however, patients must be followed up, even those
who do not actually receive the allocated treatment.

Statistics cannot completely answer the question when an
RCT should be analysed or stopped. Usually it is best not to
analyse the results until a few dozen deaths have occurred.
Sequential trials formalise the process of ensuring that when
one treatment is much worse than another the trial will
automatically be stopped early, although if there is actually
no difference between treatments (or only a slight difference)
sequential trials may require more patients than non-sequential
ones. Sequential trials should normally be designed and
analysed only with close statistical supervision.
There is little to be lost from using RCTs to study new

treatments, and much to be gained: "Let us remember the

number of drugs that have been roman candles, making a
bright and beautiful flash for a short time and then burning
out."9 And how many new drugs (such as lithium for the
treatment of manic depression) which were useful have been
discarded or ignored for many years because their flash was
not bright enough ?
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Pelvic sepsis after
hysterectomy
Hysterectomy is sometimes associated with postoperative
pelvic sepsis-occasionally severe enough to threaten life.
Lesser degrees of infection are commonly reported in terms
of "febrile morbidity," variously defined but usually taken as
a temperature raised above 100-F (37-80C) on two consecutive
days (excluding the first postoperative 24 hours) or raised for
over 24 hours.

In general, the reported incidence of febrile morbidity after
vaginal hysterectomy has been higher (ranging' 2 from 1300 to
7700,) than after abdominal hysterectomy (when morbidity has
ranged:14from 300 to 4101,, in the absence of antibiotics). The
organisms responsible for postoperative sepsis come from the
vagina, which carries a spectrum of potential pathogens
similar to that recoverable from the unprepared colon. In
British practice disinfection of the vagina is usually limited to
antiseptic swabbing just before surgery, but positive cultures
of potential pathogens have been obtained from the freshly cut
vaginal edge in 65",, of patients after such preparation, in a
study in which 5900 developed a postoperative fever.)
Douching the vagina with antiseptic for one or two days

before operation has been tried in an attempt to reduce the
bacterial population. Gynaflex6 and chlorhexidine7 proved
ineffective, but use of povidone iodine was associated with a
significant reduction in postoperative morbidity.7 A mixture
of two triphenylmethane dyes, brilliant green and crystal
violet (Bonney's Blue), has remained a popular preparation,
though little work has been done on their use in the last 20
years. These dyes are bacteriostatic, mainly effective against
Gram-positive organisms, and their action is inhibited by
serum and other body fluids.8
Though use ofpovidone iodine seems to be the most effective

method of lowering the bacterial count, it does not sterilise the
vagina. Hence hysterectomy, especially by the vaginal route,
must be considered to be an operation in a contaminated field.
The use of prophylactic antibiotics remains contentious,
especially in general surgery, where several investigations have
failed to show any benefits and some have reported an increase
in postoperative infections, especially after gastrointestinal
operations. Superinfection with resistant organisms has been
suggested as the explanation of this counterproductive effect.

Interest in the use of prophylactic antibiotics for major
gynaecological surgery has recently been reawakened, par-
ticularly in the USA. When used at vaginal hysterectomy
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