
If audit works we might expect an improvement when
comparing 1990 with the 1987 report. Direct comparison
is often difficult and infrequently made by the authors.
Necropsy rates have risen from 35% to 47%, although
necropsy reports were considered to be poor in 25% of cases
and reached the right doctors in only 75%. The proportion of
patients examined by a consultant surgeon before operation
did not change while consultant participation in the actual
operation rose slightly from 47% to 52%. The presence of a
consultant anaesthetist rose from 41% to 52%, although in a
comparison with control cases a consultant was less likely to
be present at emergency operations carrying a high risk of
death than at elective, low risk operations. The report
concludes that staff should be better matched to the patient's
condition. Overall, CEPOD does not seem to have stimulated
a radical change in operative practice, but where movement
has occurred it has been in the right direction.
The report recognises the lack of data on denominators as a

serious defect. There were 58 wound dehiscences and 54
anastomotic failures associated with perioperative death-but
in how many wounds and anastomoses? How many patients
survived these complications? Discussion is often limited,
avoiding contentious topics; regional variations are not
discussed. Patients and purchasers will obtain no useful
information on which to base decisions. Perhaps rightly, the
authors are satisfied to present the facts, leaving others to

analyse the data rnore critically, quantify avoidability,
apportion blame, and identify solutions.

For the individual doctors the messages are clear: better
audit; clearer documentation; more consultant involvement;
increased supervision of juniors, staff grade posts, and
locums; and better liaison between surgeons, anaesthetists,
and pathologists.

Colleges and other professional bodies must now respond to
the non-compliance rate of 20%: audit is a fundamental
component of professional activity and not an optional extra.
The report's plea for more high dependency and intensive
care units is directed at management and government, adding
further to the demands on their budgets. In the short term
clinicians should use these precious and expensive facilities to
maximum effect. To maintain the interest and compliance of
doctors the next inquiry should further sharpen its focus,
giving priority to "unsatisfactory features" that lie within the
province of the medical profession rather than those outside
it.

S J NIXON
Consultant Surgeon,
Western General Hospital, Edinburgh EH4 2XU
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The role of local research ethics committees

Maintaining the pressurefor improvement

At a time when many district health authorities and local
research ethics committees are probably still digesting the
significance of the new guidelines from the Department of
Health' a report for the King's Fund Institute by Julia
Neuberger has reopened many issues in the debate on the
ethics'of medical research.2 In some senses the report tells us
little that was not already known: the wide disparity in
membership and working arrangements, the concern about
obtaining consent, and the anxiety that not all research is
submitted to a committee.315 But the fact that it is based not
only on a postal questionnaire to members of local research
ethics committees but also on observation of committees at
work and interviews with members in a sample of 25 districts
should lend weight to some of its conclusions.
Many ethical aspects of research have improved over the

past decade. The quality of patient information sheets is
better. Fewer ethics committees conduct their business solely
by post. Will the report contribute to a continuation of this
improvement? Many of Neuberger's recommendations have
already been adopted. For example, the keeping of records,
the publication of an annual report, the need to inform
subjects of arrangements for compensation, and the require-
ment to disclose financial considerations to the ethics
committee are all dealt with in the government's guidelines.

Neuberger's report, however, makes some significant
recommendations on matters of general principle that those
guidelines steadfastly avoided. The report recognises the
importance of someone other than the researcher being
present when consent is sought, raises the question of sex
bias in research design, and calls for fresh debate on research
on children and mentally disordered people (to which an
impetus has recently been given by working parties of the

Medical Research Council6 7). On the vexed question of
multicentre trials Neuberger proposes a national committee
to give conditional approval, leaving local ethics committees
free to accept or reject each study but without power to
modify the proposal other than by amending the information
sheet or consent form. This would be preferable to the
vague proposal involving networks of neighbouring ethics
committees contained in the Department of Health's
guidelines.

Underlying the report's detailed recommendations is an
insistence that the only effective way to strengthen the role of
local ethics committees is through legislation. Others have
pointed to the flaws that follow from the absence of legal status
for ethics committees- notably, that there is no absolute
requirement that all research should be approved by an ethics
committee.8 Neuberger suggests that legislation would make
it likely that funding would be found for "proper monitoring"
and "some form of policing." The inclusion of active
monitoring would be at once a dramatic yet natural extension
of the ethics committees' role. Dramatic, in the sense that
doctors are unfamiliar with direct inspection of their work by
an independent agency; natural, in that regulation without
some means of enforcement (the present position of ethical
review) is difficult to defend if any degree of public account-
ability is to be sustained.

In one respect the report overstates the benefits of legisla-
tion. It seems unlikely that, as a matter of simple cause and
effect, "with legislation ... RECs [research ethics committees]
would be perceived as an essential part of the research
machine, rather than, as in some cases, an irritating barrier
which has to be overcome." Neuberger does not consider how
legislation should be framed, and basic issues of definition are

BMJ VOLUME 304 2 MAY 1992 1129

 on 24 M
ay 2023 by guest. P

rotected by copyright.
http://w

w
w

.bm
j.com

/
B

M
J: first published as 10.1136/bm

j.304.6835.1129 on 2 M
ay 1992. D

ow
nloaded from

 

http://www.bmj.com/


ignored-for example, how (if at all) should one draw the
dividing line between research and innovative treatment?

Nevertheless, the essential argument in favour of the
statutory regulation ofmedical research is a strong one. Recent
developments in other fields such as the inspection of
residential provision for children suggest that a statutory
framework coupled with extensive and detailed guidelines
would be one way forward. The Department of Health's
guidelines produced some major changes in the structure of
ethical review,9 and it seems likely that these will be backed up
by the training for ethics committee members on a scale never
previously envisaged. Neuberger points out that ethics
committees have followed earlier departmental guidelines to
only a limited extent; quite possibly the new arrangements,
involving specific duties for district health authorities and
embodying a limited degree of public accountability, will be
followed more closely. If a new sense of confidence emerges
from improved training then various examples of good
practice in ethical review may emerge, perhaps including
some approaches to monitoring.
With little prospect of legislation in the near future the

opportunity exists for research on the operation of the system
under the new guidelines to contribute to the shape of any
statutory framework. Neuberger's report, as well as providing
a valuable survey of how the system operated before the 1991
departmental guidelines, should serve to keep the crucial
issues of ethical review firmly on the agenda.

PETER MOODIE
Lecturer,
Faculty of Law,
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Reversing vasectomy

Pregnancy rates of3040% are possible after vasovasostomy

Although vasectomy is popular as a simple and reliable
method of achieving male sterility, about 3% of patients
request its reversal.' This usually occurs when vasectomy had
been carried out at a time of personal or emotional crisis or
when divorce and remarriage followed vasectomy.2 Vaso-
vasostomy has been available for over 20 years: how effective
is it?

Various techniques have been reported. Acceptable rates of
patency and pregnancy have been reported after macroscopic
vasovasostomy,3 vasovasostomy with optical loupe magnifica-
tion,4 and microsurgical methods.s Common to all successful
procedures is accurate apposition of mucosa to mucosa. The
results of uniting the straight segments of the vas are better
than those obtained with vasoepididymostomy.

Performing the procedure under general anaesthesia is
preferable. Adequate exposure of the vasa is obtained through
an oblique scrotal incision, which may be extended into the
groin if required. The ends of the vas are mobilised, taking
care to preserve the blood supply, and any scar tissue removed
before the fashioning of the anastomosis. Dilating the lumen
with a fine lacrimal probe and using a 5/0 proline stent, which
is removed three weeks after surgery, may both be useful.
Recent series report rates of up to 80% for patency and 30%
for pregnancy after macrosurgical anastomosis and up to 90%
for patency and 40% for pregnancy after microsurgery.6
Success rates do not differ between one layer and two layer
anastomoses.
What contributes to the operation's failure? Poor

anastomotic surgical technique, infection leading to fibrosis,
formation ofanastomotic sperm and suture granulomas, more
than 10 years elapsing between vasectomy and attempted
reversal, and the removal of either too long a portion ofthe vas
or part of the convoluted portion of vas during initial
vasectomy may all play a part.7 Distinguishing among these
may be difficult in practice. Complications of the procedure
are uncommon, but haematoma, wound infection, and

testicular atrophy due to injury of the testicular artery have all
been reported.8
A significant difference exists between the rates of patency

and pregnancy-so called functional failure. There are several
reasons for this. Semen quality after vasovasostomy may be
poor, a secondary anastomotic stricture in the vas may
gradually develop, and pressure mediated local changes may
affect the testis and epididymis.9 Other mechanisms include
injury to the sympathetic nerve fibres in the vas sheath and the
formation of antibodies to sperm.'0 Other causes of male
infertility should be excluded when functional failure is being
investigated.

It is important that vasectomy should not be considered a
readily reversible method of birth control by the public. With
this proviso, however, advances in surgical technique over the
past 20 years now afford realistic prospects of success for
vasovasostomy, although even in the best hands fertility rates
will be less than 50%.6 Whether or not an increasing amount
of this type of surgery should fill already hard pressed NHS
lists is a separate issue.
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