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Modern treatments for internal haemorrhoids

Scalpel surgery is now rarely needed

Imost everyone suffers from haemorrhoids at
Asome time in their lives. The symptoms
include bleeding, prolapsing tissue, fullness
after defecation, and pain. Bleeding can mimic or mask
the diagnosis of cancer and must be thoroughly evalu-
ated. In most cases, however, swift, simple, and effective
treatment can be given in an outpatient clinic or a
health centre."* The key to understanding the feasibil-
ity of outpatient treatment is that there are no sensory
nerve fibres above the dentate (pectinate) line in the
anus, which is at the squamomucosal junction. Internal
haemorrhoids arise above this line, so they can be
treated without an anaesthetic. External haemorrhoids
develop below the dentate line and are exquisitely sen-
sitive. Little preparation is needed for the treatment of
internal haemorrhoids, but an enema will make them
easier to see as well as making the procedure more
aesthetically acceptable.

Haemorrhoids are graded by the degree of
prolapse, and this grading determines the most appro-
priate methods of treatment. First degree haemor-
rhoids are merely visible vessels, second degree lesions
prolapse with defecation but return spontaneously,
third degree lesions prolapse and require manual
replacement, and fourth degree lesions remain
prolapsed out of the anal canal despite attempts to
reduce them.

The treatment choices for internal haemorrhoids
include infrared coagulation, radiofrequency coagula-
tion, direct current coagulation, rubber band ligation,
sclerotherapy, cryosurgery, scalpel surgery, and laser
surgery” Scalpel surgery is generally reserved for
advanced fourth degree haemorrhoids and is most
often done on inpatients. Laser surgery is said to be
less painful, but this has proved difficult to verify.’ Scle-
rotherapy is usually indicated only in first and second
degree lesions,” and in the United States it is now little
used because of the frequency and severity of compli-
cations and the technical difficulties of proper
placement of the sclerosant. A recent report in the BMJ
described three patients who became permanently
impotent after sclerotherapy for their haemorrhoids.”
Cryotherapy is also little used because of the profuse
and prolonged discharge, the complications such as
excessive sloughing and sphincter injury, and the poor
results.”

The least expensive and possibly the most widely
used equipment is a rubber band ligator. This is
suitable for first to third degree haemorrhoids. The
bands are easy to apply, but the drawback is that two
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people are needed, one to hold the anoscope and the
other to apply the bands. The treatment can cause
severe pain if the bands are placed too low, and there is
a small risk of perineal sepsis, which can, very rarely, be
fatal.’ Sepsis is a medical emergency signalled by fever,
pain, swelling, and the inability to pass urine.

The infrared coagulator is gaining rapid accept-
ance for outpatient treatment of internal first and sec-
ond degree haemorrhoids and some third degree
ones. A special bulb provides high intensity infrared
light that coagulates vessels and tethers the mucosa to
subcutaneous tissues. The flat tip probe measures
6 mm in diameter and is applied for 1.5-2 seconds
three to eight times to a localised area of haemor-
rhoids. Generally only one section of the haemor-
rhoids is treated per visit. Patients generally have two to
four areas that need treatment and so have to return
several times at monthly intervals until all have been
controlled. Infrared coagulation is quick (10-15
minutes a visit), effective, and painless, and patients can
return to work immediately or the next day. Eighty per
cent of patients treated by this method are reported to
be free of symptoms at three months!” In a
meta-analysis comparing infrared coagulation, rubber
band ligation, and injection sclerotherapy, infrared
coagulation came out best."

The radiofrequency coagulation unit uses a dispos-
able probe with an electrical current flowing between
two flat electrodes (positive and negative) aligned at the
tip. Activating the unit for two seconds in three or four
areas of the same haemorrhoid complex effectively
coagulates the vessels. Although the manufacturer
claims that all haemorrhoids present can be treated in
a single session, I believe it is preferable to treat one
area at a time to avoid excessive pain and bleeding."

The direct current units use a probe with two sharp
points as electrodes. They are promoted for use in all
grades of haemorrhoids but seem to have two
drawbacks. Firstly, each treatment takes eight to
12 minutes of probe contact. This is considerably
longer than the six to 10 seconds required for infrared
and radiofrequency units.* ¥ Secondly, the probes can
penetrate deeply unless the operator is careful to stabi-
lise them during treatment.

Whatever treatment is used, postoperative manage-
ment is the same. The goal is to keep patients’ stools
soft by giving a high bulk diet and lots of fluids.
Non-steroidal anti-inflammatory drugs will usually
control any discomfort. Sitz baths may help in rare
cases where needed. Suppositories are rarely necessary.
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The clear advantages of the modern methods for
outpatient treatment of internal haemorrhoids are that
they are quick and relatively painless. Patients lose little
if any time from work, the complications are minor,
and the cure rates are high." *° Pain is generally attrib-
utable to placing the treatment probes too far distally.

Patients may have a little spotting of blood for a few
days and slightly more bleeding may occur after 10-14
days, when the eschar sloughs, but major haemor-
rhages do not occur as in the old style surgical
approaches. No episodes of perineal sepsis, death, or
impotence have been reported with the newer
methods. The failure rates are reported to be 10-20%,
but all that is needed is further treatment. A complica-
tion seen in 1-2% of patients (but not reported in the
literature) is external haemorrhoidal thrombosis,
usually associated with treatment of too extensive an
area of internal haemorrhoids at one visit.

Formal surgical intervention is still occasionally
necessary, but patients dislike it because of the
associated severe pain and morbidity. Modern treat-
ment methods may be mastered by doctors working in
primary care, and they provide a prompt effective
treatment in most cases.

John L Pfenninger Director

The National Procedures Institute,
Midland, Michigan 48640, USA
jpfenninger@msms.org
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The future of locality commissioning

Making it unwversal raises some difficult issues

P fundholding was introduced by the Con-

servative government to involve general prac-

titioners in shaping local health services':
individual practices acted as agents for their patients,
using their own budgets to bring about quality and effi-
ciency improvements in hospital and community
health services. A range of alternative, unofficial
schemes has emerged at local level (non-fundholding,
general practitioner led commissioning, and locality
commissioning®*) led by non-fundholders who want to
help shape local health services but are sceptical about
holding an individual practice budget. These schemes
have received less attention than fundholding and its
derivatives,” ° but this issue of the BM]J includes a rare
attempt to evaluate locality commissioning in Avon,
where there seem to be modest benefits at a much
lower cost than with fundholding (p 1264).”

No single model exists, but a locality commission-
ing group is generally a collaboration between
practices which together cover a geographical popula-
tion. The group aims either to influence the local
health authority’s purchasing or to work directly with
local providers to agree changes which can then be
incorporated in health authority contracts. The group
does not normally take a delegated budget from the
health authority, though some schemes work with
indicative or “shadow” budgets. In most cases, lead
general practitioners are paid a small amount for their
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time by the health authority, and health authority staff
work to support the schemes.

Groups are free to choose which services they wish
to change. Again, there is no single way in which
change is engineered, but the size of some groups has
enabled them to exert considerable influence over
local providers.”

In 1995-6 the NHS Executive was still promoting
fundholding and its variants as the only effective means
of general practitioner involvement in purchasing.’
Since then, locality commissioning has come in from
the cold, principally because it appears to offer a lower
cost, less divisive form of engagement for general prac-
titioners than single practice fundholding. The main
reservations relate to its effectiveness, especially in the
face of resistant providers. Nonetheless, the Conserva-
tives are now prepared to allow pilot schemes,
although it is not clear whether commissioning groups
will be given management allowances like fundholders.
The Liberal Democrats support the idea of all local
practices becoming collective budget holders.’
Labour’s model is that all general practitioners in an
area with a population of 50 000 to 150 000 would
take part in a group which would be delegated a com-
prehensive budget by its local health authority
(C Smith, speech 6 December 1996); fundholders
would continue with their single practice elective
budgets only with the consent of the locality group.
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The distinctions between approaches based on
fundholding and those developed in reaction to it are
crumbling."” Whoever is in government after 1 May will
have to identify which models work best in which
circumstances and at least cost. For locality commis-
sioning to secure its future, at least two difficult issues
will have to be resolved: how to persuade practices in
the same locality to work together where they would
not otherwise choose to do so (some practices want to
work with others but want to choose their collabora-
tors; others do not want to take part at all); and how to
give local groups the benefit of influence while
persuading them to share the health authority’s
responsibility for managing the use of healthcare
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resources overall, particularly for emergency care; this
is crucial when health authorities are struggling to
remain within budget."

Some form of general practitioner participation
in commissioning does, however, seem to be here
to stay. This in turn raises a further and linked
question for the future: if the benefits of such
collaborative commissioning are proved, will partici-
pation in commissioning become a requirement for
all practices, so that some patients are not
disadvantaged?
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Is one arterial graft enough?

Total arterial revascularisation seems promising

he natural course of coronary revascularisation

with saphenous vein grafts is well documented.

Within 10 years half will have become blocked
by a combination of thrombosis, intimal hyperplasia,
and atherosclerosis.' Since the long term benefit
largely depends on the grafts remaining patent, arterial
grafts are being used increasingly in the hope that they
will remain patent for longer and so give better long
term results.

The concept of using arterial grafts is not new.
Vineberg used the mammary artery for his pioneering
procedure in the 1950s,” and reports of the left internal
mammary artery being used as a direct coronary graft
appeared in the late 1960s’ Histological and
functional studies have shown that the internal
mammary artery has biological properties that help it
to resist thrombosis, intimal hyperplasia, and
atherosclerosis,’ ° suggesting that it may have better
patency than saphenous vein. These hopes are borne
out in practice. Left internal mammary artery grafts to
the left anterior descending coronary artery have given
consistently better patency rates than saphenous vein
grafts.” Retrospective clinical reviews and registry data
both show that this improved patency is associated
with prolonged survival of patients, a reduction in late
myocardial infarction and other non-fatal cardiac
events, and a lower rate of reoperation.7 8

These superior results from single internal
mammary artery grafts have prompted the use of
bilateral grafts. Using both internal mammary arteries
increases the complexity of the operation, but this has
not increased operative mortality or morbidity.” Early
retrospective comparisons of single and bilateral
mammary artery grafts suggested improved long term
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survival with bilateral grafts," but a later reanalysis of

the data—with better follow up of patients and an inde-
pendent statistical review—showed that the benefit was
confined to a small reduction in the incidence of recur-
rent angina at 15 years." A recent large prospective
study showed no clinical benefit at a four year follow
up.”” Clearly, longer follow up is required before defini-
tive conclusions can be drawn from these data.

Since most patients need three or more grafts, sup-
plementary vein grafts—with their limited patency—
will usually be needed even with bilateral mammary
grafts. The alternative is to use additional arterial grafts
with the aim of providing “complete arterial revascu-
larisation.” Most clinical experience has been with the
right gastroepiploic, inferior epigastric, and radial
arteries. In experienced hands all these conduits have
been used without any increase in mortality and mor-
bidity and with encouraging early patency rates.” No
long term data are yet available on the performance of
these grafts.

Ideally, the value of multiple arterial grafts would
be clarified by a prospective randomised trial. Such a
study would face enormous practical difficulties.
Variables other than choice of conduit influence
patency; these would have to be taken into account,
and vast numbers of patients would have to be
recruited. The combinations of arterial grafts and
coronary arteries available to surgeons would be
further complicated by the need for many of the deci-
sions about the use of arterial grafts to be made intra-
operatively. Detailed follow up of clinical status—and,
ideally, of graft patency—would be necessary for at least
10 years since evidence from the Cleveland Clinic has
already indicated that differences in long term
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mortality and reoperation rates between cohorts of
patients receiving single or multiple arterial grafts are
likely to become apparent only after this time (B Lytle,
personal communication).! Most observers believe
that no such trial will ever be organised.

Nevertheless, the concept of “total arterial revascu-
larisation” has a sound theoretical appeal, and there is
already compelling evidence for using the left internal
mammary artery to bypass the left anterior descending
coronary artery. Clearly, if an unrealistically large pro-
spective randomised trial would be needed to
determine the value of complex arterial grafting other
methods of analysis will have to be used to try to clarify
this issue.

One way forward might be to establish a national
registry with specific data fields about arterial grafts. At
present, the only national perspective on arterial revas-
cularisation comes from the United Kingdom Cardiac
Surgical Register, which collects simple data on all car-
diac operations performed in NHS hospitals. This has
already shown that use of the internal mammary artery
has grown in frequency from 20% of all coronary
operations in 1985 to 86% in 1994. The growth in
multiple arterial revascularisation has been slower. In
1994, 21223 patients underwent coronary artery
surgery with arterial grafts, of whom 6% received two
arterial grafts and 2% received three or more.

The concept of long term follow up of a national
cohort of patients has already been established by the
United Kingdom Valve Registry, set up in 1986 at the
Hammersmith Hospital, London. This register is sent
details of all heart valves implanted in NHS hospitals. It
maintains data on mortality through the Office of
National Statistics and collects data on reoperation
rates from individual units. Such a model could be
applied to the outcome of coronary surgery, with spe-
cific reference to arterial grafts. This might not be an
ideal solution, but it is probably the only way to collect
data on large numbers of patients and define the place
of complex arterial grafting in cardiac surgical practice.
Registry data have provided the impetus for the
increased use of a single mammary graft; before too

long they may go some way to answering the question
of whether one arterial graft is enough.

Malcolm Underwood Clinical fellow
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The private finance initiative

Undermines rational planning of health services

mong health service managers, healthcare pro-
fessionals, and the public there is almost
universal agreement that the private finance
initiative has failed as an alternative source of capital
funds for the NHS. The amount of public sector capital
has reduced—by 15% in the past two years—but when
the election was announced in March not one major
privately financed hospital project had started. Most
criticism has focused on this failure. In any case there is
a belief that schemes under the private finance
initiative can work only at a cost to the NHS (in terms
of future payments for facilities) which will prove
unacceptable. Hospital provision over 30 years is a
high risk enterprise, and returns on private investment
must reflect this risk.

1214

An article by Pollock et al in this issue (p 1266)
raises two further problems with the private finance
initiative." The first is a lack of openness surrounding
the whole process, resulting from commercial sensitiv-
ity. The second lies at the heart of the planning process
for public services: the questionable assumptions that
lie behind many hospital schemes in the pipeline.
These criticisms are linked. The ability to assess the
appropriateness of schemes depends on the
opportunity to examine publicly the factors behind
one choice rather than another.

Much of this criticism would have applied equally
well to health authority decision making before the
private finance initiative—though the initiative has not
helped. The basis of decisions was seldom adequately
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placed before the public, and the rationale behind
these decisions was equally questionable. Subjecting
large capital schemes to the private finance initiative
adds to problems in two ways. Firstly, although
schemes may initially go through the usual NHS
consultation process, what finally emerges may be very
different from the scheme originally agreed. Secondly,
private consortia base their decisions on the viability of
each individual scheme without reference to more fun-
damental health objectives. Even though health
authorities are supposed to ensure these, it may be
hard for them to do so.

When major changes to the provision of services
are intended the usual process of NHS consultation
applies. The responsible health authority issues a con-
sultation document on the proposed scheme, laying
out potential options for change. Theoretically,
subsequent decisions must take account of the result of
this consultation. In the past consultation was often
regarded as a charade, irrespective of the method of
capital financing. However, the process under the
private finance initiative—producing outline business
cases, assessing tenders, making judgments about the
core parts of schemes—is shrouded in commercial sen-
sitivities which do indeed make independent assess-
ment difficult if not impossible.

At a late stage the scheme may change so much
that the proposal should theoretically go back for fur-
ther public consultation. Private consortia find it very
difficult to take part in such an open ended process. At
issue is the control of schemes as they go through the
lengthy tendering process to full Treasury approval.
How much change to a scheme is allowed before
further consultation is necessary or, indeed, whether
any further consultation is feasible if the private sector
option is to work, is unanswered. But if a completely
new site emerges, if the private sector insists on a
change of use of facilities, or if more private facilities
are added, all raise the issue of what was consulted on.
Even the composition of consortia can change after
the preferred contractor is agreed, and planning
assumptions continually change. In this welter of com-
plexity and uncertainty little wonder that accountabil-
ity to the public comes a poor second.

Large schemes involving rationalising hospital sites
must be set in the context of overall strategic planning
of health services in the UK. Most health authority
plans were based on assumptions about structure and
levels of hospital activity similar to those outlined in

current privately financed proposals. If these are wrong
the fundamental problem does not lie with the
introduction of the private finance initiative. However,
the initiative makes matters worse.

Schemes are generated by individual trusts. It is not
clear how effectively trusts take account of the interac-
tion between their schemes and those of other trusts or
with other parts of the health service. For example, are
the plans for rationalisation at the Wellhouse Trust
consistent with intentions for hospitals in other parts
of north London? What assumptions are made about
other health service provision—continuing care, family
doctors, social services? Taking account of such
interactions has always been a problem for planners.
Health authorities are responsible for maintaining this
overview but often struggle to keep pace with
ever-changing privately financed schemes. It is
doubtful whether they are capable of this task or able
to resist the political pressure to achieve a successful
privately financed scheme, practically at all costs.
Moreover, the introduction of private finance brings
different considerations. Private consortia will tend to
err on the side of caution over the size of a facility, since
from a commercial perspective excess demand is less
of a problem than excess capacity, whereas lack of
capacity may be the most serious problem from a pub-
lic health viewpoint.

Although the problems of openness and the
rationale behind health service decision making go
beyond the question of how to raise capital—indeed,
they are inherent in the 1991 framework of independ-
ent trusts—the private finance initiative has exposed
them in a particularly acute way. Making private capital
available for health service facilities is a commercial
decision, not necessarily linked to benefit in terms of
the overall system of healthcare delivery. The private
finance initiative has accentuated an existing tendency
to less open planning of services within a very narrow
strategic framework, neither of which are good in the
long term.

Sedn Boyle Fellow in health policy analysis
King’s Fund, London WIM 0AN
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Drug treatment for benign prostatic hyperplasia

Decreasing muscle tone within the prostate gland may be more effective than

reducing the size of the prostate

enign prostatic hyperplasia is a common
condition in men.' Patients may present with
filling symptoms (frequency, urgency, and urge
incontinence) or voiding symptoms (hesitancy, poor
urinary stream, straining, intermittent stream, and a
feeling of incomplete bladder emptying), or both.? The
aim of treatment is primarily to relieve symptoms.
Until the early 1980s the only treatment options were
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surgery (usually with transurethral resection) or simply
waiting to see whether natural resolution of symptoms
occurred.’ After the identification of adrenoceptors in
the smooth muscle of the prostate gland in the 1970s,
urologists began to consider the possibility of using
selective a, adrenoceptor antagonists (a blockers) to
relieve symptoms.” An alternative drug treatment
became available in 1992 with the introduction of fin-
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asteride, a 5o reductase inhibitor. Until recently, the
relative effectiveness of these two types of drugs was
uncertain, but further information has now become
available.'

Symptoms of benign prostatic hypertrophy can
begin as early as the third decade of life. They increase
with age, until about a fifth of men aged 40-64 and two
fifths of men aged 65-79 have urinary symptoms or a
urinary flow rate below 15 ml/sec.’” As many as half of
men aged 60 have histological hypertrophy, rising to
88% in men aged 80."' The degree of discomfort and
inconvenience from these symptoms may be measured
by a formal symptom scoring scale such as that devel-
oped by the American Urological Association.” The
total score represents the overall severity of symptoms
(0-7 mild; 8-19 moderate; 20-35 severe), and the scale
has been shown to be a useful means of quantifying
symptoms and measuring changes over time.”

Selective a, adrenoceptor antagonists (such as
indoramin, prazosin, terazosin, alfuzosin, tamsulosin,
and doxazosin) work by relaxing smooth muscle in the
bladder neck and prostate. Although titration of the
dose is necessary, most patients respond to treatment
within weeks.® Side effects include orthostatic hyper-
tension, tiredness, dizziness, and headache®® A
randomised trial showed a 32-44% improvement in
symptoms in patients treated with terazosin compared
with a 23% improvement in the control group. There is
no evidence that a blockers reduce complication rates
or the eventual need for surgery.

5a Reductase inhibitors such as finasteride block
the conversion of testosterone to dihydrotestosterone
—the form of testosterone found in the prostate gland,
which is thought to be responsible for the develop-
ment of benign prostatic hypertrophy. The drug, taken
orally, reduces the size of the prostate and leads to an
increase in peak urinary flow rate and a reduction in
symptoms.” "' The improvement in symptoms takes
place over six months. Side effects include decreased
libido, problems with ejaculation, and impotence.
There has also been some concern about treatment
with finasteride leading to a halving of prostate specific
antigen levels, which could possibly mask early
prostate cancer.” There is no evidence that 5o reduct-
ase inhibitors reduce complication rates or the need
for surgery.

Since 5o reductase inhibitors and o blockers work
by different mechanisms it has not been possible to
assess their relative efficacy or their potential to work
synergistically. However, a recently published study
compared finasteride, terazosin, and a placebo against
each other and in combination." The study screened
1686 men aged 45-80 for benign prostatic hypertro-
phy and recruited 1229 who fulfilled the criteria, which
included an American Urological Association score of
at least 8 and a peak urinary flow rate of no more than
15 ml/sec and no less than 4 ml/sec. After a four week
run in period with placebo, patients were randomised
by telephone to four groups with a mean age of 65,
80% of white race, a mean score of 16, a peak urinary
flow rate of 10.5 ml/sec, and a mean prostatic volume
of 36 cm® At one year, the placebo, finasteride,
terazosin, and combination groups showed mean
decreases in symptom score of 2.6, 3.2, 6.1, and 6.2
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respectively; mean increases in peak urinary flow rates
of 1.4,1.6,2.7, and 3.2 ml/sec respectively; and changes
in prostatic volume of an increase of 0.5 cm’, a
decrease of 6.1 cm?®, an increase of 0.5 cm?® and a
decrease of 7.0 cm’ respectively.

These results show that, in this group of men with
moderate prostatic symptoms, terazosin was signifi-
cantly better than both finasteride and placebo at
relieving symptoms. Despite finasteride causing the
prostate to shrink, the increase in peak urinary flow
with this drug was only just better than with placebo
and much less than with terazosin.

a Blockers remain the drug of first choice for the
medical management of benign prostatic hypertrophy,
whereas bo reductase inhibitors do not seem to be as
effective at relieving symptoms, although there may be
a benefit when there is substantial prostatic
enlargement.” For patients who have not developed
complications (such as hydronephrosis, recurrent
urinary tract infection, and chronic urinary retention),
there is still a choice between drug or surgical
treatment. The uncertainty about the long term
outcomes of drug treatment and the effectiveness of
surgery in providing rapid relief of symptoms offers
the opportunity for involving patients in decisions
about their management.™
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