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Foreword

Dear Colleague

The NHMRC is developingclinical practice guidelinesfor the managementof a variety
of common problems. These are especiallyuseful for areas of clinical practice where
there is little good evidence for what we currently do.

The NHMRC has undertaken a systematic review of the evidencewhich underpinsthe
managementof men with lower urinary tract symptoms (LUTS), often called
‘prostatism’ or ‘benign prostatic hyperplasia(BPH)'.These symptoms are common.
Unfortunately,their existence leads many men to believe that they have prostate
cancer; this is rarely the case.

The recommendationsin this publication may contradict conventionalwisdom, and may
indicate that you should change your clinical approach to LUTS.They are mit, however,
meantto be prescriptive; rather, they should serve & aguide.Your clinicaljudgementin
individual patients remains paramount.

Some of the key points are:

e the term lower urinary tract symptoms or LUTS should be used rather than prostatism or
BPH, since symptoms correlate poorly with prostatic enlargement

* the presence of LUTS is not a useful pointer to the presence of prostate cancer

* ifsymptoms are not botheringthe patient unduly,reassurancemay be alf that is required,
with few, if any, investigations

* arange of simple nonsurgical treatments is available.

These general practitioner guidelines have been derived from the NHMRC ‘Clinical
practice guidelinesfor the managementof uncomplicatedlower urinary tract symptoms
in men’ prepared by the Standing Committee on the Quality of Care and Health
Outcome’s Working Party on Voiding Dysfunction in Men (seeAppendix A).A consumer
guide hes also been developed and information on this and the master guidelines can be
obtained from NHMRC Publications,Mail Drop 50, GPO Box 9848, CanberraACT
2601.

I hope you find this guide informative and helpful.

Yours sincerely

Professor Richard Smallwood
Chairmanof Council



The Symptoms

Whatis LUTS?

LUTS (lower urinary tract symptoms) is an emergingurologicalterm used
when discussinguncomplicated urinary symptoms in men. It replaces other
commonly used terms such as BPH or prostatismwhich suggestthat the
symptoms are due to changes in the prostate.This has now been shown
notto be necessarilythe case.

A recent South Australian survey found that almost40%of men over 45
years old had some urinary symptoms. O f these, 30% eventually seek
medicaladvice, although mostwait until the symptoms start havinga
significantimpacton their quality of life.

How do | know the man only has uncomplicated
LUTS?

The symptomsof uncomplicated LUTS to which these guidelines
refer can be categorisedinto two groups — irritativeand obstructive (these
categoriesdo not predict urodynamicfindings). The symptoms may
compriseany or all of the following
* irritative symptoms
— nocturnal or diurnal frequency
— urgencyandlor urge incontinence
* obstructivesymptoms
hesitancy
a change in the nature and strength of the stream

post-micturitiondribble
feelingof incomplete emptying or recall to void again.

Complicatedurinary symptomsor conditions not covered by
these guidelines include:

* haematuria

* painon voiding,or other types of urogenital pain



* urinary tract infections

* urinary retention

¢ urinary incontinence which is
— severe
— continuous

¢ urethral discharge

* other disease states which may cause urinary symptoms directly, or as a
consequence of a neurological disorder.

These conditions will require specific evaluation and are beyond the scope
of these guidelines.

LUTS the same as BPH?

The cause of urinary symptoms has long been directly attributed to
prostatic urethral obstruction due to the enlargement of the

prostate —that is, benign prostatic hyperplasia (BPH). Itis now clear that
there is a poor correlation between the severity of urinary symptoms, or
even their existence, and the degree of prostatic enlargement

If BPH were the only cause of urinary symptoms then one could reasonably
expect that surgery undertaken to remove the prostatic enlargement
would be successful in all men. In fact, one in four men derives no benefit
from such surgery, while 30% of men with LUTS show some improvement
without any treatment at all.

It seems clear that the urinary symptoms are caused by a heterogeneous
combination of changes in bladder, urethral and prostatic function.
Although itis likely that oufflow obstruction is the fundamental cause in
many men, the specific factors responsible for the symptoms are difficult to
confirm using current diagnostic methods. Some of the changes are likely
to be age related and others have yet to be clearly defined.

Thus, although terms such as BPH and “prostatism” are commonly usedto
describe the condition of men with urinary symptoms, the absence of
evidence directly linkingthese symptoms with the prostate gland makes it
more appropriate to use terminology which does not suggest the aetiology
of this symptom complex.The guidelines recommend the use of the



description uncomplicated“lower urinary tract symptoms” or LUTS,
recognising that this specifically refers to the symptoms discussed above
and not to symptoms such as, for example, haematuria or pain. They
suggestthat the term BPH should be restricted to the description of the
histological change which occurs in a man’s prostate as he ages.

LUTSis agoodterm to describethe symptom complex.

Does prostate size matter?

While it has been traditional to note the “size” of the prostate gland at
digital rectal examination, such an assessmentis neither reliable,
reproducible, nor related to the severity of LUTS. For these reasons itis
unnecessary to consider size when performing a digital rectal examination
(DRE) of the prostate at the initial presentation of a man with LUTS.

Unfortunately, the supposed importance and prognostic significance of
prostate size has considerable credence with many men. General
practitioners should be aware of this belief and, when advisingmen
regarding their LUTS, include a reassurance of the lack of significance of
prostate size in their discussions.

Prostate size is NOT important in the initial assessmentof a
man with uncomplicated LUTS.

While prostate size is unrelated to the severity of a man’s urinary
symptoms, its assessmentis clinically relevantwhere a man is considering
surgical intervention or taking the drug, finasteride.

Its relevance to surgery for LUTS is that:

* there is strong evidence that a transurethral incision of the prostate
(TUIP) offers as good an outcome as transurethral resection of the
prostate (TURP) for men with small prostate glands;



e TUIP is aless morbid procedurethanTURP and

* the presence of an extremely large volume prostate gland in a man
consideringsurgical interventionfor his LUTS may suggestthat an open
surgical approach mightbe mostappropriate.

There is also now evidence that the 5 alpha reductase inhibitor, finasteride,
which is used to treat LUTS, provides improvementin the severity of
symptoms only in men with a prostate volume of greater than 40 mL
(measured by transrectal ultrasoundor MRI).

The only means of accurately assessing prostatevolume is by transrectal
ultrasound imagingor MRI studies. DRE evaluations of prostate volume
correlate poorly with these forms of imaging. Cystoscopyis used clinically
t 0 assess approximate prostate volume when decidingon the nature ofthe
surgical intervention.Such an assessment is, however, insufficiently
accuratefor predictingthe value of finasterideas treatmentfor a man's
LUTS.



LUTS and Prostate Cancer

Is there an association between LUTS and prostate
cancer?

Most men over 50 will note changes in their urinary function and will

either be bothered aboutthis or not.Anxiety about prostate cancer may

focus their attention on specific symptoms of LUTS, and reinforce their

fear. They may present to you expressing a concern about their LUTS,

while in reality itis their anxiety about prostate cancer which underlies

their presentation. In some men such concerns can be highlighted only by

direct questioning. The anxiety may be his alone or may be shared by, or

even initiated by, others close to him, such as his partner, family or friends,
and perhaps the media.

Anxiety may be due to:

the belief that prostate cancer causes urinary symptoms;

a perception that prostate cancer is common and death inevitable;
cross over from the considerable publicity regardingthe benefits of
early detection through screening for breast and cervical cancers; and
the extrapolation that screening to detect prostate cancer must also be
beneficial.

The facts are:

early stage prostate cancer is usually an asymptomatic disease; and
there is no difference in the prevalence of early prostate cancer in
asymptomatic men and those with LUTS.

Early prostate cancer is usuallyan ASYMPTOMATIC disease.

Therefore:

just because a man has LUT S does not suggest that he may have
prostate cancer



* aman has no higher risk of such a malignancythan men without these
symptoms

* itis never possible to guarantee that any man does not have prostate
cancer

* itis not possible to guarantee a better outcome with intervention for
early prostate cancer.

Men with LUTS can bereassuredthey am not at a higherrisk
of having prostate cancer than men without symptoms.

Despite this reassurance some men will continue to express concern
regarding the possibility they may have prostate cancer. Some may also
specifically requestthat they have further tests to check ifthey have the
disease.

These guidelines recommend that such men should be offered information
regarding the possible risks and benefits of testing for prostate cancer so
that they can make a fully informed decision whether they wish to proceed
with these tests. The NHMRC can provide patient information material to
help men make this decision.

So do | need to do a PSA?

The only purpose for estimatinga man's PSAwhen he presentswith LUTS
is to test for the possible presence of prostate cancer. Undertaking a PSA
onamanwith LUTS and no clinical evidence of prostate cancer is aform of
screening for prostate cancer.

ft is not necessary to estimate a man’s PSA as part of the
normal evaluationof LUTS.

10



I'm still worried that | might miss Q prostate cancer!

The Australian HealthTechnology Advisory Committee (AHTAC),an arm
of the NHMRC, released a report on prostate cancer screening' in August
1996. Its findings include:

where a digital rectal examination provides no clinical evidence ofprostate
cancer, then the risk that a man has this diseaseis no greater than if he
presented with any other complaint

that currently there is no scientific evidence to show that screeningfor the
disease reduces the mortality from the disease

to date, early intervention and treatment [iar clinically localised prostate
cancer, using either surgery or radiotherapy, has not been demonstrated in
randomised trials to reduce morbidity or mortality, compared with expectant
management over a |O-year period.

If a man wishes to be tested with PSA he must be FULLY
INFORMED of, and understand,the possible sequelae of such
testing.

The AHTAC report recommends AGAINST screening and you can use this
finding to justify your advice to the man that

screening is not necessarily harmless;

that ill-considered testing can have some unexpected and serious

consequences for him, such as

— ahigh false positive rate (a positive predictive value of 8-33%) with
accompanying unnecessary anxiety, i.e. at least 2 out of 3 men will
have a false positive test result;

— the need for atransrectal biopsy of the prostate to confirm or rule
out the presence of prostate cancer carries a 2%serious
complication rate; and

— long-term anxiety if there is a diagnosis of prostate cancer especially
when the manis informed that the benefits of early interventionand
treatment are of unproven value.

I. ProstateCancer Screening. Australian Health Technology Advisory Committee. AGPS 1996.
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Treatment for clinically localised prostate cancer hasnot been
demonstrated by randomised trials to reduce morbidity or
mortality, compared with expectant treatment over a 10-year
period.

The AHTAC currently advises against screening for prostate
cancer.
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Natural History of LUTS

Whatis the natural history of LUTS?

Very little has been published on the natural history of uncomplicated LUTS
in the general population. Itis clear, however,that the clinical course of LUTS
is variable over time and that the symptoms can improve spontaneously.
Over a 5-year period, up to 30% of untreated men will experience a
subjective improvement in their symptoms, in 50% they are unchangedand
the remainder complain of a deterioration in their symptoms.

The specific morbidity of LUTS which features prominently in men's
anxiety is acute urinary retention. lts occurrence is unpredictable and may
follow a particular event such as excessive alcohol intake, prolonged travel,
constipation or anal surgery. Itis of interestthat the severity of the
symptoms does not predict the occurrence of acute urinary
retention,. Approximately 10% of men with LUTS will develop this
complication after five years of no intervention.

Chronic urinary retention may lead to renal failure and, if untreated, death.
The prevalence of upper tract dilatation in men with uncomplicated LUTS
has been reportedto be as low as 0.7% and no higher than 2.5%, suggesting
that the prevalence of renal failure secondary to LUTS would be no higher
than these values.

The clinical course.of untreatedand uncomplicated LUTS is
variable.

The majority of menimprove or have stable symptoms over
time.

Urinary retention occurs unpredictably.

Uppertractdilatation and renalimpairment are rare.
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Assessment of LUTS

How do | assess the severity of LUTS?
Ask the man how much it bothers him.

By determiningthe degree of“bother” caused by the LUTS, measured

either quantitatively or qualitatively, the man and his doctor can:

e determine the man’s perception of the severity of his symptoms;

e decide on the mostappropriate managementstrategy based on this
degree of “bother”; and

* assess changes in severity as a consequence of the intervention.

Importantly, even where there is a discrepancy between the practitioners
perception of the severity of the man's symptoms and that expressed by
the man, itis the patient who should eventually decide on the degree to
which he is bothered by his symptoms. Exceptionally,there may be agross
incongruity between the man’s assessmentof his degree of bother and that
which you make, based on the history he gives you. In these circumstances
it may be necessaryto consider whether there are other undisclosed
issues needingfurther evaluation.

Thedegreeofbotherisbestassessedeither by:
e askingthe specific question
= “now thatwe havediscussedyour urinary symptoms, how
wouldyouratethe extenttowhichthey botheryou?”
e orbyaskingthe mantodecide how“bothered” heisusinga
four-point scale such as:
= notatall
= alittlebit
= moderately
= severely.
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The man’s perceptionof hisdegree of botheristhe most
importantvariable which needsto bedetermined at the initial
assessment.

What factors magnify the severity of uncomplicated
LUTS?

The severity of uncomplicated LU TS may be magnified because of extrinsic
factors not directly related to the man's urinary system.

For example, urinary incontinence is more common in frail elderly men.
While the nature of the LUTS suffered by the frail elderly man may be
similar to that of his younger counterpart, incontinence is nota normal
part of ageingand there is always an underlying disorder or precipitating
cause.Although the incontinence may be due to urological causes, itis
probable that other factors may cause or combine to cause it.

Urinaryincontinenceis not a normal part of ageing.

Identification of the factors which may magnify the severity of
uncomplicated LUT S requires a focus notjust on the lower urinary tract
but on the general health and functional ability of the patient. Such an
assessmentthus becomes an integral part of the patient evaluation and may
require specific questioning of the man and, where relevant, discussion
with relatives and carers, and visits to the man's home.

The causativefactors mightinclude:

* medications

* confusion

* impaired mobility

« problems of manual dexterity, including difficulty with clothing
¢ constipation and/or faecal impaction

* polyuria
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e acute medicalillness
e environmentalfactors.

Frequently,one or a number of the usual causes of LUTS combine with
some of the above factors to magnify the severity of the symptoms.

Similarly,itis sometimes necessary to consider whether some specific
disease process may be contributingto a man’s urinary symptoms.The
existence of conditions such as:

* Alzheimer's disease and other forms of dementia

e CVAs

e alcoholism

* Parkinson’s disease

e cerebraltumours

* multiple sclerosis

* autonomic neuropathy

will exclude the description of the man’s symptoms as uncomplicated
LUTS.

{rther factors not specifically associatedwith the urinary
tract. bhut which may be magnifyingthe severity of LUTS,
st be considered,

What do | look for when | examine the man?

You should palpate and percuss the abdomen to assess if the man has a

distended bladder. Examine his penis for conditions such as phimosis,

hypospadias,and meatalabnormalities.You should also undertakea digital

rectal examination (DRE). This is recommendedto:

* detectgross distortion of the anatomy suggestive of a diagnosis of
extensive prostate malignancy;and

* exclude anal and rectal pathology.

While DRE is not advocatedas a means of detecting prostate size or early
prostate cancer, its performance may, nevertheless,detect an abnormality
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suggestive of such a clinical diagnosis. If such an abnormalityis found or if
there are other positivefindings suggestive of a urogenitalcondition, the
man's managementwill then M outside the scope of these guidelines.

Whichtests are necessary?

Every manwho presents with LUTS should have his urine tested with a dip
stick or by a microscopicexamination.

There is no evidence to suggestthat conductingother tests, atthe time of
the initial examination,will add more informationto confirm the diagnosis
of LUTS. Furthertests are indicated only where the history,the clinical
examination or the urine analysis suggest that the patient's symptom
complexdoes not correspondwith that of uncomplicated LUTS.

Also, the results of other tests would not provide informationwhich might
help your patientto make an informeddecisionabout how to manage his
LUTS.

A urineexaminationisthe only test which needsto be
undertaken at the time of a man’s initial presentationwith
LUTS.

Which tests need not be done?

Traditionally,a variety of tests has been performedon men with LUTS.
These have been done on the presumptionthat the findings may enable you
to:
¢ offer your patientsome indication as to the probable course of his
condition, particularly if he decides againstimmediate treatment. These
include:
— serum creatinine;
— imagingofthe upper urinary tract with ultrasoundor intravenous
pyelography;and
— cystoscopy.

17



» help to predictthe outcome of interventional measures. These include:
— the estimation of the man's post void residual urine either by
abdominal ultrasound or by direct catheterisation; and
— urodynamic studies, includinga urine flow rate or more complex
pressure flow studies.

The prevalence of upper urinary tract dilatation in men with uncomplicated
LUTS ranges from 0.7%to 2.5%.The prevalence of a raised s.creatinine
associated with such upper tract dilatation is, however, only 1.8%.This
thenis the prevalenceof abnormal renalfunctionas a
consequence of uncomplicatedLUTS. A decision to performa
s.creatinine or undertake upper tract imagingshould be based on these
prevalences. Because there is a much higher surgical morbidity in men with
renal insufficiency,the estimation of s.creatinine should always be
performed before surgical intervention. There are usuallyno indications for
performinga cystoscopy,as an isolated procedure, for uncomplicated
LUTS.

There is no evidence that residual urine measurements or urodynamic
studies are useful in helping to predict the outcome of intervention.

The need for as.creatinine and upper tract imagingin men
with uncomplicatedL U TS should be determined by the
importance the practitioner and patient place on the preva-
lence of an abnormaltest.

There is no evidence that post void residual urine measure-
ment or urodynamic studies, used routinely, are helpful in pre-
dictingthe outcome of treatinga mm with LUTS.

There may be some specific feature of the man's history:or
examinationwhich suggests that one or mire of thasetests
mightb e helpfuh
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How do | decide on the treatment needed by a
particular patient?

Based on the degree of “bother” his symptoms cause him,the man must
decide whether he wishes interventionto relieve his symptoms,and the
nature of such intervention.

Men with a mild degree of bother should be reassured and it may be
appropriateto offer them advice on conservative managementmeasures.
They are very unlikely to benefitfrom active intervention. Those with
moderateor severe bother have the potentialto improveand may wish to
assess the active treatmentoptions in a discussionwith you.

It should be possible for the man to decide if he wishes to have treatment
and, if so, on the form of intervention. He will best be able to makethis
decision with your help and support Specifically,your advice on the pros
and cons of the various forms of intervention should assist him in his
decision making.

There are substantial differencesin the risks and benefits
associatedwith different management choices.

In order to make the right decision,men must have enough
information to basetheir decisions on their own values and
expectations.

How do | manage the man who is only mildly
bothered by his LUTS?

In menwho are only mildly bothered,the potentialfor improvementwith
any form of interventionis slight Most men with little or no bother will
probably elect for no active treatment and accept your reassurancethat
their symptoms pose them no health threat.
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Reassuringyour patient should encompass a discussion regarding:

¢ the natural history of LUTS;

* the potential impact of this condition on his quality and length of life;
and

e possiblechangesin symptomsthat should lead him to seek
further advice.

Quality and quantity of life issues

The patient can and should be reassured that the existence of LUTS does
not suggest he has any condition which is likely to impose a significant
health threat to him. Reassuranceis therefore an appropriate treatmentfor
all men with LUTS.

To minimise the impact of the LUTS, reassurance should, where
appropriate, be accompanied by advice about:

¢ modification of various life style factors

* change in medication, such as diuretics

* the use of avoiding diary

* information on other sources of assistance (see Appendix B).

The need for review

Itis importantto advise the man that a further review of his condition is

needed if:

* there is a change in the symptom complex eg. he develops haematuria;
andlor

¢ there is an increase in the man's perception of the degree of bother
caused by his symptoms.

A manwith uncomplicatedLUTS isnot likely to.suffer any
significant health threatas a cwwequence.

Reassuranceand advice is aviable option for ALL men with
uncomplicatedLUTS.
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What lifestyle chunges could be tried?

Even minor changes to lifestyle or behaviour can have a quite significant

beneficial impact on the degree of bother a man’s LUTS cause.

Such changes include:

* the reduction of fluid intake at specific times to reduce urinary
frequency at time of greatest inconvenience—e.g. at night or when
going out in public or to meetings—as long as the total fluid intake is
not reduced

* avoidance or moderation of the quantity ingested of beverages such as
tea, coffee or alcohol, which may have a diuretic effect thereby
increasingfluid output and exacerbating frequency, urgency and possibly
urgency incontinence

e urethral stripping —this describes the digital stripping of urine from the
urethra, starting behind the scrotum and working towards the tip ofthe
penis. Itcan be done at the end of micturition to speed up urethral
emptying of urine and prevent post-micturition dribbling

» distraction technique such as penile squeeze, breathing exercises,
perineal pressure, mental “tricks” to take the mind off the bladder and
toilet

* toilet scheduling,where the patientis offered the use of a toilet or
bedpan every 24 hours.The aim of this is to empty the bladder
regularly to avoid incontinent episodes

* reviewingthe man’s medicationand changingthe time of administration
or substituting drugs for others that have fewer urinary effects.

All men with LUTSshould be given lifestyleadvice to reduce
degree of bother.

Whenis a voiding diury useful?

A voiding diary is useful for documenting a man’s LUT S and identifying
beneficial lifestyle changes. Also, the medical practitioner will find the
information it contains useful when a man considers his symptoms have
become sufficiently bothersome to think about some form of intervention.
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The diary can be used to document

* the nature and degree of the urinary frequency;

* an excessivefluid intake:

* aninappropriately high fluid excretion at night;

* small voided volumes:

* the voided urine volumes: and

* the timing and occurrence of any incontinent episodes.

The patient is asked to record the time and volume of his fluid intake and
voided urine for 48—72 hours.Any episodes of urinary incontinence are
recorded.An appropriately designed sheet should be provided for the
patient (see Appendix C).

With this information itis possible for you to review the severity of your
patient's symptoms and also offer lifestyle changes which may improve his
LUTS (see lifestyle changes mentioned earlier).

A voiding diaryis a useful toal to assist in.providing
management advice.

What can be done to overcome the factors which

magnify the severity of uncomplicated LUTS?
Many of these factors can be successfully managed by conservative
measures. Such interventions may include:

e minimisingthe medication schedule or modifying the medication to
reduce the impact on voiding function;

* treatment of constipation:

* reversal,where possible, of polyuria;

* arranging for a diuresis, where it is required, at a time of convenience:
* modification of physical, social and environmental factors: and

e providingadvice on support available where there is impairment of
dexterity, mobility or mental state.
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Many of these measures require regular reinforcement,encouragement,
evaluation and monitoring if they are to be successful. They may also
require the involvementof a number of health professionalswith expertise

in the managementof the ageing.

Minimising the severity of LUTS may require a focus on
general health prablemnis and functional disabilities.

To be most effectivethis may involveinputsfrom avariety of
health professionals.
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Treating LUTS

What interventionsare available for the treatment
of men with- LUTS?

A man who decides he wishes to consider an active form of intervention
for his LUTS should be informed of the options available, These include
drugs, products from health food outlets, and conventional or thermal
surgery.

When considering a man's response to an intervention itis always
importantto be aware of the placebo response.As in other areas of clinical
practice, the placebo effect plays a prominentrole in the management of
LUTS. Pooled placebo data from drugtrials on men with LUTS show an
improvement of symptom scores for periods of from 3 to 6 months and
there are reports that the impact may persist for up to 2 years.While there
are fewer data regarding the improvements following sham operative
procedures, similar subjective responses have also been demonstrated.

How do | manage the man who is moderately
bothered by his LUTS?

Most men with a moderate degree of bother and who wish some form of
treatment will likely consider drug treatment as their first option. Even
some severely bothered men may prefer to try drug therapy before
considering surgical intervention, although many will opt for surgery
immediately.

Men with amoderate degree of bother may wish to try
pharmacologicalintervention before consideringother
options.
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Pharmacological intervention for men with LUTS

Numerous trials indicate that there are subgroups of patientsthat respond
to pharmacological treatment and some that do not. There are only scant
data on how to predict to which group a particular patient might belong.

There are three distinct groups of pharmacological agents which may offer
men with LUTS some symptomatic benefit. These are: the alpha adrenergic
blocking agents: 5 alpha reductase inhibitors; and anticholinergic agents.

The drugs —alpha adrenergic blocking agents

Contraction of the prostate smooth muscle and an increase in urethral
pressure is mediated by alphaadrenoceptors. Alpha adrenoceptor
antagonists act on the stromal smooth muscle to decrease the prostate
tone and the urethral resistance,and are postulated to improve symptom
score and level of bother by acting on the dynamic component of LUTS.

Terazosin

Terazosin is an alpha | blocker used to treat hypertension and LUTS. It has
a half-life long enough to permitonce per day dosage, minimising the
side-effects of the medication.

In the group of patients that shows a response, terazosin can provide a
statistically and clinically significant improvement in symptom scores when
compared to placebo. While the time to maximum efficacy of treatment is
reported to be 13 weeks, mostmen who respond to treatment do so
within 6 weeks of starting the drug. Men who demonstrate no significant
improvementin their degree of bother within this period should have their
treatment discontinued

Dose: Usually commenced on a dose of | mgat night and gradually

increased to a maximum dose of 10 mg per day.

Prazosin

Although there is considerable anecdotal evidence that prazosin has a
symptomatic impact on LUTS, few studies have been conducted to verify
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this. The theoretical potential of prazosin to improve the severity of LUTS
relies on the fact that it has a similar mode of action to terazosin.The little
evidence which is available regarding the use of this drug suggests that
maximum efficacy should be attained after 6 weeks of treatment.

Dose: Usually commenced at 0.5 mg on going to sleep and gradually
increased to a maximum dose of 6 mg per day.

Side-effects: As with all alpha adrenergic agents, prazosin and terazosin
have numerous reported side-effects,including retrograde ejaculation, and
these should be discussed with the man before commencing treatment
The side-effect profile for terazosin is better than for prazosin.

Itis appropriateto offer menwith moderatelybothersome
symptomsatrial of an alphablockingagent.

Amang the alphablockers available,only terazosin has been
tested extensively.

The drugs—5 alpha reductase inhibitor—finasteride

The enzyme 5 alpha reductase converts testosterone to dihydroxytestoster-
one (DHT), which is its active form in the prostate, and is essential for pros-
tate growth and differentiation. 5 alpha reductase inhibitors block this
conversion, resultingin decreased levels of DHT in the prostate.

The rationale for treatment is that lowering DHT levels leads to a
reduction in the volume of the prostate and s o reduces the mechanical
factors of urethral outflow resistance.As discussed previously, however,
there is no apparent correlation between prostate gland volume and the
severity of a man's urinary symptoms or his degree of bother.

A meta-analysisof all randomised controlled trials involving finasteride
demonstrates that only men with LUT S who have a prostate gland with a
volume greater than 40 mL demonstrate any statistically significant
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improvement in symptom scores when compared to placebo.Eveninthis
situation, the committee formulating these guidelines considered that the
magnitude of improvement in symptom scores may not translate into a
clinically appreciable improvement in a man's perception of his degree of
bother.

As discussed earlier,the only means of accurately assessingthe volume of a
prostate gland is by imagingwith transrectal ultrasound or MRL.The DRE
evaluation of the prostate is notsufficiently accurate to determine its
volume. The guidelines recommend that itis inappropriate to use this
evaluation of prostate size as the basis for predicting a beneficial outcome
from the use of finasteride.

The guidelines consider also that itis inappropriate to use MRI to estimate
the volume of the prostate before commencingfinasteride therapy. The
only acceptable method for evaluating prostate volume for this purposeis
transrectal ultrasound (TRUS).

The Commonwealth Medicare Benefits Scheme requires that a urologist
evaluate a man's prostate and recommend a TRUS, before a remuneration
is available from Medicare for this imagingprocedure.

Based on these facts, the guidelines recommend that finasteride should be
used only for the treatment of LUTS in men with a TRUS-demonstrated
prostate volume of greater than 40 mL.This imaging procedure will usually
require initial referral to a urologist

A man treated with finasteride should have his degree of bother and the
development of any side-effects assessed at least every 3 months after
commencing treatment If there is no significant decrease in the
bothersomeness index at 6—-9 months the treatment should be stopped.

Dose: 5 mg per day

Side-effects:There is a relatively low incidence of side-effectsto this drug
although there are reports of sexual dysfunction and one report of
cardiovascular problems.
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Itisappropriateto consider offeringmen with moderatetly
bothersomeLUTS atrial of finasterideonly ifthe prostate
volumeis greater than 40 mL.

[ L T M s s s e

The drugs—anticholinergic agents

Anticholinergic drugs reduce the severity and amplitude of unstable
detrusor contractions. Where detrusor instability is thought to be one
element underlying LUTS, these drugs may permit the man's bladder to
store a greater volume of urine, thereby reducingthe frequency of his need
to void.

Itis mostappropriate to consider the use of an anticholinergic agentwhere
the man's LUTS are principallyirritative. These drugs may also be useful for
irritative symptoms which persist following surgery for LUTS.

Because these agents may reduce bladder contractility, one of the potential
side-effects of this form of medication is urinary retention. Itis often
advisable to commence with a low dosage and gradually increase itto an
effective level. The timing of the medication should reflect the nature of the
symptoms. For example, if nocturia is the principal complaint then it may
be appropriate to prescribe only a night-time dosage.

As the natural history of LUTS is variable, it may be appropriate to reduce
the dosage of the mediation, or discontinue it, after a period during which
the symptoms have stabilised at an improved level. If the degree of bother
subsequentlyincreasesagain, the medication a n be continued on a
long-term basis.

itisappropriateto offer men with predominantly irritative
symptoms atrial of an anticholinergicagent
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propanthelinebromide

A randomised controlled trial compared oxybutynin, propanthelineand
placebo over 4 weeks. While oxybutynin demonstrateda statistically
significantimprovementover the other two agents, propanthelinewas no
better than placebo.

Dose: Commenceon |5 mgthree times per day and gradually increase to
a maximum of 30 mg four times per day

Oxybutynin chloride

This drug has an action similar to that of propanthelinebromide although itis
more reliablyabsorbed and thus its clinical efficacy is higher. 1t reaches a peak
plasmaconcentrationwithin I hour. Itis a restrictedbenefiton the PBS,
available only after an unsuccessfultrial of propanthelinefor detrusor instability

Dose: Commenceon 25 mgtwice per day and increasegradually to a
maximumdose of 5 mgthree times per day

Tricyclic antidepressantagents

The tricyclic antidepressantagents have a multivalentaction which includes
anticholinergiceffects. The exactsite ofaction of these drugs is unclear and
itis suggested that they may act both centrallyand peripherally.

The most commonly used agents are:
* imipramine

* nortriptyline

* amitriptyline

Dose:Commenceon 25 mga nightand may be increasedslowly to 75 mg
per day.

Side-effects: Common side-effects of the anticholinergicagents include:

e dry mouthand dry eyes;

* constipation;

* areduced urinary stream or possibly urinary retention;and

* drowsinessand unsteadiness,potentiatingthe risk of falls in the elderly.
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Becauseof the possible detrimental impactof anticholinergicagents in men
with acute angle glaucoma it may be inappropriateto prescribethese drugs
for menwith this condition. Advice should be sought from the man’s
ophthalmologistwhere appropriate.

While men should always be warned of the possibility of urinary
retention,they should also be informedthat the effectis usually reversible
after withdrawal of the medication. Because of this and the other
side-effects the dose of any of these agents should be increased slowly to
minimiseand monitor the development of side-effectsand to allow a
determinationof the lowestdose which is effective for the particular
patient.

How useful are products from health food shops?

Mostof these productsare phytotherapeuticagents, or plant extracts,
although other agents are also available. The phytotherapeuticagents are
reported to have few side-effects and provide high patientsatisfaction,and
some have demonstrated statistically significantsymptom improvementin
randomised short-term controlled trials.

Much of the concern surroundingthese agents relatesto poor
standardisationof dosages and an absence of data regardingtheir toxicology.
While this is notto imply that any specific phytotherapeuticagent poses a
health hazard to those who useit, the absence of high-leveltoxicologicaldata
should make consumers cautious regarding use of these agents.

Phytotherapeutic and other over-the-counter agents cannot
be recommended, becauseofthe absence of long-term data
on efficacy, reliability,toxicology and safety.

Who should be referred to a urologist?

Men who have “complicated” LUTS (see page 5) are not covered by these
guidelinesand may need referral.
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Men with LUTS who consider that their symptoms are causing a severe
degree of bother and who would rather consider immediate surgery will
require referral to a urologist for specific advice regarding surgical
intervention.

Men who find atrial of medication does not offer sufficientimprovementin
the degree of bother they experience may also want to consider a surgical
option and they too will require referral.

What are the indications for surgical intervention?

The variables which most reliably predict outcome of surgery are the
severity of the symptoms and the degree of bother the LUTS causes the
man.

Thus, surgical success is usuallygreatest inthose patients with moderate to
severe symptom levels.A significant improvement in quality of life measures
has been found only in men whose preoperative symptom scores were
severe.As a consequence itis generally not advisable to consider a surgical
approach for men with only mild symptoms causinglittle bother.

Surgery should generally be considered only for:
* men severely bothered by their symptoms
* those who are moderately bothered but
- who fail pharmacological management
— who do not wish drug therapy but want other treatment.

Whatif the man thinks it is better to have the
surgery now —when he is fit—rather than later?

Some patients express concern that they will become too old for surgery
They therefore suggestthat it may be better to undergo surgery while they
are in good health rather than later when they may be less well. Although
there is a slight increasein morbidity as a result of the surgical management
of LUTS with age, this change is not sufficiently significant to alter a
decision to delay surgery until the severity of symptoms warrants it,
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Theoperations-TURP

TURP or transurethral resection of the prostate is the longest
established endoscopic surgical treatment for LUTS. Itinvolves the
endoscopic removal of prostatic tissue. The operation is frequently
performed under spinal anaesthesiaand the hospitalstay is generallyfrom
2 4 days.

Research indicates that some 75% of men havinga TURP report that they
are improvedor very much improvedafter the operation. For those men
who benefit,the degree of improvementin bothersome symptomsis
substantialand usually much greater than for non-surgicalinterventions.
Most benefits of a TURP are achieved within 3 months.

Itis importantfor a manto clearly understandthat he has a one in four
chancethat the operation may not improve his symptoms.

The operations—TUIP

TUIP or transurethralincision of the prostate s also referredto as bladder
neck incision (BNI). Itinvolves an incision through the muscles of the
bladder neck and the posterior tissues of the prostatic urethra.Generally

men may only spend one nightin hospitaland some can have the operation
as a day procedure.

Comparedwith TURP, TUIP has significantadvantages in terms of
operative time, intraoperative bleeding, duration of catheter drainage,
hospital stay and post-operative complications.

Randomisedcontrolledtrials show that TURP and TUIP resultin an
equivalentimprovementin symptom scores and reductionin degree of
bother where the manwith LUTS has a small prostategland,as assessed by
DRE or cystoscopy (done at the same time as surgery).

The operations-open prostatectomy

Inthis operationthe enlarged portion of the prostate is removed by an
open surgical approach. Understandably,the morbidity of this procedure is
considerablygreater than the endoscopic approaches. On the other hand,

32



the probabilityof a significantimprovementin symptoms s also higher than
for TURP or TUIP. The operationis usually reservedfor men with very
large prostateglands.

The complication rates of surgery

As with any surgical procedure,the outcome will never be perfectand
there will always be some complications and unsatisfactory outcomes. It
is very important that your patientis fully informed of the possibilityof
these complications,which can include retrograde ejaculation,
impotence,incontinence,urethral and bladder neck strictures and even
death.You may suggest that the man clarify the risk of these

complications arisingwhen the urologist is discussingsurgical options
with him.

Percentageincidenceof complications followingconventional
surgical proceduresfor LUTS

Open prostatectomy TURP TuIP
Retrograde ejaculation 80 80 25
Impotence 30° I3 na?
Bladder neck constriction 2 2 05
Incontinence 25 3 .2
Urethralstricture 25 3 25
Reoperation b ¢ iat |5
Death 25°¢ 1.5 0.7

® This incidenceis difficult to confirm because many men have poor erections before opera-
tion. A recent study reported an improvement in potency following surgery.

b This is the incidence up to five years after the initial surgery.
£ This incidenceis based on old data and may no longer be reliable.

4 Notavailable: there have been no recent studies to provide this value, although the
incidenceis thought to be very low.
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What about thermal surgical techniques for LUTS?

Various forms of thermal surgical techniques have been applied to the
treatment of urinary symptoms in men. Mo stact by heating the prostatic
tissue. The heating may result in:

* vaporisation:

* coagulation:andlor

¢ other undetermined changes in the prostatic tissue.

The methods used to produce the heating include:
* lasers:

* microwaves:

¢ radio frequencies; and

* high intensity focused ultrasound.

Because laser heating of the prostate coagulatesthe tissue, the affected
prostate then undergoes necrosis and the dead tissue may remain insitu for
up to 4 months. Itis gradually passed through the urethra but during this
period the majority of patients have bothersome irritative symptoms.
These may persist for several months.

The more recent use of laser treatment to vaporise the prostate tissue may
resultinan improvement in these parameters. Unfortunately, there appears
to be concomitant coagulation of the adjacent tissue, resulting in some
continued necrosis and persistent sloughing of material over time.

Visual laser ablation of the prostate (VLAP) has been demonstrated
to offer a similar benefit to TURP with up to |2 months follow-up.The
long-term durability of these results remain to be confirmed. One specific
benefit may be its use in men on anticoagulants.Men should be cautioned
that the long-term benefits of VLAP are not known.

Transurethral microwavetherapy of the prostate(TUMT) is a
thermal therapy which can be administered on an outpatient basis without
anaesthesia. Early randomised controlled studies comparing the efficacy
against sham procedures show a statistically significantsymptomatic benefit

The outcomes of some of the other alternative therapies are promising,
but there remain many unanswered questions regarding their degree of

34



benefit as compared with the established and conventional surgical
interventions.

There is evidence to demonstrate the benefitsof VLAP and
TUMT

The patient should be informed of the absence of long-term
scientific data that demonstrate a benefit of these
interventionsover conventional forms of surgical treatment.

How can | assess the benefitsof future interventions
for LUTS?

New and different interventions not covered by these guidelines will
continue to be promoted for the managementof LUTS. Itis not unusual
for extravagant claims to be made regarding the benefits of a new
managementmodality before there is long-term scientific evidence to
underwrite such claims. Because men become aware of such developments
through the media and seek advice from their doctor, it becomes
importantthat you have some basis for makingan informed evaluation of
the claims.

You should evaluate all new interventionsprincipally on data
from well-designed clinical trials demonstratingreduction of
bother.

The benefits claimed of such interventions may be based on changes in
urodynamic parameters or on residual urine measurement. There is little
evidence that these objective measuresare closely related to the only
outcome of importance to the man—reduction in the severity of his
symptoms.

35



Appendix A

Working Party on Yoiding Dysfunction in Men —
Terms of Reference and Membership

Terms of Reference

* Undertake the developmentand implementation of clinical practice guidelines
which will facilitate the identification and care of men with voiding dysfunction.

« Infulfillingthis task, review key literature and follow the procedures
recommended by the Quality of Care and Health Outcomes Committee’s draft
first edition of Guidelines for the developmentand implementation of clinical
practice guidelines.

»  Provide advice and present clinical practice guidelinesto the Quality of Care
and Health Outcome Committee.

Membership
Dr Geoffrey Hint (Chair)  Urologist
DrJames Butler Health economist
DrVeronique Lajoie General practitioner
Dr Peter Maher Urologist
Professor Villis Marshall Urologist
Dr MichaelSladden General practitioner
Mr Anthony Walsh Consumer representative
Dr JeanetteWard Methodologist/Health services representative
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Appendix B

Support services for men with LUTS

Councilon the Ageing (Australia)
Level2, 3 Bowen Crescent
MelbourneVvIiC 3004

Tel (03) 9654 4443

Australian Cancer Society
Level 9, 140Williams Street
WoolloomoolooN S W 2011
Tel (02) 9358 2066

Australian Kidney Foundation
Ist Floor, 82 Melbourne st
North Adelaide SA 5006

Tel (08) 8267 4555

Carers Association of Australia
Cnr Hilder and Gritten Streets
Weston ACT 261 |

[PO Box 3717,Weston ACT 2611]
Tel (06) 288 4877

Continence Foundationof Australia
GPO Box 9919 in your capital city
Freecall 1800 069 789

USTOO Australia—prostate disease
supportgroups for men

59 Victoria Parade

Collingwood VIC 3066

Tel: (03) 9419 2163

These are nationalbodies and will provide local contacts

Translating/interpreting services
24 hours 131 450
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Appendix C

Sample page from avoiding diary*

TIME & VOLUME CHART MNome: IR

L

INTAKE QUTRUT
Dote Time Type d fluid Volume/mi [t T—ﬂ- | gt Leokogs
2 Jan 7.30am | M 200 I Jdaw | FOdaw | JaE Wt
 |#800am | m 200 PR PP
|| swwgeies | 250 Fisem | 100 | we
10.00 | coffee 200 Froe | Joe | demp
12.30 beer 450 2.80pm | #OF
o 2.00pm | 200
#* H 0
INTAKE QUTPUT
[ Tiers Trpea o Bl ke, mi Dot Tirew Guipol | Lashogs

* Courtesy: Continence Foundationof Australia
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inEmlen

LUTS—uncomplicated lower
urinary tract symptoms

o

once thought to be due only to BPH, but now
thought to be more complex in aetiology

irritative symptoms

nocturnal or diurnal frequency; urgencv and/or
urge incontinence

obstructive symptoms

hesitancy; reduced stream; post-micturirii
dribble; recall

these guidelines exclude the management ol:

4

haematuria, dysuria, UT'Is, urinary retention
urinary incontinence or urethral discharge



Natural history of LUTS

&y 30% improve; 50% remain stable; 20% deteriorate
&y 10%develop urinary retention within 5vcars

3 itrarely resultsin aserioushealth threat

Assessment of LUTS

the man’s perception of the severity of the symptoms = degree of
BOTHER

degree of BOTHER is most important variable in determining
treatment

physical examination includingaDRE

aurine test is necessary

o000 O O

s.Creatinine and upper tract imaging is usually not recommended but
may be appropriate in some clinical circumstances

LUTS and prostate cancer

aman can be reassured that just because he has LUTS doesNO T
suggest that he has prostate cancer

early prostate cancer isusually an ASYMPTOMATIC disease

it isnot necessary to estimate aman’s PSA as part of the normal
evaluation of LUTS

if aman wishesto be tested with PSA he must be FULLY
INFORM ED of, and understand the sequelae to such testing

e o o0 ©O

thcrcis no evidence to support screeningfor prostate cancer



Treating LUTS

MILDLY BOTHERED or ONLY ANXIOUS about cancer

ks reassurance, adviceregardinglifestyle changes

MODERATELY BOTHERED
consider pharmacological treatment [¥W4HE* ABOUT SIDE-EFFECTS)

¢ aphaadrenergic blocking agents:
— terazosin: start 1 mg and increaseto max 10mg per day
_  prazosin: start 0.5 mg and imerease Do s g P
—  start small dose at night an:! merease grad
— max benefit by 6 weeks

(O aphareductase inhibitor:
— usually requires urological refermil
— appearstobeeffectiveonly in large prostate glands
— finasteride: 5 mg per day
—  max benefit takes up to 6 munth
— overall effectivenessand pusicns surtabsiliny noe wel
substantiated
(O anticholinergic agents (when irfictive syrmpstorms predomina
- propantheline: 30 mg four times per day
- oxybutynin: 5 mg three times per day

—  tricyclic antidepressants(imipramine; nortryptaline;
amitryptaline) 25 mg three time per day

- startwith low dose; increase gradually; use smallest effective dose
- maximum benefit should be seen by 2 weeks
— warn about side-effects

MODERATELY BOTHERED,NOT TOLERATING
MEDICATION or wishesother treatement

ke surgery
SEVERELY BOTHERED

&y usually surgery, medication unlikely to be useful
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