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Consensus on Management of BPH -

Benign Prostatic Hyperplasia
FOREWORD
This consensus paper was developed by the Malaysian Urological Association and the Prostate Health Council of Malaysia.  The working paper was presented and discussed at the workshops with many doctors.  These workshops (15) were organised by MUA with the local MMA and Prostate Health Council of Malaysia throughout the country from 1995 through 1997.  The philosophy in the management of BPH had changed drastically over the last ten years, mainly because of new drugs (alpha blockers and finasteride) and new medical technology (eg microwave, heat, laser) directed at the prostate.  The WHO sponsors a BPH Consultation Meeting every 2 years in France.  The 4th meeting was held on 2-5.7.97. The Malaysian national meeting was held during the 7th Malaysian Urological Conference on 28.11.97. It was attended by 71 participants.  The participants are from all over the country (private & government) who were also attending the annual urological conference.  The paper was presented by Dr Yap Hin Wai, and presided over by an external speaker, Professor V Marshall; he is Professor of Urology at Flinders University of South Australia, Member of the International Prostate Health Council and an authority on BPH.  The paper was subsequently also approved at the Annual General Meeting of the Malaysian Urological Association on 17 January 1998.

This report is not intended to be construed or to serve as a standard of medical care. Standards of medical care are determined on the basis of all clinical data available for an individual case and are subjected to change as knowledge, technological advance and patterns evolve.  The u1timate judgement regarding a particular clinical procedure or treatment plan must be made by the doctor in the light of the clinical data presented by the patient and the diagnostic and the treatment options available.

The Expert Panel consisted of Dr Clarence Lei Chang Moh (chairman), Dr Yap Hin Wai (secretary), Dr Loh Chit Sin, Dr Lim Chei Seng, Dr Khairullah Abdullah, Dr Patrick Mah, Dato Dr Tan Hui Meng, and Dr Peter Ng.

*Dr Clarence Lei Chang Moh, FRCS Urol, FEBU, FAMM Consultant Urologist,
President, Malaysia Urological Association, Chairman, Prostate Health Council of Malaysia 1998.
Management Guidelines for Benign Prostatic Hyperplasia

In Urological circles, many debates in this decade have been on the Prostate Gland.  There have been many advances to the knowledge of this gland and many concepts have changed or are continuing to evolve.  It is therefore timely that the Malaysian Urological Association address the issue of Benign Prostatic Hyperplasia in its present perspective and provide a consensus opinion in the management of this problem.

It is necessary to be clear from the onset that this paper is not to dictate the preferred practice of any Urologist.  This is an attempt towards broad management guidelines and there is full awareness that the individual patient will always be managed according to an individual need and not towards a guide.  Having underlined that, this paper is meant to address the need for NonUrologists to appreciate the new developments as perceived by the Urological Community.  This latter point is especially important considering that not all centers in the country have an easy assess to a urological service yet.

A panel of experts from the American Urological Association and other specialties have been convened in the recent past to develop BPH practice guidelines and this was funded by the Agency for Health Care Policy and Research (AHCPR), a division of the department of Health and Human Services.  The World Health Organization has also organized 4 International Consultations on BPH with the last one held recently in Paris in July 1997.  Although these two authoritative groups have taken different approaches for the development of practice guidelines, it has been remarkable that the consensus appears very similar.  This paper is therefore guided by the recommendations of these consultations in the absence of well-collated local or regional data.

Before embarking straight into the management protocol recommended, it would be useful to review the newer perspectives related to the approach to this problem of Benign Prostatic Hyperplasia.

EPIDEMIOLOGY

Benign Prostatic Hyperplasia is obviously not an uncommon disease and with the late presentation of this problem to local Urologists, there is a pervasive feeling that the less bothered person and/or less bothersome symptom severity have kept many people uninformed.  It is most unfortunate that we do not have good enough data locally to know of the proper prevalence of this disease, much less its effects on the local population.  Locally, epidemiological information about BPH has only come from limited studies involving men who had sought treatment for BPH and in fact this has really been the group that has had surgical intervention.

The actual magnitude of this disease is probably of concern especially considering that more recent population studies from overseas have revealed that the incidence of lower urinary tract symptoms is reasonably significant and symptomatic bother is quite high.  And despite the apparently low incidence of complications from BPH in general, the absolute numbers of patients who present thus, especially to the government hospitals in Malaysia, are not insignificant.

Public education as well as education for the family practitioners remain very important if any progress is to be made in obtaining useful local data pertaining to this disease as well as decreasing the morbidity (and mortality) associated locally with this disease.  Bringing this disease to the forefront in issues of Men's Health is obviously pertinent although there are critics to doing this because of manpower problems.

DEFINITIONS

It is now realized that the symptom-complex of "prostatism" is only one part of four inter-related concepts, i.e. the presence of lower urinary tract symptoms commonly referred to in the past as prostatism, anatomical prostate hyperplasia, the urodynamic presence of obstruction, and possibly the presence of detrusor dysfunction or failure.  Most diagnostic assessment tools by Urologists are directed at one of these concepts.

Definitions of BPH continue to differ and have made meaningful assessment of the literature difficult.  Histological BPH is different from Clinical BPH and even the latter depends on how one chooses to define it.  Symptoms, Digital Rectal Examinations, Urinary Flow Rates as well as Transrectal Ultrasonographies have been used as diagnostic criteria, either individually or together and these various approaches have revealed different prevalences.

From medical school, most of us have been thought to refer to the symptoms related to voiding dysfunction as  'Prostatism'.  Considering that there is a whole host of disorders that are unrelated to the prostate that can cause similar symptoms, there has been a distinct move by the international urological community to dissociate from the word.  The differential diagnosis to symptoms like frequency, urgency, hesitancy, poor flow, dribbling, nocturia and the like include urethral stricture disease as well as bladder pathology.  Neurological conditions can also be associated with voiding difficulties and women can also complain of the same symptoms.

These symptoms have now been collectively termed as Lower Urinary Tract Symptoms and for the sake of description, divided into Irritative and Obstructive symptoms (refer later).  The division of symptoms into these two groups facilitates description and does not imply any definite Urodynamic or Clinical significance.  Despite attempts to correlate these symptoms individually, results have been conflicting at best.  And despite the 'obstructive' nature of the problem, recent studies seem to indicate that irritative symptoms are the more bothersome of the two.  Of significant note is the fact that Hematuria and Dysuria are not summed into these groups as their presence imply the possible presence of another problem and the investigative pathway would necessarily differ.

Size of the prostate has also been used as a definition of BPH.  Aside from the variability in Digital Rectal Examinations, it is now realized that big prostates need not necessarily cause any voiding dysfunction.  Conversely it is also true that small prostates can be responsible for a whole host of significant lower urinary tract symptoms.  The size of the prostate is only important insofar that if surgical intervention is indicated based on the overall assessment, it helps in determining the modality of intervention.  It may also help decide on the type of medical therapy.  What the size does not do by itself is indicate whether a person needs any treatment.  The dynamics of obstruction has therefore to be considered and not just the simplified view of a mechanical blockage.  Bladder changes secondary to long standing outlet obstructive problems are also often responsible for the irritative symptoms which are quite often more bothersome.

Finally, physiological obstruction and detrusor dysfunction are best examined from a urodynamic assessment.  This objective evaluation falls within the expertise of the Urologist and is really the only testing that can claim to be able to be uniformly applied.  Yet, its role is still full of controversy and its usefulness in clinical practice is continually debated.

NATURAL HISTORY OF BPH

The natural history of the disease has also to be considered in the management of this problem.  Considering that the natural progression of disease is such that a significant 25% - 40 % of BPH patients may actually improve and a further 30% remains no worse, the placebo effect related to many treatments is quite significant.  Where mortality from the disease in the present day is no longer a major issue, morbidity from any form of invasive treatment or otherwise must always be weighed against the possible gain.

For any patient then with only mild to moderate symptoms and without any complications, it remains debatable if treatment is necessary especially the more invasive modes.  It also invites the question as to whether medical therapy particularly the role of alpha-blockers needs necessarily be life long.

QUANTIFICATION OF SYMPTOMS
Since the majority of BPH patients will therefore suffer from symptoms and not from complications, it is essential that there is some mechanism to quantify these symptoms.  From both an individual patient follow up and to compare treatment efficacies, an objective quantitative measure makes the whole process of evaluation more scientific.  Even though the IPSS (refer later) has been criticized, there have been enough studies to validate its usage.  This provides for meaningful exchange between physicians especially with the developing concept of shared care and also for the follow-up of patients especially if they are on medical therapy.

Another important feature in the IPSS, which is most useful, is the question on 'bother'.  Despite the objective quantification, it is important to appreciate the degree of bother that actually affects the individual patient.  In the absence of complications and cancer, this is probably the most important factor in deciding whether a patient needs treatment or not.

Management of Benign Prostatic Hyperplasia
The assessment of a patient with Lower Urinary Tract Symptoms involves:

1.
The exclusion of Prostate Cancer.

2.
The exclusion of any complications.

3.
The assessment of the severity of the symptoms as well as the degree of bother.

The ultimate goal of early assessment of these symptoms is to

1.
Improve the Quality of Life.

2.
Prevent any possible complications.

3.
Decrease the morbidity from the disease.

Assessment would also include reviewing the relevant medical conditions that may accompany the patient, providing for a more comprehensive perspective to decide on the best modality of treatment of the patient.  Obviously, it should also serve to exclude the differential diagnoses.

BASELINE EVALUATION
 Evaluation and Quantification of Symptoms

 Adequate Medical History

 Physical Examination

 Focussed neurological examination

 Digital rectal examination

 Urinalysis

 Assessment of Renal Function

 Measurement of Serum PSA (refer later)

CLINICAL FEATURES
Lower Urinary Tract Symptoms are grouped into:

Irritative Symptoms:
Obstructive Symptoms:

Frequency
Hesitancy

Urgency'
Poor Flow

Urge Incontinence
lntermiftency

Nocturia
Post Micturition Dribbling


Straining


Retention


Incomplete Emptying




Overflow Incontinence

The severity of these symptoms are then quantified according to the International Prostate Symptom Score (IPSS).


0 - 7
Mild


8 - 19
Moderate


20 - 35
Severe

There also appears to be a significant correlation between the actual symptom Score and that of 'bothersomeness' which also seems to validate the sconng system as proposed in the IPSS.  This Quality of Life (QOL) score is graded from 1 - 6.

The rest of the detailed Medical History is then to exclude constitutional or metastatic symptoms that may imply the presence of a malignant problem.  Any concomitant medical illnesses including Diabetes and other neurological disorders or pelvic trauma/surgery that may affect the Lower Urinary Tract is also recorded.  Past BPH treatment or any present medications as well as a general assessment to assess the fitness of the patient for any possible surgical intervention is obviously important.

Other specific areas to discuss when taking a history include a history of hematuria, urinary tract infection and aggravation of symptoms by cold or sinus medication.  The latter would also include drugs that either impairs bladder contractility (anticholinergics) or that increase outflow resistance (sympathomimetics).

The differential diagnoses to consider include prostate cancer, urethral stricture, bladder neck contracture, calculi in the bladder or urethra, bladder cancer, neurogenic bladder dysfunction, pelvic masses, urinary tract infection and prostatitis.

Physical Examination should include a focussed Neurological examination and a Digital Rectal Examination is mandatory.  Although the size of the prostate gland is not the sole determinant of therapy, it helps to provide a rationale for the type of treatment selected if treatment is indeed indicated.  More than that, it is an important adjunct to excluding Cancer of the Prostate where the presence of induration is just as important as the presence of a nodule.  A DRE also provides for assessment of the anal sphincter tone.

INVESTIGATIONS

Basic Investigations will include:

1.
Urinalysis (Culture & Sensitivity)

2.
Renal Function

3.
Prostate Specific Antigen

The urinalysis is obviously important from the aspect of detecting the presence of an infection, which may either be a complication of BPH or provide a differential to the diagnosis.  It may also pick up the presence of hematuria which subsequent investigations may reveal a bladder cancer, which may again, present with irritative symptoms.

The percentages of patients with renal insufficiency range widely from 0.3% to 30%, the mean being 13.6%. This is in an analysis of basic BPH treatments in 7 studies.  Alternatively, the risk of occult and progressive renal damage is 1.7% in a retrospective prostatectomy series.  What this implies is that in a big population group, the incidence of upper tract involvement is not negligible.  As the presence of renal deterioration impacts on both the investigation and management of a patient with BPH, this assessment is highly recommended .

The issue of Prostate Specific Antigen remains controversial.  What has been initially a mandatory test has now been recognized to have implications that are not entirely resolved.  It is probably prudent to say that the test should be offered to patients with an anticipated life expectancy of at least 10 years and in whom the diagnosis of Cancer once established would change the treatment plan.  It is also important to have the patient counselled as to the implications of this test before it is done.

Other investigations may include:

4. Ultrasound kidneys and Bladder

5. KUB X-ray

Considering the incidence of urinary tract calculi in our local population, this is

a recommended investigation.

More detailed investigations would then fall into the realm of the Urologist.  These additional diagnostic tests will not be discussed in this paper but may include:

1.
Uroflowmetry

2.
Post-void residual urine

3.
Pressure-Flow studies

4.
Filling Cystometry

5.
Urethrocystoscopy

6.
Other Imaging of the urinary tract

As these tests are either more invasive or needs more than a cursory interpretation, these should be left to the discretion of the attending urologist.

COMPLICATIONS

Presence of complications due to BPH would of course mandate (surgical) treatment and this would include:

Recurrent Urinary Tract Infections

Recurrent Hematuria

Bladder Stone Formation

Bladder Diverticulae Formation

Urinary Retention

Hydronephrosis and Renal Failure

Detrusor Instability

Low Bladder Compliance

SHARED CARE

Shared Care for prostate disease is the joint management of men with prostate problems by family practitioners and urologists.  The initiative for this shared care approach came out of epidemiological surveys of more recent times suggesting that mild-moderate symptoms of BPH are extremely prevalent in men who never seek the advice of a Urologist.

Also the availability of new treatment options for BPH which are less invasive, including medical treatment has opened up other options for men who have been traditionally reluctant to subject themselves to an operative procedure.

With the expected increase in the aging population around the world and obviously also in Malaysia, family practitioners may be expected to be confronted more and more with this disease.

By adopting a shared care approach, it is hoped that patients '  family practitioners and urologists will all benefit from a more effficient and appropriate referral pattern which is hopefully more cost-effective.

Basically, the family practitioners should understand the new changes associated with the diagnosis and treatment of this disease.  And hopefully, guidelines will help them to be able to decide who they can continue managing or should refer on to a Urologist.  The latter should include:

1.
A high symptom score (IPSS 20 - 35)

2.
A suspicious Digital Rectal Examination

3.
Abnormal Renal Function

4.
Any complications of the disease

5. 
Hematuria

6.
A raised Prostate Specific Antigen

7.
Failed medical/conservative therapy

TREATMENT

With the understanding now of the way we can assess symptoms and also understanding the natural history of the disease, there is obviously a place for not doing anything in terms of active treatment.

Watchful waiting is the term used and although no treatment is instituted, it is recommended that the patient still visits his doctor from time to time to report on the progress of his symptoms.  What is important is that he has been assessed and both prostate cancer (where relevant) and complications has been excluded.  Needless to say, the diagnosis has to be established and more dangerous differential diagnoses have been decidedly ruled out.

MEDICAL THERAPY

This is reserved for the patient population with moderate symptoms or the group with severe symptoms who are either unsuitable for or refuse surgery.  Obviously there should be a significant effect on their quality of life.  And it is also important to note that the financial cost of medical therapy can be high.

The two groups of drugs commonly used here are the 5 alpha - reductase inhibitors and the alpha-blockers.

1. 5 alpha-reductase inhibitors.
Proscar with all its initial promise has unfortunately not kept up with larger expectations.  Recent meta-analyses do suggest that its use may be better in men with larger glands (>40g) with also a suggestion that it may be useful in reducing the risk of Acute Urinary Retention and also the incidence of subsequent surgery.  Criticisms are still being levied on these later studies and the debate is ongoing.  The physiologic basis of its use in shrinking the prostate gland although appearing very sound in experiments and initial international trials have not panned out as well for wide clinical use for a variety of reasons.

Nevertheless, it is a safe drug and individual patients remain very satisfied with the drug.  The side effect profile is quite acceptable but it must be remembered that it lowers the PSA value by approximately 50% after one year and monitoring of the assay must take this into account.

2. Alpha-blockers.
There are a whole host of alpha-blockers and the newer ones are claimed to be more selective than their predecessors.  This difference in selectivity is claimed to decrease the incidence of side effects related to postural hypotension.  The newer medications also have a longer duration of action and are therefore suitable for dosing on a once a day basis.

Ultimately the choice of alpha-blocker will remain the choice of the physician but in general, all of them will have some effect on Lower Urinary Tract Symptoms.  Broadly speaking, there may be up to a 40 % success rate with the alpha-blockers and recent published trials do support its efficacy over placebo and the 5 alpha reductase inhibitors.  Its main disadvantage lies in its increased incidence of side effects compared to the 5 alpha reductase inhibitors.

SURGERY

There are a whole host of so called minimally invasive options that have hit the market for the billion-dollar BPH industry.  From ballooning to sending radiofrequencies and microwaving prostates, all these treatments have claimed some measure of success.  Of late, the Prostatron (TUMT) and the TUNA have received FDA approvals.  Their roles remain to be determined and embracing them must be accompanied with continual cynicism and caution.

Transurethral Resection of the Prostate (TURP) remains the gold standard undoubtedly still and despite more recent critics, the rebuttals have been adequate.  In properly trained Urological hands, the morbidity remain acceptable and the issue of retrograde ejaculation if properly informed at consent is probably not as pertinent in a large percentage of the population going for the operation.

Of course there exists a role for the competing therapies in selected patients and the issue of selection and informed consent is still the more important.  It is ultimately the selection of the correct patient for TURP that is the most important and if that is done well, TURP will always reign supreme.

CONCLUSION

The management of BPH has undergone many changes in the last decade.  From the diagnostic evaluation through the investigatory pathway and finally to the new treatment modalities many new issues have arose.  Doctors managing this common problem have therefore to understand these new developments to know their role in the continuum of management.

Without apology, urologists have been and should remain the final authority on this disease.  TURP remains the end of the treatment line and has remained so for great many years. However, managing BPH is much more than just doing a TURP and a person doing just that would be doing great injustice to the individual patient.
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Flow Rate


Residual Urine
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Therapies

International Prostate Symptom Score (I-PSS)
Patient Name:

Date:

1. Incomplete emptying


Over the past month, how often have you had a

0
1
2
3
4  5  


sensation of not emptying your bladder


completely after you finish urinating?

2. Frequency

Over the past month, how often have you had to

0
1
2
3
4   5


urinate again less than two hours after you


finished urinating?

3. Intermittency

Over the past month, how often have you found

0
1
2
3
4   5


you stopped and started again several times when


you urinated?

4. Urgency


Over the past month, how often have you found

0    
1   2
3
 4   5


it difficult to postpone urination?

5. Weak Stream

 Over the past month, how often have you had           0     1   2
3
 4   5


a weak urinary stream?

6. Straining

Over the past month, how often have you had to          
0     1   2
3
 4   5

push or strain to begin urination?

0 – Not at all

1- Less than 1 time in 5

2 - Less than half the time

3 - About half the time

4- More than half the time

5- Almost always

7. Nocturia Over the past month, how many times

did you most typically get up) to urinate from the       0    1     2    3    4    5
time you went to bed at night until the time you

got up in the morning?

Total I-PSS Score

Quality of life due to Urinary Symptoms
If you were to spend the rest of your life with your urinary condition just the way it is now, how would you feel about that?

0     1     2     3 
    4      5     6

0 – Delighted

1 – Pleased

2- Mostly Satisfied

3 –Mixed – about equally

4- Mostly Dissatisfied

5 – Unhappy

6 – Terrible

The International Prostate Symptom Score I-PSS) is based on the answers to seven questions concerning urinary symptoms.  Each question is assigned points from 0 to 5 indicating increasing severity of the particular symptom.  The total score can therefore range from 0 to 35 (asymptomatic to very symptomatic).

Although there are presently no standard recommendations into grading patients with mild, moderate or severe symptoms, patients can be tentatively classified as follows: 0 - 7 = mildly symptomatic; 8 - 19 = moderately symptomatic; 20 - 35 = severely symptomatic.

The International Consensus Committee (ICC) recommends the use of only a single question to assess a patient's quality of life.  The answers to this question range from "delighted" to "terrible" or 0 to 6. Although this single question may or may not capture the global impact of BPH symptoms on quality of life, it may serve as a valuable starting point for a doctor- patient conversation.

Reference List:
For list of relevant up-to-date references, one can refer to the WHO publication "Cockett ATW, Khoury S. Aso Yet at (1997).  The 4th International Consultation on Benign Prostatic Hyperplasia (BPH).  Paris; Scientific Communication International.  "
The main references are:

I .
The 3rd International Consultation on Benign Prostate Hyperplasia (BPH) Monaco June 26-28,1995.

2.
American Urological Association (AUA) Update Series: Vol XII No.29 BPH: Patient Care Policies/Guidelines.

3.
American Urological Association (AUA) Update Series: Vol XII No.2 Epidemiology and Natural History of Benign Prostatic Hyperplasia.

4.
Garraway W M et al.  High Prevalence of Benign Prostatic Hypertrophy in the community.  Lancet 1991;338:469-471.

S.
Garraway W M et al.  Follow up of a cohort of men with untreated benign prostate hyperplasia.  Eur Urol 1993;24:313-318.

6.
Garraway W M et al.  Impact of previously unrecognized benign prostate hyperplasia on the daily activities of middle aged and elderly men.  Br.J Gen Pract 1993;43:318-321.

7.
Sreenevasan et al.  Results of a modified transvesical prostatectomy a review of 100 cases.  Med.  J. Mal. 30:110-113,1975.

8.
Yeoh NTL.  A personal experience with the first 100 TURP at the Penang General Hospital.  Mod.  J. Mal.44:129-133,1989.

9.
Ng PEP et al.  Current trends of Prostate Diseases in Malaysia.  Proceedings of Post Congress Meeting of Societe Internationale D'Urologie Sept 1994, page 34.

10.
Mukamel E et al.  Occult progressive renal damage in the elderly male due to benign prostate hypertrophy.  J Am Geriatri Soc 1979;27;403-406.

11.
Stoner E and the Finasteride Study Group.  Three year safety and efficacy data on the use of finasteride in the treatment of benign prostate hyperplasia.  Curr.  Opin Urol 1995; 18-24.

12.
Jens T. Andersen et al.  Finasteride significantly reduces Acute Urinatry Retention and need for surgery in patients with symptomatic benign prostate hyperplasia.  UROLOGY 49:839-845,1997.

13.   Lepor H. A randomized multicenter placebo controlled study of the efficacy and safety of Terazosin in the 

         treatment of benign prostatic hyperplasia.  J. Urol 1992;148: 1467-1474.

