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Executive summary

Prostate cancer is a significant burden to men’s health. It is now one of the most important problems facing New Zealand men.
Prostate cancer has a slow rate of growth and most tumours remain organ confined for longer than other malignancies. Because of these features, clinicians have been working to find a reliable way of detecting it early so that potentially life-saving treatments can be implemented promptly. To date, prostate specific antigen (PSA) testing has provided a relatively simple means of population screening for prostate cancer. Unfortunately, however, PSA does not diagnose prostate cancer with certainty and not all men with prostate cancer will have high PSA levels. In addition, where prostate cancer is detected early, clinically indolent cancers may be overdiagnosed resulting in overtreatment, although this consequence is reducing as active surveillance is increasingly being adopted as a first-line management strategy.
These conundrums have led to the current disagreement among clinicians and public health workers regarding which patients should be offered screening for prostate cancer. Furthermore, there is now a great deal of confusion among men, their families and whānau and their general practitioners as to the value of PSA testing and the benefit or otherwise of treating newly diagnosed prostate cancer.

In light of the issues surrounding screening for prostate cancer and the benefits or otherwise of early diagnosis, the Health Committee conducted an inquiry into the early detection and management of prostate cancer in New Zealand. The Health Committee considered that before organised national screening could be advocated in New Zealand, there would have to be clear evidence that the benefits of screening outweigh the harms. Currently this has not been established.

While not recommending a national prostate screening programme on current evidence, the Health Committee did recommend establishing an equity-focused Quality Improvement Programme. This programme would ensure that men receive evidence-based information about prostate cancer testing and treatment, which they could use to make informed decisions, and that they have timely access to high-quality care along the entire treatment pathway.
It was therefore determined that the Ministry of Health would develop a framework for the Quality Improvement Programme, as recommended by the Health Committee, within existing resources.
The Prostate Cancer Taskforce (the Taskforce) has developed the clinical content and key recommendations to inform the Quality Improvement Programme. The Ministry of Health will produce a costed Quality Improvement Programme based on the Taskforce’s information and recommendations.
After considering all components of the clinical pathway, the Taskforce has developed its list of recommendations. At the start of the pathway it recommends providing men and their families and whānau with information about the prostate, prostate cancer and symptoms through the public domain. This information must be relevant, unambiguous and culturally appropriate. Next the Taskforce emphasises the central role of the general practitioner in screening and assessing men for prostate cancer. General practitioners and their practices must support men who are entering a prostate cancer pathway of care after the initial diagnosis and through subsequent treatment. Their role may include monitoring men under watchful waiting or active surveillance and the management of metastatic disease and palliative care.
The Taskforce has reviewed indications for referral for specialist management. Specialist management includes further clinical assessment, which may lead to men undergoing prostate biopsy and relies on accurate prostate cancer grading by the pathologist. Treatment options include active surveillance and curative treatment using surgery or radiation therapy. Other considerations that the Taskforce has addressed are palliative care and access to health services.

Recommendations

The Taskforce presents the following recommendations.
1.
A National Prostate Cancer Working Group is established to oversee the implementation of the recommendations made by the Prostate Cancer Taskforce. This must include a high level of Māori health expertise.
Equity

2.
The National Prostate Cancer Working Group works with key stakeholders to develop and implement strategies to support Māori health professional workforce development along the prostate cancer care pathway.

3.
The National Prostate Cancer Working Group oversees the development and implementation of an equity-focused Quality Improvement Plan for the prostate cancer care pathway for men and their families and whānau. This should include:

· development and implementation of a change management programme to raise awareness among health providers of the need to focus on and achieve equity along the prostate cancer care pathway

· working collaboratively with prostate cancer researchers to promote an equity focus, enhance outcomes, promote dissemination of information and support ongoing research, such as research on the impact of prostate cancer on the socioeconomic position of men and their families and whānau, and ways to mitigate those impacts)
4.
The National Prostate Cancer Working Group develops and promotes the use of measures to prevent or lessen the social and economic impact of prostate cancer on men and their families and whānau. This should include measures based on areas of impact along the prostate cancer care pathway, as identified through research.

5.
A quality monitoring framework is developed to promote and monitor change toward equity-focused quality improvement. This should include:

· indicators based on areas of inequity along the pathway identified through appropriate research

· a minimum national data set

· professional and organisational standards

· data collection and management frameworks.
Indicators should be reported by ethnicity so that inequities can be identified and addressed, and progress toward achieving equity can be monitored and reported.

Independent Māori monitoring and reporting should be established following methods similar to those used for BreastScreen Aotearoa.

Public domain

6.
Through public information, men and their families and whānau are provided with concise material that will allow them to develop a basic level of knowledge about the prostate gland and prostate cancer. This material should include a description of:

· the prostate gland, including where it is and what it does

· cancer in general and how it develops and spreads

· the natural history of prostate cancer, including its ability to progress over time and spread to other organs. Prostate cancers may be fast or slow growing. Slow-growing prostate cancers are common and may not cause symptoms or shorten life. Others may develop into a serious cancer, growing within the prostate gland and later spreading to surrounding areas or to elsewhere in the body.

7.
Through public information, men and their families and whānau are advised that there is no proven prevention for prostate cancer. There is some evidence that lowered intake of animal fat may be of small benefit.

8.
Through public information, men and their families and whānau are advised that men with a first-degree relative with prostate cancer are at much greater risk of developing prostate cancer themselves.

9.
Through public information, men and their families and whānau are advised that Māori men have a lower chance of surviving prostate cancer than non-Māori men and that the Ministry of Health is working with health professionals and Māori leaders to improve the quality of the prostate cancer care pathway in order to address this inequity.

10.
The Cancer Registry provides sufficient detail on prostate cancer incidence and survival to allow research on the differences between Māori, non-Māori and Pacific men.

11.
Through public information, men and their families and whānau are advised that men with urinary symptoms should request assessment by their general practitioner. This assessment is likely to include a PSA blood test and digital rectal examination (DRE). The general practitioner may suggest referral to a specialist depending on the severity of the symptoms or if there is a suspicion that there may be underlying prostate cancer.

12.
Through public information, men and their families and whānau are advised of the procedure of prostate biopsy and its associated risks. Men also need to be advised that a negative biopsy does not rule out the presence of underlying prostate cancer and that, if the biopsy is negative, ongoing observation will probably be recommended.

13.
Through public information, men and their families and whānau are advised of the consequences of prostate biopsy with respect to the likely requirement of staging investigations. They should also be presented with a general guide to the currently available treatment options. This should include a commentary on the place of ‘non-mainstream’ curative treatments and the current developments with chemotherapy and immune therapies. The guide should also consider the potential benefits and harms of treatment.

14.
Information needs to be available at a level of understanding relevant to the patient and should take into account different patient perspectives, such as age, co-morbidity and family history.

· Information should be in a variety of formats, such as written text, diagrams, video and internet, and take account of issues such as sight or hearing problems.
· Information should reflect best evidence.

· Information should be culturally appropriate.

· Information resources must be developed in consultation with Māori.

· Information should be available in the languages of major ethnic groups within New Zealand (Māori, Chinese languages, Pacific languages).

Prostate cancer in primary care

15.
Primary health care should provide high-quality, culturally appropriate information on prostate cancer and PSA testing to men aged 50 to 70 years. All men who are concerned about prostate cancer or are requesting a PSA test must be presented with high-quality, culturally appropriate information.

16.
Systems must be introduced to general practices to facilitate the informed consent process.

17.
Screening for prostate cancer must be by both PSA and DRE testing. PSA testing alone is acceptable only where DRE is considered a barrier to testing.

18.
All men presenting with lower urinary tract symptoms, and men with systemic features of malignancy, must have an appropriate examination and assessment, which includes checking for prostate cancer. This check will include a serum PSA and creatinine, other appropriate blood tests, urinalysis and a clinical examination, including digital rectal examination.

19.
In the presence of a normal DRE, PSA values of <4.0 ng/mL do not generally merit specialist referral. A significant PSA rise in a man whose PSA has previously been low may warrant referral.

20.
General practitioners should refer patients to a urologist according to the following criteria:

· men aged 50–70 years – when the PSA is elevated to ≥4.0 ng/mL
· men aged 71–75 years – when the PSA is elevated to ≥10.0 ng/mL
· men aged ≥76 years – when the PSA is elevated to ≥20 ng/mL
· men with a palpable abnormality in the prostate on DRE

· a significant PSA rise in a man whose PSA has previously been low may warrant referral.

21.
The primary health organisation or clinical network in which the patients are enrolled must support general practices in meeting some of the requirements of a Quality Improvement Programme. The Ministry of Health must lead a national process to define a prostate care pathway with provision of appropriate resources.

22.
A national telephone information service should be available. This would be staffed by experienced, educationally prepared prostate cancer nurses. The nurses would have access to good-quality, written patient information to mail out to callers in response to enquiries and to support phone discussions. The nurses would work under strict guidelines and would not offer direct treatment decision advice.
Diagnostic guidelines

23.
The PSA modifications should be restricted in their use to those men in whom the decision on whether or not to biopsy is difficult, based on the grounds of either age or co‑morbidity.

24.
Men meeting the following criteria should be considered for prostate biopsy after taking into account clinical considerations, elimination of benign causes of high PSA, age, co‑morbidity and patient choice:

· suspicion of malignancy on digital rectal examination

· men up to the age of 70 years with a PSA ≥4 ng/mL
· men between 71–75 years with a PSA ≥10 ng/mL
· men aged ≥76 years with a PSA ≥20 ng/mL
· a significant PSA rise in a man with previously low PSA values.

Pathology reporting of prostate cancer biopsies

25.
Cores of tissue from each biopsy site are submitted in a separate specimen container and a record is made of the location from which the biopsy is taken.

26.
Findings are in a structured (synoptic) format according to each biopsy site, with the minimum data set being the presence or absence of tumour, the tumour type, extent of involvement of the core by tumour, the presence or absence of extraprostatic extension and the grade of the tumour.
27.
A web-based tutorial programme is made available for routine use by pathologists.

28.
In order to improve consistency and reduce interobserver variation, an expert panel of pathologists should be convened in order to provide regular review of a proportion of tumours reported over a defined timeframe by all pathologists involved in the diagnostic reporting of prostate cancer specimens.
Active surveillance

29.
The most suitable patients for active surveillance are those with low volume T1a or T1c, Gleason score =6 and PSA ≤10. T1b and T2a tumours may be considered for active surveillance with caution. Careful monitoring of men in an active surveillance programme is essential.

· All men diagnosed with localised prostate cancer and considering active surveillance should be offered the chance to discuss their options with both a urologist and a radiation oncologist, and most should consult with both specialists.

· Monitoring during active surveillance must be meticulous and include regular PSA monitoring, DRE and an early repeat biopsy within 12 months of initial biopsy and further repeat biopsies as clinically indicated.

· All patients diagnosed with localised prostate cancer should be appropriately informed about active surveillance as a treatment option.
· Men entering an active surveillance programme as a cancer treatment option need to be tracked in the general practice IT system. This should reflect a care plan agreed between the specialist, patient and general practitioner.

Curative treatments

30.
Men at significant risk of metastases and those with locally advanced disease should be considered for appropriate staging investigations.
31.
All men diagnosed with localised prostate cancer should be assigned a ‘risk category’ to help assess appropriate management options.

32.
All men diagnosed with localised prostate cancer should be offered the opportunity to discuss their options with both a urologist and a radiation oncologist, and most should consult with both specialists.

33.
The option of radical prostatectomy should be considered for localised prostate cancer in men who are fit and have a good life expectancy.

· Radical prostatectomy is most suitable for men with low and intermediate risk tumours but can be considered in selected high-risk patients

· Men considering radical prostatectomy should be informed about the options of open incisional, laparoscopic or robotic-assisted laparoscopic techniques.

· Men considering radical prostatectomy should be informed about active surveillance and radiation therapy alternatives and have the opportunity to consult appropriate specialists.
34.
Radiation treatment should be with contemporary techniques of intensity modulated radiotherapy (IMRT) with daily image guidance (image guided radiotherapy, IGRT).

35.
All the appropriate radiation treatments, including external beam, low dose rate and high dose rate brachytherapy, should be discussed with men considering curative treatment.
Metastatic prostate cancer

36.
New Zealand Clinical Practice Guidelines are developed for metastatic prostate cancer.

37.
Research is undertaken to determine the burden of disease and reduce inequities in Māori men with metastatic prostate cancer.
Access to health services

38.
Data must be collected on wait times for all men undergoing assessment for possible prostate cancer and those undergoing prostate cancer treatment through all stages of the cancer care pathway. These data must be analysed and reported according to ethnicity.

39.
A regional and national stocktake and review of data collected on prostate cancer diagnosis and management, including wait times, should be undertaken. This should include district health boards and private and public sector providers.

40.
A national core prostate cancer data set should be developed and implemented to permit monitoring of a national quality plan. Quality indicators, which should include monitoring treatment pathway times, must be developed and implemented.

1
Introduction
Prostate cancer is a significant burden to men’s health. It is now one of the most important problems facing New Zealand men. Prostate cancer is the most common non-cutaneous malignancy diagnosed in New Zealand and is the third most common cause of cancer death in men after lung cancer and bowel cancer.
 In 2008 approximately 900,000 men were diagnosed with prostate cancer worldwide, with the highest rates primarily in developed countries of Europe, North and South America, and Oceania.
 These data include 2939 New Zealand men diagnosed with prostate cancer.
 Prostate cancer most commonly occurs in men over 65 years of age and is rare in men under 50 years (61 cases and 2 deaths in 2008). In 2008 a total of 670 men died from the disease. Of these, 316 deaths (53%) were of men younger than 78.4 years, which is the life expectancy of New Zealand men.

In spite of its high incidence and prevalence, prostate cancer has a relatively slow rate of growth, meaning that it also takes longer than other malignancies to progress from early to advanced disease.
 Because of these conditions, clinicians have been working to find a reliable way of detecting it early so that potentially life-saving treatments can be implemented promptly.
 Such treatment has the dual aim of reducing prostate-related mortality and reducing the significant morbidity associated with advanced disease.
To date, prostate specific antigen (PSA) testing has provided a relatively simple means of population screening for prostate cancer. Unfortunately, however, PSA does not diagnose prostate cancer with certainty as its serum value can be elevated in both benign and malignant conditions of the prostate and not all men with prostate cancer will have high PSA levels. In addition, where prostate cancer is detected early, clinically indolent cancers may be overdiagnosed, resulting in overtreatment, and men may experience side effects from untoward treatment that reduce their quality of life. There may also be unnecessary costs and burdens to our health care system. However, as active surveillance is increasingly being adopted as a first‑line treatment for men with ‘very low’ and ‘low’ risk disease, the risks of overtreatment have been substantially reduced; some studies report up to 40 percent of newly diagnosed men enter this treatment pathway.

These conundrums have led to the current disagreement among clinicians and public health workers regarding which patients should be offered screening for prostate cancer. Furthermore, there is now a great deal of confusion among men, their families and whānau and their general practitioners as to the value of PSA testing and the benefit or otherwise of treating newly diagnosed prostate cancer.

Results on prostate screening from the European Randomised Screening for Prostate Cancer (ERSPC), the Prostate, Lung, Colorectal, and Ovarian (PLCO) Cancer Screening Trial, and Göteborg Swedish trials are controversial. The ERSPC and Göteborg trials showed a reduction in prostate cancer mortality and the PLCO trial showed no benefit.
, 
, 
 The United States Preventative Health Service Task Force (USPSTF) states that evidence is insufficient to assess the risks and benefits of prostate cancer screening in men younger than 75 years.
 A common theme from all groups is that an informed decision with patients is strongly recommended and that screening does increase the number of men diagnosed with non-metastatic, early disease. These benefits must be weighed against the potential downsides of overdiagnosis and overtreatment of clinically insignificant cancers.

In light of the issues surrounding screening for prostate cancer and the benefits or otherwise of early diagnosis, the Health Committee conducted an inquiry into the early detection and management of prostate cancer in New Zealand. Its report Inquiry into Early Detection and Treatment of Prostate Cancer, which was presented to the House in July 2011, contained 17 recommendations.

The Health Committee considers that before any organised national screening programme could be established there would have to be clear evidence that any harm it might cause from overdiagnosis and overtreatment would be outweighed by a reduction in mortality and morbidity. Currently the evidence is inconclusive on this point. While a national prostate screening programme is not recommended at this time, the Health Committee does recommend establishing an equity-focused Quality Improvement Programme. This programme would ensure that men receive evidence-based information about prostate cancer testing and treatment, which they could use to make informed decisions, and that they have timely access to high-quality care along the entire treatment pathway.
The Ministry of Health has noted that there are inconsistencies in the quality and equity of services for the early detection and treatment of prostate cancer in New Zealand. In addition, not all men currently receive evidence-based information to help them make informed decisions.
It was therefore determined that the Ministry of Health would develop a framework for the Quality Improvement Programme within existing resources. It is expected that the Minister of Health will report back to Cabinet by March 2013 on the associated costs and benefits of implementing this plan.

1.1
Prostate Cancer Quality Improvement Programme

The Ministry of Health will produce a costed implementation plan for the Quality Improvement Programme for the early detection and treatment of prostate cancer – a programme that is equity-focused and covers all aspects of the early detection and treatment pathway. This plan will address inequities in access to and in quality of prostate cancer care and screening. It will also provide guidelines and frameworks for monitoring the programme and ensuring standards are met.

Another aspect of the Quality Improvement Programme is to develop information resources for health professionals and men in the general population. A prompt decision support tool for the Patient Management System used in primary care settings will also be developed and costed.
As a result of these initiatives, it is expected that men and their families and whānau will have access to consistent, high-quality information on prostate cancer and prostate cancer screening, and that men who wish to undergo testing for prostate cancer can do so.

1.2
Role of the Prostate Cancer Taskforce

The Prostate Cancer Taskforce (the Taskforce) will develop the clinical content and provide key recommendations to inform the Quality Improvement Programme. The Ministry of Health will produce the costed implementation plan for the Quality Improvement Programme based on the Taskforce’s information and recommendations. This Taskforce document will be submitted to Cabinet in conjunction with the costed implementation plan.
1.3
Achieving equity

The advisors’ report to the Health Committee shows that inequities in prostate cancer are significant and of great concern. Although they are not yet well understood, these inequities appear to be due to differences in access to and quality of diagnosis and treatment. Prostate cancer has the second largest inequity in cancer survival between Māori and non-Māori. Although Māori men are about 25% less likely to be diagnosed with prostate cancer than non-Māori men, they are almost 50% more likely to die from the disease.

To improve health outcomes for Māori and achieve equity in prostate cancer survival between Māori and non-Māori, the Taskforce has focused on identifying areas of inequity along the prostate cancer care and screening pathway. This project has ensured Māori participation on the Taskforce.

1.4
Project governance and reporting

The Cancer Programme Steering Group provides governance for the Cancer Programme. This national programme covers the activity of the Ministry of Health, district health boards and regional cancer networks that relates to implementing the New Zealand Cancer Control Strategy. The Taskforce is a time-limited subgroup of the Cancer Treatment Advisory Group, which provides clinical advice on cancer treatment to the Cancer Programme Steering Group.
1.5
Taskforce membership

The Taskforce comprises members who collectively have knowledge and experience to contribute to the development of an equity-focused Quality Improvement Programme for the early detection and treatment of prostate cancer. The Ministry appointed the Taskforce members following discussions with relevant stakeholders including providers, consumer groups and professional groups. This membership is listed in ‘Appendix: Prostate Cancer Taskforce membership’.

1.6
Process

The Taskforce had face-to-face meetings in February, April, July and December 2012. To make it easier to assimilate the very large amount of information on the topic of prostate cancer, Taskforce members were assigned to workgroups responsible for the specific threads of equity, information in the public domain, primary care, diagnosis, pathology reporting, active surveillance, curative treatments, advanced disease and palliative care. Each workgroup reported to the full Taskforce. After the wider group discussed and considered each report, it developed the list of recommendations.
2
Equity

The Prostate Cancer Taskforce recognises that inequities are preventable, unfair and fixable and that responsibility for identifying and eliminating prostate cancer inequities lies within all levels of the health system. Achieving equity in prostate cancer outcomes between Māori and non-Māori will require quality improvements along the entire prostate cancer care pathway, but with extra focus on access to and quality of treatment for Māori.

Prostate cancer inequities are significant in New Zealand but not yet well understood.
 Most notably there are inequities in survival and death rates between Māori and non-Māori. Compared with non-Māori men, Māori men are 76% more likely to die of prostate cancer once diagnosed (taking age and stage into account). Death rates from prostate cancer are 59% higher for Māori men than for non-Māori men.

Rates of prostate cancer diagnosis are more a measure of screening activity than of true incidence of prostate cancer. Māori men are about 10% less likely to be diagnosed with prostate cancer than non-Māori men.14 Prostate cancer survival and mortality inequities between Māori and non-Māori fit the inequity profile of most other cancers in that they can be explained only partially, if at all, by a greater risk of getting cancer.14 As with almost all other cancers, the reasons for survival inequities between Māori and non-Māori prostate cancer patients are unclear.
Although research on prostate cancer specifically is needed to provide answers, research into bowel cancer has provided some clues. If these prostate cancer survival inequities have similar causes to those for bowel cancer, then some of the causes are that Māori men with prostate cancer are diagnosed at a later stage, have higher rates of co-morbidity, and have poorer access to and lower quality of health care compared with non-Māori men.
, 
, 
 These assumptions have some support from research findings suggesting that, compared with non-Māori men, Māori men are more than two times less likely to be offered screening for prostate cancer,
 354% more likely to be diagnosed late and, as noted above, 76% more likely to die once diagnosed (taking stage at diagnosis and age into account).14
There are likely to be regional differences in access to and quality of treatment for men with prostate cancer. However, such differences are unlikely to be as large as differences between Māori and non-Māori men.
 This idea is supported by preliminary results from a study on regional differences in prostate cancer survival.18 Some differences in access and quality are also likely to relate to socioeconomic position, as mortality rates for prostate cancer increase and survival rates decrease with increasing levels of socioeconomic deprivation.14 Again, these differences are smaller than the survival and mortality gaps between Māori and non-Māori.
It is unclear whether, or to what extent, Māori and non-Māori men differ in their views on the acceptability of screening or testing for prostate cancer. Even if such differences did exist, it is uncertain whether they would contribute to differences in death rates. Because survival inequities take into account late stage of diagnosis, theoretical differences in acceptability of screening and/or testing would not contribute to the survival inequity between Māori and non-Māori.

A number of barriers that prevent Māori men from seeking prostate health care have been described. Most of these have arisen because the health system has not dealt appropriately with cultural issues. Other barriers are a lack of prostate knowledge, because appropriate information was not available, and social pressure related to being male.

Four trends characterise the Māori population: the rate of growth is relatively high (compared with the total New Zealand population); the median age is relatively young (22 years); the population is ageing; and the population is mobile (both nationally and internationally). Therefore, despite the youthfulness of the Māori population, the proportion of older family members is growing. An increase in Māori life expectancy (to 70.4 years for males and 75.1 years for females) has resulted in more adults over the age of 65 years.

Inevitably the goal must be to achieve equity in access to care and quality of diagnosis and treatment for prostate cancer between Māori and non-Māori. The Taskforce considers that achieving this goal will require two areas of focus – health services, and impact – which recognises that a diagnosis of prostate cancer could have a devastating effect on the financial and social resources of the man and his family and whānau.

2.1
Health services

There are three objectives for health services. 

1.
Raise awareness of prostate cancer inequities and recognise the role of health services in achieving equity.
2.
Promote equity-focused quality improvement along the prostate cancer care pathway among health and disability service providers.

3.
Support the development of the Māori workforce along the prostate cancer care pathway.

2.1.1
Raise awareness and recognise the role of health services in achieving equity

Health services have a pivotal role in decreasing inequities in prostate cancer mortality.22 It is important to raise awareness among health and disability service providers of the need to focus on and achieve equity along the prostate cancer care pathway and of their role in achieving this goal. Ways of raising their awareness and involving them in working towards the goal are to:

· establish a sense of urgency – identifying key messages and developing a communications plan

· communicate a goal, principles and key messages, which should include exemplars and success stories – for example, ‘Get access to and quality of prostate care right for Māori and we get it right for all. It doesn’t work the other way around’
· identify and remove barriers to achieving the goal – using research and planning

· plan for and create short-term wins then communicate them extensively.
2.1.2
Promote equity-focused quality improvement along the prostate cancer care pathway among health and disability service providers

It is possible to use communications and clinical governance frameworks to gain the voluntary engagement of health providers in achieving equity along the prostate cancer pathway. Clinical governance approaches are based on the premise that changes in provider behaviour will increase quality of care. Using a long-term, supportive approach will help to make achieving equity in prostate cancer care the easy choice for providers.
, 
, 

Change can be promoted and monitored using a monitoring framework. This would require the development of indicators (based on areas of inequity along the pathway identified through research), a minimum national data set, and professional and organisational standards. Data collection and management issues would need to be addressed. The framework would include independent Māori monitoring (as with BreastScreen Aotearoa)
 and reporting as part of a communications plan.

Tools for achieving equity-focused quality improvement along the prostate cancer pathway would need to be developed and include whānau-centred initiatives. For example, a prostate cancer decision aid could be developed to include information on cancer screening, treatment and inequities. The aid would be developed and implemented to ensure that Māori men:

· are no less likely to take part in screening as a result of the decision aid

· have the same or improved levels of confidence and knowledge around prostate cancer screening and treatment compared with non-Māori.

2.1.3
Support the development of the Māori workforce along the prostate cancer care pathway

Strategies would need to be developed and implemented to develop the Māori health professional workforce along the prostate cancer care pathway. Areas of focus would include primary care, urology, radiation oncology and medical oncology, palliative care and public health screening and quality expertise.

2.2
Impact

A diagnosis of prostate cancer could have a devastating effect on the financial and social resources of a man and his family and whānau, particularly if they are not well off to start with. As with inequities in mortality and survival, there are gaps in socioeconomic position between rural and urban locations, regions and ethnic groups, but the largest gap is between Māori and non-Māori.14
In working to achieve equity, some of the key messages could focus on:
· health literacy, which is low for Māori

· poverty – half of Māori men who die from prostate cancer are among the poorest 20% of people in New Zealand.
Health providers must take measures to prevent or lessen the social and economic impact of prostate cancer on men and their families and whānau. Supporting them to take such initiatives would involve: raising awareness; promoting methods to decrease the impact of prostate cancer on socioeconomic position and to reduce health inequities for individuals and their families and whānau along the pathway; and developing a monitoring framework and communications plan. These forms of support would need to be based on areas of impact along the prostate cancer care pathway, as identified through research. One tool could be a socioeconomic needs assessment for men with prostate cancer. Key messages for care providers could include information on the socioeconomic positions of Māori men with prostate cancer. Areas of research could include the impact of prostate cancer on the socioeconomic position of men and their families and whānau, and ways to mitigate that impact.

Recommendation 1

A National Prostate Cancer Working Group is established to oversee the implementation of the recommendations made by the Prostate Cancer Taskforce. This must include a high level of Māori health expertise.
Recommendation 2

The National Prostate Cancer Working Group works with key stakeholders to develop and implement strategies to support Māori health professional workforce development along the prostate cancer care pathway.
Recommendation 3

The National Prostate Cancer Working Group oversees the development and implementation of an equity-focused Quality Improvement Plan for the prostate cancer care pathway for men and their families and whānau. This should include:

· development and implementation of a change management programme to raise awareness among health providers of the need to focus on and achieve equity along the prostate cancer care pathway

· working collaboratively with prostate cancer researchers to promote an equity focus, enhance outcomes, promote dissemination of information and support ongoing research, such as research on the impact of prostate cancer on the socioeconomic position of men and their families and whānau, and ways to mitigate those impacts.
Recommendation 4

The National Prostate Cancer Working Group develops and promotes the use of measures to prevent or lessen the social and economic impact of prostate cancer on men and their families and whānau. This should include measures based on areas of impact along the prostate cancer care pathway, as identified through research.
Recommendation 5
A quality monitoring framework is developed to promote and monitor change toward equity-focused quality improvement. This should include:

· indicators based on areas of inequity along the pathway identified through appropriate research

· a minimum national data set

· professional and organisational standards

· data collection and management frameworks.
Indicators should be reported by ethnicity so that inequities can be identified and addressed, and progress toward achieving equity can be monitored and reported.

Independent Māori monitoring and reporting should be established following methods similar to those used for BreastScreen Aotearoa.

3
Public domain

Prostate cancer differs from most other cancers in that it lacks symptoms in its early stages, and has a particularly variable clinical course and many possible ways of managing it.

As early, low-grade prostate cancer causes no symptoms, screening is the only way of detecting it early and therefore of identifying cancer that is potentially curable. Conversely the same screening may unknowingly detect indolent cancer, resulting in unnecessary treatment.
Once diagnosed, localised prostate cancer may be treated by many different methods. These include not only the ‘mainstream’ treatments of radical prostatectomy, external beam radiation therapy and radioactive seed implantation (brachytherapy) but also the less common treatments of cryosurgery, hi-intensity focused ultrasound (HIFU) and photodynamic therapy. Another approach gaining increasing attention is active surveillance – now a key management strategy for some men with small-volume, low-grade tumours. The efficacy of any one of these treatments may differ widely from patient to patient and from one specialist clinician to another. Such differences may reflect differences in specialist skill level and experience.
Added to all of these circumstances is the perceived lack of consensus among experts regarding the value of early diagnosis of prostate cancer. It is not surprising, therefore, that men are confused about the need for prostate cancer screening, and bewildered by the range of options available should a diagnosis of prostate cancer be made. Unfortunately, and again not surprisingly, this confusion extends to general practitioners and prostate cancer specialists.

It is a matter of urgency to provide appropriate information on the diagnosis and management of prostate cancer for men and their families and whānau. This information must be available in the public domain and provide not just factual material about prostate cancer, but also guidance as to how to use this information and the steps men and their families and whānau need to take to get medical assistance and enter the pathway of care. The information must cover the benefits and risks of screening, the option of active surveillance and the various curative treatments available.

3.1
Prostate cancer

As expected, men and their families and whānau differ widely in their levels of knowledge about prostate cancer, and the amount of information available on the topic is potentially vast. They are often uncertain about whether they should undergo screening, and uncertain and concerned about the implications of this disease if diagnosed. If men are to increase their awareness and understanding of prostate cancer along the health care pathway, then they must have access to high-quality factual information about cancer in general and some detail about basic prostate anatomy and pathology of prostate cancer.
Recommendation 6

Through public information, men and their families and whānau are provided with concise material that will allow them to develop a basic level of knowledge about the prostate gland and prostate cancer. This material should include a description of:
· the prostate gland, including where it is and what it does
· cancer in general and how it develops and spreads
· the natural history of prostate cancer, including its ability to progress over time and spread to other organs. Prostate cancers may be fast or slow growing. Slow-growing prostate cancers are common and may not cause symptoms or shorten life. Others may develop into a serious cancer, growing within the prostate gland and later spreading to surrounding areas or to elsewhere in the body.
3.2
Prevention of prostate cancer

Prostate cancer currently cannot be prevented although certain factors have been discussed as being important to its development. These factors include food consumption, pattern of sexual behaviour, alcohol consumption, exposure to ultraviolet radiation, chronic inflammation and occupational exposure.

Dietary and nutritional factors that may influence disease development include total energy intake (as reflected by body mass index), dietary fat, cooked meat, micronutrients and vitamins (carotenoids, retinoids, vitamins C, D and E), fruit and vegetable intake, minerals (calcium, selenium), and phyto-oestrogens (isoflavonoids, flavonoids, lignans), or statins and/or cholesterol intake. Because most studies reported to date are case-control analyses, there remain more questions than evidence-based data available to answer them. Several ongoing, large, randomised trials are trying to clarify the role of such risk factors and the potential for successfully preventing prostate cancer.

The key question is whether there is enough evidence to recommend lifestyle changes (lowered intake of animal fat and increased intake of fruit, cereals and vegetables) in order to decrease the risk. There is some evidence to support such a recommendation and this information can be given to male relatives of prostate cancer patients who ask about the impact of diet.

Recommendation 7

Through public information, men and their families and whānau are advised that there is no proven prevention for prostate cancer. There is some evidence that lowered intake of animal fat may be of small benefit.
3.3
Relatives with prostate cancer

If a man has one first-order relative (father or brother) with prostate cancer, then his risk of developing prostate cancer is at least doubled. If two or more first-order relatives are affected, the risk increases by 5–11 times.
, 
 A small subpopulation of men with prostate cancer (about 9%) has the true hereditary form of the disease. This is defined as three or more affected relatives, or at least two relatives who have developed early onset disease (before the age of 55 years).
 Patients with hereditary prostate cancer usually have an onset six to seven years earlier than spontaneous cases, but do not differ in other ways.
 The risk is higher if more than one close relative is affected and is also higher if a close relative is diagnosed at a younger age (under 65 years).

Recommendation 8

Through public information, men and their families and whānau are advised that men with a first-degree relative with prostate cancer are at much greater risk of developing prostate cancer themselves.
3.4
Prostate cancer in Māori and Pacific men

For Pacific men, the rates of prostate cancer incidence (98.5 per 100,000) and mortality (23.2 per 100,000) are similar to the rates for all men. For Māori men, while their prostate cancer incidence rate is lower than for all men (74.9 per 100,000), their mortality rate due to prostate cancer is higher (32.9 per 100,000). It is not known whether the higher prostate cancer mortality observed in Māori men in spite of lower incidence reflects later diagnosis or differences in treatment.

Preliminary research suggests that general practitioners are less likely to screen Māori men for prostate cancer than non-Māori men.18 Māori men are also less likely to be diagnosed with prostate cancer than non-Māori men. When they are diagnosed, they are more likely to be diagnosed when the prostate cancer is at a more advanced stage and therefore less likely to be cured. There is no evidence that Māori men are less likely than non-Māori men to accept an offer of screening or testing for prostate cancer. Once diagnosed with prostate cancer, and taking account of age and stage of prostate cancer at diagnosis, Māori men are 60% more likely to die of their prostate cancer than non-Māori.14
Recommendation 9

Through public information, men and their families and whānau are advised that Māori men have a lower chance of surviving prostate cancer than non-Māori men and that the Ministry of Health is working with health professionals and Māori leaders to improve the quality of the prostate cancer care pathway in order to address this inequity. 
Recommendation 10

The Cancer Registry provides sufficient detail on prostate cancer incidence and survival to allow research on the differences between Māori, non-Māori and Pacific men.

3.5
Diagnosis of prostate cancer

3.5.1
Signs and symptoms

Early, low-grade prostate cancer causes no symptoms. It is often not until the cancer is locally advanced that men will develop urinary problems. Symptoms of prostate cancer are similar to those of benign (non-cancerous) prostate conditions. These include decreased force of the urine stream, passing urine more frequently, sometimes with delay in starting (hesitancy) and dribbling at the end of the urine flow. Occasionally prostate cancer can cause blood in the urine.
Men with advanced prostate cancer, where the cancer has spread beyond the prostate gland to other parts of the body, may present with weight loss, fatigue and bone pain.

3.5.2
Prostate specific antigen

PSA is produced almost exclusively by the epithelial cells of the prostate. For practical purposes it is organ-specific but not cancer-specific. Therefore, serum levels may be elevated in the presence of benign prostatic hypertrophy (BPH), prostatitis and other non-malignant conditions. The level of PSA as an independent variable is a better predictor of cancer than suspicious findings on digital rectal examination (DRE) or transrectal ultrasound (TRUS).

The level of PSA is a continuous parameter: the higher the value, the more likely it is that prostate cancer exists. Many men may have prostate cancer despite low levels of serum PSA.

3.5.3
Digital rectal examination

Most prostate cancers are located in the peripheral zone of the prostate and some may be detected by DRE. Prostate cancer may present as a hard discrete nodule or with asymmetry of the gland. In about 18% of all patients, prostate cancer is detected by a suspect DRE alone, irrespective of the PSA level.
 A suspect DRE in patients with a PSA level of up to 2 ng/mL has a positive predictive value of 5–30%.
 A suspect DRE is a strong indication for prostate biopsy as it is predictive for more aggressive prostate cancer.
, 

Recommendation 11

Through public information, men and their families and whānau are advised that men with urinary symptoms should request assessment by their general practitioner. This assessment is likely to include a PSA blood test and DRE. The general practitioner may suggest referral to a specialist depending on the severity of the symptoms or if there is a suspicion that there may be underlying prostate cancer.
3.5.4
Referral to a specialist

If the specialist confirms the general practitioner’s provisional diagnosis of prostate cancer, then it is likely that prostate biopsy will be required.

Recommendation 12

Through public information, men and their families and whānau are advised of the procedure of prostate biopsy and its associated risks. Men also need to be advised that a negative biopsy does not rule out the presence of underlying prostate cancer and that, if the biopsy is negative, ongoing observation will probably be recommended.
3.6
Management of prostate cancer

Following the diagnosis of prostate cancer, a man and his family and whānau will be continuing along a pathway of care that is likely to include further investigations. A treatment plan will need to be chosen, which differs for each individual and will be influenced by the man’s age, general health, grade and stage of the cancer, symptoms, lifestyle and personal choice. The treatment options may include watchful waiting, active surveillance, curative treatment or (in the case of metastatic disease) androgen deprivation therapy. Men and their families and whānau will differ greatly in their level of knowledge about these options, but usually this knowledge is minimal and often confused. Some men may be aware of the less common curative treatments of cryosurgery, hi-intensity focused ultrasound and photodynamic therapy and may have information about the current third-line treatments of chemotherapy using docetaxel and immune therapy using sipuleucel.
Recommendation 13

Through public information, men and their families and whānau are advised of the consequences of prostate biopsy with respect to the likely requirement of staging investigations. They should also be presented with a general guide to the currently available treatment options. This should include a commentary on the place of ‘non-mainstream’ curative treatments and the current developments with chemotherapy and immune therapies. The guide should also consider the potential benefits and harms of treatment.
3.7
Presentation of information

To make informed decisions about the need for prostate cancer screening, and the options available to them if further investigation or treatment is required, men must be presented with relevant, high-quality information. This information needs to be at a level of understanding that takes into account differences in age, ethnicity, co-morbidity and family history.

Recommendation 14

Information needs to be available at a level of understanding relevant to the patient and should take into account different patient perspectives, such as age, co-morbidity and family history.

· Information should be in a variety of formats, such as written text, diagrams, video and internet, and take account of issues such as sight or hearing problems.
· Information should reflect best evidence.
· Information should be culturally appropriate.
· Information resources must be developed in consultation with Māori.
· Information should be available in the languages of major ethnic groups within New Zealand (Māori, Chinese languages, Pacific languages).
4
Prostate cancer in primary care

General practitioners have the central role in screening and assessing men for prostate cancer. They and their practices must also support men entering a prostate cancer pathway of care following the initial diagnosis and through subsequent treatment. This support may include monitoring men under watchful waiting or active surveillance, and managing metastatic disease and palliative care. It is likely that general practitioners will also be closely involved in managing men with the complications and adverse effects of treatment. These effects are common, and range from the potential complications of incontinence, erectile dysfunction and bowel symptoms from the curative treatments, to the wide range of symptoms related to androgen deprivation therapy and chemotherapy.
One of the issues that general practitioners face when they are considering prostate cancer screening and diagnosis is the widespread use of opportunistic screening without agreed pathways of management for positive tests. In addition, many older men are tested with less likelihood of gain, and the role of age bands for prostate cancer screening is not clear.

Many men will see their general practitioners and have little or no knowledge about prostate cancer. However, an increasing proportion will come well informed and initiate discussions themselves. This informed response is likely to be more common after appropriate information about prostate cancer is introduced into the public domain. General practitioners therefore need to be equally well informed about this disease process. They must be able to provide clear guidance to men who request prostate cancer screening, and appropriately investigate men who present with signs and symptoms that may be the result of early or advanced disease. General practitioners must be ready and able to answer in helpful and informative ways the questions that patients and their families and whānau may ask.

4.1
Clinical presentations to general practice

4.1.1
Asymptomatic men requesting prostate cancer information or testing
Population screening for asymptomatic men with PSA testing is currently not recommended. However, men or their partners may present to a general practitioner with a request for prostate cancer screening (usually involving a PSA test), for information on prostate cancer or for a general practitioner’s opinion on prostate cancer screening.

Under these circumstances, Rule 6 of the Health and Disability Commissioner’s code is applied to all clinicians.
 Namely the information that is provided to men is sufficient for them to make an informed decision. In addition, the Medical Council of New Zealand states that patients must be given all the information they want or need to know including any expected risks and benefits.
 The National Screening Advisory Committee and National Health Committee advise that the complete screening pathway should be explained.

The information provided must use high-quality data that reflect best evidence on the harms and benefits of prostate screening. It must be presented in a manner that is easy to understand and minimises clinician bias. The evidence needs to be specific to the man’s age and culture. Qualitative descriptions are insufficient; numeric data must be used, in particular on absolute rather than relative harm and benefit. These numeric data should be presented visually (paling charts and bar graphs) in order to make it easier to interpret the figures. Presentation methodologies must take into account language and cultural issues.

Recommendation 15

Primary health care should provide high-quality, culturally appropriate information on prostate cancer and PSA testing to men aged 50 to 70 years.

All men who are concerned about prostate cancer or are requesting a PSA test must be presented with high-quality, culturally appropriate information.

If the clinician (general practitioner or nurse) is to meet the requirement of achieving informed consent with the man presenting for screening, they need appropriate support tools for this process within the practice setting. These tools should ideally be written, visual and interactive.
Recommendation 16

Systems must be introduced to general practices to facilitate the informed consent process.
4.1.2
Screening for prostate cancer as part of a well man’s check
Where well men are having a health check, recommendation 15 and the related rules described in section 4.1.1 above apply. These men are essentially asymptomatic and are therefore being screened.

4.1.3
Screening for prostate cancer as part of a public health campaign

Practices or practitioners providing information to the wider public must be aware of the requirements of the Health and Disability Commissioner’s code and their professional obligation toward their colleagues, in particular a man’s own general practitioner.
4.1.4
Screening investigation

If a man has chosen to enter the screening pathway after appropriate discussion with the general practitioner, the most appropriate screening test is measurement of the serum PSA. The PSA test remains the best single modality for detecting a risk of prostate cancer. In the ERSPC study, the positive predictive value of a DRE in men with a PSA of <3 ng/mL was only 4–11%, prompting calls to exclude the DRE from prostate screening. Nevertheless, the combination of PSA and DRE remains the most sensitive investigation for prostate cancers, particularly for higher-grade cancers. The risk of missing a significant cancer by omitting the DRE has been estimated to be as high as 17%.
, 
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 PSA testing alone is acceptable only where DRE is considered a barrier to testing.

Recommendation 17

Screening for prostate cancer must be by both PSA and DRE testing. PSA testing alone is acceptable only where DRE is considered a barrier to testing.
4.1.5
Men with symptoms
Lower urinary tract symptoms become more prevalent in men with increasing age. These symptoms include decreased force of the urine stream, passing urine more frequently, sometimes with delay in starting (hesitancy) and dribbling at the end of the urine flow. The most common cause of these symptoms is benign prostatic hyperplasia (BPH) but a wide range of non-prostatic causes such as diabetes, spinal nerve problems and bladder abnormalities can present in a similar manner. For this reason all men presenting with urinary symptoms require a full history and appropriate clinical examination. Men with lower urinary tract symptoms do not have a higher risk of prostate cancer than other men of their age but if the symptoms are caused by prostate cancer then this is likely to be more advanced than if the cancer been detected while asymptomatic. Men with symptoms need investigation to determine the likely cause, with age being the most useful risk factor for consideration in a diagnosis of cancer.

Men may also present with systemic features of malignancy related to prostate cancer. These may include lethargy, anaemia, weight loss (especially in the elderly), anorexia and lymphadenopathy. Bone pain, especially in the pelvis and lower spine, is sometimes seen in advanced disease.

Men presenting with these signs or symptoms where there is no apparent cause should have an appropriate examination and assessment, which includes checking for prostate cancer. This check will include a serum PSA, complete blood count, assessment of renal and liver function, urinalysis with direct microscopy and culture, and full clinical examination including a digital rectal examination.

Recommendation 18

All men presenting with lower urinary tract symptoms, and men with systemic features of malignancy, must have an appropriate examination and assessment, which includes checking for prostate cancer. This check will include a serum PSA and creatinine, other appropriate blood tests, urinalysis and a clinical examination, including digital rectal examination.
4.2
Use and interpretation of the serum PSA test

4.2.1
When should the PSA be measured?

Serum PSA should not be measured within three days of ejaculation as this can result in an elevated PSA. A digital rectal examination can also result in an elevated PSA, so blood should be collected before this examination. Prostate biopsies can lead to either upward or downward movement in the PSA, which may persist for months after the procedure.

4.2.2
What is a normal PSA?

The normal reference ranges for total PSA increase with age, and the upper limit of normal with decreasing age is much lower than the 4.0 ng/mL cut-off point attached to the first commercial PSA test in 1986. However, although lowering the upper limit of normal to a more technically ‘correct’ 2.5 ng/mL results increases the number of cases of prostate cancer that are diagnosed, it also leads to more overdiagnosis and overtreatment of cancers that are not clinically significant.

Recommendation 19

In the presence of a normal DRE, PSA values of <4.0 ng/mL do not generally merit specialist referral. A significant PSA rise in a man whose PSA has previously been low may warrant referral.

4.2.3
What does an elevated total PSA mean?

The higher the PSA level, the more likely it is that a cancer is present. If the value is between 4.0 and 10.0 ng/mL there is an approximately 40% chance of cancer being detected on prostate biopsy.
 The incidence of cancer may actually be slightly higher than this, because low-volume cancers can be ‘missed’ even when systematic zonal biopsies are taken. Other explanations for a small elevation in PSA are BPH and prostatitis.
A PSA >10.0 ng/mL indicates a 67% chance that a cancer is present. Values this high are rarely the result of BPH, but prostatitis can cause a significant and rapid rise in PSA.

A PSA >20.0 ng/mL means a cancer is highly likely to be present, and metastases can sometimes already be demonstrated on bone or CT scan. Prostatitis is the most common alternative cause of this level of PSA elevation.
An elevated PSA may be transient. Therefore (in the absence of an abnormal DRE) the PSA should always be repeated after an interval of 6 to 12 weeks.

4.3
Use and interpretation of the digital rectal examination

The normal prostate feels small, has two lobes, and is smooth surfaced and symmetrical. With age, it is common to have BPH which enlarges the gland but preserves the symmetry and smoothness. The best predictive sign for prostate cancer is the presence of a nodule in the prostate. This is a hard lump or irregularity of the prostate surface and is often a sign of a more advanced cancer. Other features such as lack of a central sulcus offer less predictive value.

Drawbacks to digital rectal examination are that it is unlikely to detect tumours in the anterior aspect of the prostate and is of limited value in detecting early, low-volume cancer.

A small percentage of men with prostate cancer (10–15%) have a palpable tumour (usually stage T2A) but the PSA remains <4 ng/mL.
4.4
Management of the screening and diagnostic pathway in a general practice

Irrespective of the manner in which a man enters a diagnostic or screening pathway, his general practitioner is responsible for adequate tracking and follow-up. This responsibility ends only when care is transferred to another clinician such as a urologist.

The general practice in which the general practitioner works must have appropriate processes to ensure the tracking and follow-up occur. To this end, the practice needs to:

· have a clinical policy and protocol for delivering a prostate information service

· track PSA and other investigations

· track referrals to secondary care, ideally through an eReferrals process

· have practice-level clinical governance to oversee that the tracking is functioning correctly, such as through audit and data review.
4.5
When to refer
The trigger for referral to a urologist is age dependent because the benefits of early diagnosis reduce with increasing age. At 70 years of age a man diagnosed with prostate cancer as a result of an elevated PSA has an approximately 50% chance that the cancer will become symptomatic in his lifetime. By 75 years this risk has reduced to just 33%.

Prostate cancer is also a disease that becomes more common in men as they get older. This means that there is the potential for referring many elderly men for biopsy. If this high volume of referrals eventuates, the biopsy service will be overwhelmed, and the diagnosis of clinically significant prostate cancers in younger men will then be delayed.

Most urologists and radiation oncologists would consider that men over the age of 75 years are rarely suitable for radical prostatectomy.

Recommendation 20

General practitioners should refer patients to a urologist according to the following criteria:

· men aged 50–70 years – when the PSA is elevated to ≥4.0 ng/mL
· men aged 71–75 years – when the PSA is elevated to ≥10.0 ng/mL
· men aged ≥76 years – when the PSA is elevated to ≥20 ng/mL
· men with a palpable abnormality in the prostate on DRE
· a significant PSA rise in a man whose PSA has previously been low may warrant referral.
4.6
Network support

The primary health organisation or clinical network in which patients are enrolled should support general practices in meeting some of the requirements of a Quality Improvement Programme. Part of this support is to integrate with the regional district health board through appropriate information technology (IT) services. Other aspects of this support should include:
· IT services for eReferrals and eDischarges meeting the national standards, of both the Health Information Standards Organisation (HISO) and the National Information Clinical Leadership Group (NICLG), including tracking and responses

· a defined local prostate care pathway and appropriate resources

· data on and audit of referrals, investigations and surveillance

· access to the decision tools (electronic or otherwise) used by secondary care to ensure the same information is being discussed in primary and secondary care

· inclusion of a cancer care navigator for those men undergoing treatment

· patient access to the shared care record including those on active surveillance.

Recommendation 21

The primary health organisation or clinical network in which patients are enrolled must support general practices in meeting some of the requirements of a Quality Improvement Programme.

The Ministry of Health must lead a national process to define a prostate care pathway with provision of appropriate resources.

4.7
Active surveillance

Men entering an active surveillance programme for cancer management need to be tracked in the general practice’s IT system. This programme must reflect a care plan agreed between the specialist, patient and general practitioner. The minimum requirements for active surveillance are:

· a clear identification with the practice medical records of the patient’s status of active surveillance

· a failsafe system of recall/reminder at the practice to ensure the patient does receive the appropriate surveillance

· appropriate transfer of care protocols to ensure ongoing surveillance if the man transfers out of the area in which the initial diagnosis and the decision to undertake active surveillance were made.
4.8
Follow-up after successful care for prostate cancer

Men who have had successful prostate cancer treatment will remain at risk of cancer recurrence. They will also be at risk of developing other clinical conditions that may result from the cancer treatment, such as irritable bowel symptoms from radiation. These men will need active follow-up.
4.9
Palliative care

Appropriate provision of palliative care services is essential in general practice. The practice may provide these services alone or in association with hospice or other palliative care services. In working with other services, the practice or general practitioner must take active steps to remain fully aware of the patient’s status in the palliative care pathway. Where it is working alone, the practice must meet the standards of ‘Aiming for Excellence’ on the provision of palliative care services.

4.10
The role of advanced practice nurses

Nurses have opportunities to enhance the care of men and their families and whānau at the time of diagnosis with prostate cancer, before, during and after treatment and throughout the follow-up period. They may enhance care primarily, although not exclusively, through patient education, decision support, care coordination and advocacy. Decision support is particularly relevant given most men with prostate cancer prefer to be actively involved in decision-making about their treatment.
, 
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In the care of women with breast cancer, specialist breast care nurses are advanced practice nurses whose skills include coordinating care; counselling; providing information and support; clarifying and reinforcing information; providing continuity of care; and facilitating specialist referral. Research shows they have been effective and beneficial in the ongoing care of the patient. In a project conducted by the National Breast Care Centre (Australia) among women with breast cancer, 80% of respondents believed specialist breast care nurses made a significant contribution to their care and 99% reported they would recommend seeking treatment at a centre that provides a breast care nurse.
, 

Prostate cancer nurse roles are emerging in Australia and New Zealand but are less well-established than specialist breast care nurses. Specialist prostate cancer nurses are uniquely positioned to provide support and practical assistance to patients throughout various stages of their treatment. Emerging evidence suggests that prostate care nurses are seen as very acceptable sources of information and support for men with prostate cancer.54
There is inequity of access to specialist prostate cancer nurses across the regions, with few New Zealand district health boards employing nurses in these roles. Emerging evidence shows that men with prostate cancer report that they rely strongly on their clinician for information and support in making treatment choices.54 It is possible that men who do not have access to specialised prostate cancer nurses have fewer opportunities to have information enhanced or clarified in a timely manner when they have received that information from their specialist or general practitioner, or from the internet. They may also receive less support as they navigate both the health system and their options.

A variety of models for providing cancer services to rural communities has been reported, including shared care or outreach programmes and tele-oncology. Studies suggest that such initiatives make specialist care more accessible.54 Studies have also demonstrated that where specialist cancer nurses provide education and support for patients in rural areas, there are benefits such as improved knowledge and psychosocial support.

In response to the inequity of access to specialist nurses, a national telephone information service should be established. This service would be staffed by experienced prostate cancer nurses who have had appropriate educational preparation. It could operate in a similar way to the Prostate Cancer Charity (UK), where nurses take phone calls and respond to emails for a few hours in the middle of each day and also for two evenings per week. This service could be linked to the Prostate Cancer Foundation or the Cancer Society. Alternatively it could be one of the services available through the Ministry of Health’s Healthline phone service. The nurses would need to have access to good-quality, written patient information to mail out to callers in response to enquiries and to support phone discussions. They would also work under strict guidelines and would not offer direct advice on treatment decisions.
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The Cancer Society employs liaison nurses who accept referrals in urban centres and visit patients and their families and whānau in their homes to offer education and support. These highly skilled nurses generally have a broad oncology preparation, but may not be well versed in the specifics of prostate cancer. These nurses, along with general practitioners, practice nurses and Prostate Cancer Foundation peer support volunteers, could direct patients to the prostate cancer nurses’ helpline for expertise on prostate cancer.
Recommendation 22

A national telephone information service should be available. This would be staffed by experienced, educationally prepared prostate cancer nurses. The nurses would have access to good-quality, written patient information to mail out to callers in response to enquiries and to support phone discussions. The nurses would work under strict guidelines and would not offer direct treatment decision advice.
5
Diagnostic guidelines
Prostate cancer is diagnosed following histological examination of tissue specimens. This process may involve needle biopsy of the prostate performed specifically because clinical findings have indicated a likelihood of underlying prostate cancer; curettings following transurethral or open prostatectomy; and less commonly lymph node, bone or other tissue biopsy at the site of metastatic disease.

This discussion is restricted to core prostate biopsies obtained by either transrectal or transperineal sampling under ultrasound guidance (TRUS). The cancer detection rates of perineal prostate biopsies are comparable with those obtained for transrectal biopsies.
, 

The decision on whether to proceed with prostate biopsy is made after considering patient preference, patient age, life expectancy, co-morbidity, abnormality on rectal examination, suspicion of malignancy on diagnostic imaging and abnormality of serum PSA. Occasionally PSA modifications may be taken into account as part of the decision-making process.

To help men decide whether to have a prostate biopsy, health care professionals should discuss with them their PSA level, DRE findings (including an estimate of prostate size) and co-morbidities. They should also discuss any risk factors, which include age and family history of prostate cancer. A man and his partner, family and whānau or carer should be given information, support and adequate time to decide whether or not he wishes to undergo prostate biopsy. The information should include an explanation of the risks (including the increased chance of having to live with the diagnosis of clinically insignificant prostate cancer) and benefits of prostate biopsy.

If the clinical suspicion of prostate cancer is high, because of a high PSA value and evidence of bone metastases (identified by a positive isotope bone scan or sclerotic metastases on plain radiographs), prostate biopsy for histological confirmation may not need to be performed.
5.1
PSA modifications

A number of modifications of the PSA test may influence the decision on whether to proceed with biopsy.

5.1.1
Free : total PSA ratio

PSA made by prostate cancer binds more easily to plasma proteins than PSA made by ‘normal’ prostates does. As a result, prostate cancer is more likely when the ratio is low (˂0.25). The ratio is particularly useful when the PSA is in the 4.0–10.0 ng/mL range and there are other possible explanations such as BPH for the PSA elevation. Nevertheless, the concept must be used with caution as several pre-analytical and clinical factors may influence the ratio, such as instability of free PSA, variable assay characteristics and very large prostate size.
 Furthermore, the ratio is of no clinical use in total serum PSA values >10 ng/mL or during follow-up of patients with known prostate cancer.

5.1.2
PSA velocity

PSA velocity is the change in PSA concentration over time. More rapid change makes prostate cancer more likely, and very rapid change means it is likely that the man has an aggressive form of cancer. This concept may have a prognostic role in patients with treated prostate cancer,
 but can be of limited use in the diagnosis of prostate cancer because of background noise (total volume of prostate, BPH), the variations in interval between PSA determinations, and acceleration/deceleration of PSA velocity over time. While some prospective studies have shown that these measurements do not provide information additional to that provided by PSA alone,
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 the judicious use of PSA velocity can be of value in prostate cancer diagnosis.

5.1.3
PSA doubling time

PSA doubling time is the same as the PSA velocity, but puts a numerical value in months on the rate of change.
5.1.4
PSA density

PSA density compares the PSA concentration and the volume of the prostate (as measured by ultrasound).
5.1.5
Age adjusted reference ranges

Men with larger prostates tend to produce more PSA, and the upper limit of PSA ‘normality’ may need to be adjusted upwards in these men.

These modifications all increase the specificity of PSA testing (fewer biopsies performed) but also decrease the sensitivity (more cancers missed). There remains no consensus on optimal strategies for the use of these different modifications of PSA testing.

Recommendation 23

The PSA modifications should be restricted in their use to those men in whom the decision on whether or not to biopsy is difficult, based on the grounds of either age or co‑morbidity.
5.2
The decision to proceed with prostate biopsy

Men with an abnormal rectal examination, or a PSA of >4 ng/mL (≤70 years of age), or a PSA of ≥10 ng/mL (70–75 years) or a PSA of >20 ng/mL (76 years of age or older) should be considered for biopsy. The urologist’s decision to biopsy will be modified on grounds of age and co-morbidity.
 The decision to biopsy may be influenced further by use of other PSA modifications.

Recommendation 24

Men meeting the following criteria should be considered for prostate biopsy after taking into account clinical considerations, elimination of benign causes of high PSA, age, co‑morbidity and patient choice:

· suspicion of malignancy on digital rectal examination

· men up to the age of 70 years with a PSA ≥4 ng/mL
· men between 71–75 years with a PSA ≥10 ng/mL
· men aged ≥76 years with a PSA ≥20 ng/mL
· a significant PSA rise in a man with previously low PSA values.

5.3
Biopsy technique

Prostate biopsy is usually performed under intravenous sedation, local anaesthetic or light general anaesthetic. Most commonly urologists use ultrasound guided transrectal biopsies, but occasionally the transperineal route is used. Prostate biopsies carry a risk of bleeding, which may be manifest as local extravasation, haematuria, haemospermia or (rarely) troublesome rectal bleeding. Aspirin does not need to be stopped prior to biopsy. Cessation of other agents should be judged based on harms and benefits of cessation for the man concerned. Any decision should be made in conjunction with the clinician responsible for the anticoagulation/ antiplatelet therapy. Prostate biopsies also carry a risk of infection, which may progress to systemic infection and rarely septicaemia with shock. It is therefore important that urologists employ appropriate measures to minimise these risks.
, 

On baseline prostate biopsies, the sample sites should be as far posterior and lateral as possible in the periphery of the gland. Additional cores should be obtained from suspect areas by DRE/TRUS. These should be chosen on an individual basis. ‘Sextant’ biopsy is no longer considered adequate. At a prostate gland volume of 30–40 mL, at least eight cores should be sampled. The British Prostate Testing for Cancer and Treatment Study has recommended 10 core biopsies.
 More than 12 cores are not significantly more conclusive.

6
Pathology reporting of prostate cancer biopsies
The pathology reporting of thin core biopsies of prostate is key to the diagnosis and outcome prediction of prostate cancer. In addition, information contained in the pathology report will be used in the treatment and follow-up of patients.

For prostate cancer, the ultimate diagnosis depends on detection of cancer in one or more thin core biopsies; however, the report should also contain data that will guide the urologist or oncologist in determining the appropriate treatment for individual patients. For this reason, it is imperative that reporting is uniform between different pathologists. To promote this uniformity, a variety of professional groups, including the College of American Pathologists and the Royal College of Pathologists (UK), has produced recommendations for specimen handling and reporting guidelines. Recently an international consortium was formed to produce international guidelines that incorporate published recommendations, which will also help to advance uniform reporting.

In New Zealand, reporting of the thin core biopsies is based on the Structured Reporting Protocol of the Royal College of Pathologists of Australasia developed in 2011.
 This protocol defines compulsory reporting standards and also includes guidelines for the recording of additional details that are of potential prognostic importance.

Clinical standards include information relating to patient identification and the site(s) from which the biopsy or biopsies have been taken. These latter data are necessary for the accurate assessment of tumour spread, which permits formal staging of the tumour. Tumour stage is a measure of the extent of spread of the tumour and itself influences treatment, as it is a major marker of prognosis or tumour-related outcome. To facilitate this assessment, tissue from each site must be submitted in a separate container and the location from which the biopsy is taken must be recorded.
1
Recommendation 25

Cores of tissue from each biopsy site are submitted in a separate specimen container and a record is made of the location from which the biopsy is taken.
For each thin core biopsy specimen, the findings must be recorded individually. The minimum data set is the presence or absence of tumour and, if present, the tumour type, extent of involvement of the core by tumour, the presence or absence of extraprostatic extension and the grade of the tumour. The extent of the tumour involvement of the core is measured as percentage of the total core length, while extraprostatic extension is identified by infiltration of the fat, which is usually present at the tip of the core beyond the outer contour of the prostatic tissue.

Recommendation 26

Findings are in structured (synoptic) format according to each biopsy site, with the minimum data set being the presence or absence of tumour, the tumour type, extent of involvement of the core by tumour, the presence or absence of extraprostatic extension and the grade of the tumour.
The grading of prostate cancer is based on a system developed by Donald Gleason in 1966.
 Over the years this grading system has been revised and in 2005 a major modification was developed by consensus and accepted for international implementation by the International Society of Urological Pathology.
 In this modified system, tumours are graded from 1 to 5 on the basis of increasing architectural disorganisation. It is acknowledged that grades 1 and 2 should not be reported in thin core biopsies and thus grade 3 tumours represent the lowest grade of tumour, which is considered to be well differentiated. Given that many prostate cancers contain more than one grading pattern, a Gleason score for each core is reported. A Gleason score is the sum of the most common grade (primary pattern) and the second most common grade (secondary pattern). As a consequence, Gleason scores range from 6 (tumours containing pattern 3 only, ie, 3+3=6) to 10 (tumours containing pattern 5 only, ie, 5+5=10).
Although the criteria for each of the grades in the modified grading system are well described in the literature, there are currently issues relating to interpretation of grading by individual pathologists. In particular, several studies have demonstrated that interobserver reproducibility varies considerably in the reporting of tumour grade. For general pathologists, reproducibility has been shown to range from weak
 to moderate,
 while for specialist urological pathologists it is either substantial
 or good to excellent.
 These findings imply that to achieve uniformity of grading among the pathology community, additional grading guidelines should be made available. This recommendation is supported by the observation that the provision of web-based images promotes uniformity of reporting and reduces interobserver variability between participating pathologists.

Recommendation 27

A web-based tutorial programme is made available for routine use by pathologists.
Another way to enhance uniformity of grading would be for an expert panel to regularly review a proportion of tumours reported over a defined timeframe. This panel should provide a regular report of its findings, which would include strategies to promote uniformity if significant variances in grading are detected.
Recommendation 28

In order to improve consistency and reduce interobserver variation, an expert panel of pathologists should be convened in order to provide regular review of a proportion of tumours reported over a defined timeframe by all pathologists involved in the diagnostic reporting of prostate cancer specimens.
7
Active surveillance

The introduction of PSA screening has increased the rate of diagnosis of small, localised, well-differentiated prostate cancer. There is a great difference between the incidence of prostate cancer, and cancer deaths from prostate cancer.
 In Western Europe and the United States, prostate cancer is diagnosed in 15–20% of men during their lifetime, with a 3% lifetime risk of death.
, 
 In New Zealand, where there is less PSA-based screening, prostate cancer is diagnosed in about 12% of men, with a 3% lifetime risk of death. This disparity between the incidence of prostate cancer and the death rate from prostate cancer suggests that many men with localised prostate cancer would not actually benefit from curative treatment.
Active surveillance is considered as a means of avoiding overtreatment in the subgroup of lower-risk prostate cancer patients, while leaving open the opportunity for cure if treatment becomes necessary. This method involves identifying those men who are at low risk of having life-threatening prostate cancer. Monitoring involves repeated clinical evaluation, PSA measurements and prostate biopsy. Curative therapy is recommended to those men in whom there is evidence of cancer progression indicating that the cancer may be a more significant threat to life than initially assessed.
Table 1: Clinical trials of active surveillance for organ-confined prostate cancer: inclusion criteria, EAU guidelines 2012

	Trial
	N
	Median age
	Criteria

	Dall’Era

	376
	62
	Gleason <3+3, PSAd <0,15 ng/dL, T <T2,<33% biopsies+, <50% cores

	Van den Berg

	616
	66
	Gleason <3+3, PSA <10 ng/mL, PSAd <0,2 ng/dL, T<T2, <2 biopsies +

	Van As

	326
	67
	Gleason <3+4, PSA <15 ng/mL, T <T2a,<50% biopsies +

	Soloway

	230
	64
	Gleason =6, PSA <10 ng/dL, T <T2, <2 biopsies+, <20% cores +

	Klotz

	453
	70
	Gleason =6, PSA <10 ng/dL (up to 1999: Gleason <3+4, PSA <15 ng/mL) <3 biopsies +, <50% each core

	Tosoain

	633
	66
	Gleason <3+3, PSAd <0,15 ng/dL, T1, <2 biopsies+, <50% cores

	Adamy

	238
	64
	Gleason <3+3, PSA <10 ng/mL, T <T2a, <3 biopsies+, <50% length


The most mature trial is that published by Klotz and co-workers.87 A total of 450 patients with localised prostate cancer (clinical stage T1c or T2a, PSA <10ng/mL, Gleason score ≤6) were enrolled. Patients aged >70 years may have had a Gleason score ≤7 (3+4). Initially 6 biopsies were performed, followed by the usual extended 12-core protocol during the study. At a median follow-up of 6.8 years, the 10-year overall survival was 68%. At 10 years, the disease-specific survival was 97.2%, with 62% of men still alive on active surveillance. Subsequently 30% of patients underwent radical treatment for the following reasons: 48% for a PSA doubling time of <3 years; 27% for Gleason score progression on repeat biopsies; and 10% because of patient preference.

All other similar studies have confirmed that in well-selected patients with low risk disease there was a very low rate of cancer progression and cancer-specific death. Generally one-third of men entering into active surveillance have subsequently required curative treatment.
The Göteborg study of prostate cancer screening showed a survival benefit to screening for prostate cancer even when 40% of the patients were initially managed by active surveillance. At the time that the results were analysed, 28% were still on active surveillance.9
Randomised trials of active surveillance versus immediate curative treatment, such as the Surveillance Therapy Against Radical Treatment (START) trial, are in progress. Currently, however, they have a follow-up of less than 10 years.

7.1
Eligibility

All men with newly diagnosed localised prostate cancer should be assigned a risk category reflecting the risk of disease recurrence and chance of prostate cancer death. This is based on the PSA level, clinical stage (assessed by digital rectal examination) and biopsy result (Gleason score). The categories are:

· very low risk: PSA <10 ng/mL and <3 biopsy cores +ve, <50% cancer in any core and PSA density <0.15 ng/mL/gm, Stages T1a, T1c, Gleason score =6

· low risk: PSA <10 ng/mL and Gleason score =6 and clinical stage T1–T2a

· intermediate risk: PSA 10–20 ng/mL or Gleason 7 or T2b–T2c

· high risk: PSA >20 ng/mL or Gleason score 8–10 or T3–T4.
Active surveillance is most suitable for the group of men with small-volume prostate cancer that is categorised as very low risk or low risk. Different studies have used different eligibility criteria for enrolment (see Table 1 above). Typically these patients have clinically confined prostate cancer (stage T1–T2), a Gleason score of 3+3, limited tumour volume (defined by a low number of involved cores and a low tumour length on each involved core) and PSA density less than 0.10–0.15 ng/mL. Epstein’s criteria are commonly used,73 which include the above factors and where the core length involvement is restricted to less than 50% of the most involved core.
Where a patient is diagnosed with prostate cancer based on the results of prostate tissue obtained from a transurethral resection, a subsequent TRUS biopsy should be considered. The results would allow more accurate assessment of tumour volume and thus of the patient’s eligibility for active surveillance.

Because of the need for care in selecting patients for active surveillance, some urologists prefer to carry out initial imaging, usually with MRI scan of the prostate, to endeavour to back up clinical staging, which is otherwise dependent on subjective rectal examination findings. Such imaging may provide a useful baseline for future reference. However, there is no evidence to date that including this step improves outcomes.

Conducting a second TRUS biopsy within 12 months, usually 3–6 months, after initial diagnosis is an important part of the selection process to increase the reliability of the histological findings.83, 89, 

Age should not be a contraindication for active surveillance. Younger men with prostate cancer have much to gain from the method, especially in terms of sexual function and fertility, compared with alternatives. In addition, the recent wide acceptance of active surveillance in the medical and general communities helps to make PSA and rectal examination testing more acceptable to men and general practitioners because they know low risk disease will be appropriately managed.
7.2
Clinical monitoring methods

All the elements in an ideal regimen for active surveillance have not been defined but they should include periodic physical examination, regular PSA testing and rectal examination. An early repeated biopsy (within 12 months of the initial biopsy) is an important part of the surveillance process because of the risk of under-detection of Gleason grade 4 disease. Usually prostate biopsies are repeated when there is suspicion of progression based on changes observed from PSA and rectal examinations. Some protocols advocate regular biopsies, from annually to once every three years.

Typically PSA and rectal examinations are carried out six monthly, but three-monthly intervals may be required where there is concern about the disease progressing more rapidly. If baseline imaging such as MRI was performed then follow-up studies may be useful, although evidence for that is currently lacking.

Monitoring during active surveillance must be meticulous. It is especially important in younger men with a long life expectancy where there is a greater opportunity for cancer progression than there is for older men with short life expectancy.

7.3
Indications for treatment

Trigger points for intervention are based on PSA change, repeat prostate biopsy results, clinical findings and patient request. Treatment should be recommended in men who demonstrate a Gleason grade of 4 or 5 on repeat biopsy, or cancer in a greater number of prostate biopsies or greater extent of prostate biopsies. Usually these histological changes are the reason for giving clinical advice to consider treatment.
PSA doubling times of less than two to four years have been used as an indication to intervene. The use of PSA doubling time has more recently been questioned because of a weak link between PSA doubling time and grade progression on repeated biopsy.
 In addition, there is concern about the recent report from Klotz and his co-workers of a 50% failure to cure rate based on PSA results in their group of men requiring curative treatment after going on to active surveillance.87 The researchers use a PSA doubling time of less than three years as an indicator for treatment, tolerating greater PSA doubling times. A more conservative view is to regard any significant rise in PSA as suspicious and an indication for repeat biopsy, rather than tolerate an increase based on a doubling time calculation, which is difficult and arguably inconsistent.

The decision to proceed to curative therapy needs to be made in light of the man’s personal preferences, co-morbidities and life expectancy.

Recommendation 29

The most suitable patients for active surveillance are those with low volume T1a or T1c, Gleason score =6 and PSA≤10. T1b and T2a tumours may be considered for active surveillance with caution. Careful monitoring of men in an active surveillance programme is essential.

· All men diagnosed with localised prostate cancer and considering active surveillance should be offered the chance to discuss their options with both a urologist and a radiation oncologist, and most should consult with both specialists.

· Monitoring during active surveillance must be meticulous and include regular PSA monitoring, DRE and an early repeat biopsy within 12 months of initial biopsy and further repeat biopsies as clinically indicated.

· All patients diagnosed with localised prostate cancer should be appropriately informed about active surveillance as a treatment option.
· Men entering an active surveillance programme as a cancer treatment option need to be tracked in the general practice IT system. This should reflect a care plan agreed between the specialist, patient and general practitioner.

For men younger than 60 years, a more conservative approach may be warranted by using the more restrictive Epstein criteria of involvement: less than one-third of cores, and no more than 50% involvement of individual cores.
Ultimately a recommendation for active surveillance must be based on careful, individualised weighing of a number of factors: life expectancy, disease characteristics, general health condition, potential side effects of treatment, and patient preference.

8
Watchful waiting

Men who choose not to undergo immediate therapy may opt for continued follow-up under a programme of watchful waiting rather than active surveillance.

Watchful waiting is based on the premise that some patients will not benefit from definitive treatment of the primary prostate cancer. The decision is made at the outset to forgo definitive treatment and to instead provide palliative treatment for local or metastatic progression if and when it occurs.
This option is most suitable for older men, and men with significant co-morbidities and life expectancy of less than 10 years.

Options for local palliation could include transurethral resection of the prostate or other procedures for the management of urinary tract obstruction, and hormonal therapy or radiotherapy for palliation of metastatic lesions.
9
Curative treatments

Prostate cancer has a wide range of clinical presentations. The tumour varies in its extent and aggressiveness, and the patients vary from the very young and fit to the elderly and those with significant co-morbidities and limited life expectancy.

Management options include active surveillance, and radical treatment with curative intent. The radical options are surgery and several different types of radiation therapy. Androgen deprivation therapy may also be used in conjunction with these treatments in patients at higher risk of recurrence. Other treatment methods include hi-intensity focused ultrasound (HIFU) and cryotherapy (freezing) but these are early in development, still investigational and not widely used. Patients with significant co-morbidities or wanting only a very conservative, non-curative approach to their localised cancer can be managed with wait and watch or androgen suppression.

The principal aim of treatment is to achieve cure by removing or destroying the prostate cancer before it spreads. A further aim in those with occult metastatic disease is to achieve better local control and prevent symptoms related to bladder outflow obstruction, ureteric obstruction, bleeding and local advancement into the pelvis including the rectum and bony pelvis.

Usually these radical and potentially curative treatments are only used where there is good evidence that the cancer is still localised to the prostate gland and there is no evidence of metastases. Information to support the diagnosis of localised disease comes from various tests. These include the specialists’ clinical examinations, particularly the rectal examination; the transrectal ultrasound scan biopsy findings; and information gained from imaging which may include CT or MRI and/or isotope bone scanning. Exceptions include some high-dose radiation therapy methods which can offer a chance of cure when there is some nearby early local spread, and some situations where men have known distant spread to other parts of the body but there is concern that the local cancer in the prostate poses a significant threat to quality of life. In this setting, radiation therapy is the usual mode of treatment. There are some highly selected situations carrying a significant risk of metastases where surgery may be considered, usually in the context of multi-modal treatment.
All men diagnosed with prostate cancer and at significant risk of metastatic disease should have timely access to appropriate staging investigations, as outlined in Table 2.
Table 2: Investigation of metastatic disease

	Type of investigation
	Indications

	Bone scan for skeletal metastases
	Stage T1 and PSA >20 ng/mL or

Stage T2 and PSA >10 ng/mL or

Gleason >8 or

Stage T3, T4 or

Symptomatic with bone pain

	Pelvic CT or MRI for nodal metastases
	Stage T3, T4 or

Stage T1, T2 if probability of nadal involvement is >10–20%


Local staging with MRI (preferably multi-parametric) should be considered where site and extent of prostatic disease and the presence or absence of extracapsular spread and seminal vesicle involvement would modify treatment. For example, they might affect radiation therapy treatment volumes and an assessment of the patient’s suitability for brachytherapy.

Recommendation 30

Men at significant risk of metastases and those with locally advanced disease should be considered for appropriate staging investigations.
After diagnosis and staging tests, if appropriate, it is possible to determine the likelihood of recurrence after treatment and to assign the patient to a ‘risk group’ on this basis. The recognised risk groups for recurrence range from very low risk to very high risk. These groups are helpful in determining the likely suitable management approaches and likely outcome. Within each risk group a number of treatment options may be reasonable depending on a man’s particular situation including urinary, bowel and sexual function as well as any significant medical co-morbidities. The intermediate risk group includes tumours with a wide range of tumour bulk and significant difference in outcome. It can be subdivided into ‘favourable’ and ‘unfavourable’ intermediate risk. This gives a useful guide as to those men that may be suitable for LDR I-125 seed brachytherapy (‘favourable’) and those that may benefit from neo-adjuvant hormone treatment and/or dose escalation with combined external beam and HDR brachytherapy (‘unfavourable’). These risk groups and options are listed in Table 3, as adapted from the National Comprehensive Cancer Network (2012) Guidelines Version 3.
In general, there is no clearly established cancer survival benefit for any of the options listed in the various risk groups. Therefore, once suitable treatment options have been established a man should choose his treatment based on his preference for type of treatment. His options may include surgical versus non-surgical or minimally invasive treatment, and the decision will take into account his view of the acceptability of any side effects that may be associated with a particular treatment.

Recommendation 31

All men diagnosed with localised prostate cancer should be assigned a ‘risk category’ to help assess appropriate management options.

Table 3: Risk of recurrence groups and treatment options

	
	Risk of recurrence group
	Criteria
	Recommended management options

	1. 
	Very low risk
	Stages T1a, T1c, Gleason =6, PSA <10 ng/mL and <3 biopsy cores +ve, <50% cancer in any core and PSA density <0.15 ng/mL/gm
	Generally active surveillance

Consider radical treatment if young or wanting active approach

Consider watch and wait if significant co-morbidity or >75 years or wanting conservative approach

	2.
	Low risk
	Stage T1a, T1c, T2a, Gleason =6, PSA <10 ng/mL
	Either radical treatment
or active surveillance depending on age and desire for active or conservative approach

	3a.
	Favourable intermediate risk
	Stage T1b, T1c – T2a, PSA <10 and Gleason 3+4=7, <50% cores involved or
	Generally radical treatment

	
	
	Stage T1b, T1c–T2a, Gleason =6

and PSA 10–15, <50% cores involved
	Consider watch and wait if significant co-morbidity or >75 years and wanting conservative approach

	3b.
	Unfavourable intermediate risk
	T2b–T2c Gleason =6

or Gleason 4+3 =7
	Generally radical treatment

	
	
	or Gleason 3+4 =7 >50% cores involved

and PSA 10–15, <50% cores involved
	Consider watch and wait or androgen suppression if significant co-morbidity or >75 years and wanting conservative approach

	4.
	High risk
	Either Stage T3a or Gleason 8–10 or PSA >20 ng/mL
	Either radical treatment

	
	
	or two or more of risk factors: Stage T2b–T2c, Gleason 7, PSA 10–20
	or androgen suppression if significant co-morbidity or >75 years or wanting conservative approach

	5.
	Very high risk at diagnosis
	Stage cT3b–T4, or cN1, M0
	Either radical treatment if younger, fitter and keen for active approach

or androgen suppression if significant co-morbidity or >75 years or wanting conservative approach

	6.
	Very high risk after radical prostatectomy ± pelvic node dissection
	Stage pT3–T4, or pN1
	Either radical treatment with external beam radiation treatment if younger, fitter and keen for active approach

or androgen suppression if significant co-morbidity or wanting conservative approach


Radical treatment such as surgery or radiation treatment should only be applied after adequate consideration and discussion between the man, involved specialists and, where appropriate, the general practitioner. Discussion should include the method of treatment, its advantages, disadvantages and potential complications, and other practical alternatives. The discussion should especially include the option of active surveillance for suitable very low and low risk cancers. Generally the curative treatments are only used for cancers that are potentially threatening and not suitable for active surveillance. However, it is acknowledged that some men with very low and low risk cancers prefer to undergo curative treatment after adequate discussion of what is involved in active surveillance.

All men diagnosed with localised prostate cancer should have the opportunity to discuss the options of management with both a urologist and a radiation oncologist, and most men should consult with both specialists. Such wide consultation ensures that men considering active surveillance have a good understanding of all the radical options before making a decision and are fully informed about their treatment options if they choose active surveillance and subsequently their cancer progresses and they need treatment.

Recommendation 32

All men diagnosed with localised prostate cancer should be offered the opportunity to discuss their options with both a urologist and a radiation oncologist, and most should consult with both specialists.
9.1
Active surveillance

Active surveillance requires careful monitoring with PSA, DRE and repeat biopsies so men can proceed to treatment if the prostate cancer is becoming clinically significant and threatening. Active surveillance should be considered for very low risk and low risk cancers.
9.2
Radical prostatectomy

The surgical treatment of prostate cancer consists of radical prostatectomy, which involves removal of the entire prostate gland along with sufficient surrounding tissue to obtain a negative margin. This tissue may include the seminal vesicles. In men with localised prostate cancer and a life expectancy of more than 10 years, the goal of radical prostatectomy by any approach must be to eradicate disease while preserving continence and, whenever possible, potency. Options include open, laparoscopic and robotic-assisted laparoscopic radical prostatectomy.
Bilateral nerve-sparing should be considered in low risk and favourable patients but unilateral or non-nerve-sparing procedures are generally required for patients with locally advanced and high risk disease. Nerve-sparing techniques endeavouring to preserve erectile function should be considered when it appears cancer clearance will not be compromised.

These techniques appear to have similar cancer and functional outcomes. No evidence from long-term follow-up studies on these various options is currently available. Minimally invasive techniques may reduce blood loss, as well as the length of hospitalisation and convalescence. Theatre time is significantly longer and the cost is higher.
Important outcomes, especially urinary continence, erectile function and cancer clearance, are significantly better if radical prostatectomy is carried out by an experienced urologist who frequently performs this procedure. Men considering radical prostatectomy should be advised of this advantage.

Radical prostatectomy is most suitable for medically fit, younger patients. However, there is no age threshold and a patient should not be denied this procedure on the grounds of age alone.
 Increasing co-morbidity greatly increases the risk of dying from causes that are not related to prostate cancer
 and an estimation of life expectancy is paramount in counselling a patient about surgery.
 In practice, it is uncommon for radical prostatectomy to be carried out for men older than 75 years.

Radical prostatectomy is most suitable for men with T1 or T2 prostate cancer and no evidence for metastases, who are fit for surgery, usually younger than 75 years and with more than 10 years of apparent life expectancy. Most will be low or intermediate risk.

It may be considered for men with T3 high risk prostate cancer, provided that they understand there is a substantial chance that supplementary radiation therapy will be required to increase the likelihood of cure.

Surgery should be considered for patients with significant obstructive symptoms as the surgery manages both the cancer and the obstruction. In patients with intermediate and particularly high risk disease, there is a significant risk of requiring adjuvant or salvage external beam radiation therapy. These patients should be aware of the potential need for that therapy in conjunction with the surgery. Patients with a significant risk of nodal disease (15–30% or higher) should be considered for extended pelvic lymph node dissection.

Recommendation 33

The option of radical prostatectomy should be considered for localised prostate cancer in men who are fit and have a good life expectancy.

· Radical prostatectomy is most suitable for men with low and intermediate risk tumours but can be considered in selected high-risk patients.
· Men considering radical prostatectomy should be informed about the options of open incisional, laparoscopic or robotic-assisted laparoscopic techniques.

· Men considering radical prostatectomy should be informed about active surveillance and radiation therapy alternatives and have the opportunity to consult appropriate specialists. 
9.3
Radiation therapy

9.3.1
General

There are no randomised studies comparing radical prostatectomy with either external beam radiation therapy (EBRT) or brachytherapy for localised prostate cancer. However, the National Institutes of Health consensus in 1988
 remains valid: external irradiation offers the same long-term survival results as surgery; moreover, EBRT provides a quality of life at least as good as that provided by surgery.

Intensity modulated radiotherapy (IMRT) with image guided radiotherapy (IGRT) is the gold standard. All centres unable to offer this form of therapy should have a plan to introduce it as a routine for the definitive treatment of prostate cancer.

In addition to external irradiation, transperineal low-dose or high-dose rate brachytherapy is widely used. In localised and locally advanced prostate cancer, several randomised phase III trials have established the indications for the combination of external irradiation and androgen deprivation treatment (ADT). These trials have been conducted by radiation therapy scientific societies such as the Radiation Therapy Oncology Group, the European Organisation for Research and Treatment of Cancer, and the Trans Tasman Radiation Oncology Group.

Whatever the technique used, the choice of treatment (after the appropriate assessment of tumour extension) must be based on a multidisciplinary approach. In addition, it should consider:

· 2009 TNM classification

· Gleason score defined on a sufficient number of core biopsies (at least 12)

· baseline PSA

· age of the patient

· patient’s co-morbidity, life expectancy and quality of life

· International Prostate Symptom Score (IPSS) and uroflowmetry recordings

· National Comprehensive Cancer Network (NCCN) and prognostic class in D’Amico’s prognostic factor classification.

It is essential to obtain a patient’s informed consent after providing him with full information regarding diagnosis, therapeutic modalities and morbidity.

9.3.2
External beam radiation therapy

Consensus guidelines for definitive external beam were published by the Australian and New Zealand Faculty of Radiation Oncology Genito-Urinary Group in 2010.
 This document covers the role of image guidance, prescribed dose and reporting, treatment planning, target delineation, treatment margins and critical structure delineation and dose constraints.
Patients should have moderately good urinary function; those with significant obstructive urinary symptoms despite treatment with alpha-blockers should be considered for transurethral prostatectomy prior to treatment. Treatment should be IMRT (including intensity modulated arc therapy) with daily image guidance (IGRT) with gold seed fiducial markers or other methods such as cone beam CT, ultrasound based systems and implantable transponders. The recommended dose is ≥74 Gy for those in the low risk group. Dose escalation in intermediate and high risk groups improves relapse-free survival and >74 Gy and preferably 78 Gy is recommended in these patients, particularly if they are not receiving neo-adjuvant androgen deprivation.

Patients with bulky, high-volume and locally advanced (Stage ≥T2b) cancers are recommended to have six months of neo-adjuvant androgen deprivation therapy which improves local control and reduces the chance of future metastatic recurrence. Patients at high risk of occult metastatic disease should consider ongoing adjuvant androgen deprivation for up to three years depending on risk and tolerance. Those with significant risk of nodal involvement (>15%) can be considered for pelvic irradiation. This should preferably be with 3D-CRT with IMRT or VMAT.

Recommendation 34

Radiation treatment should be with contemporary techniques of IMRT with daily image guidance (IGRT).

Patients with known pelvic node involvement or at high risk of this (>15%) can be considered for inclusion of the pelvic nodes along with the prostate and in conjunction with long-term androgen deprivation.

External beam radiation therapy is not a suitable option for patients with inflammatory bowel disease such as ulcerative colitis and Crohn’s disease because of the high risk of serious, ongoing bowel problems. Anticoagulants (other than aspirin) are a relative contraindication because of the potential problems with excessive bleeding from radiation proctitis or cystitis.

9.3.3
Transperineal brachytherapy – low dose rate
Transperineal permanent brachytherapy is a safe and effective technique. It is highly convenient for men and their families and whānau because it can be performed as a day case or 24-hour hospital stay procedure.

Low dose rate (LDR) brachytherapy (seed implantation) is most suitable for patients with good urinary function, a prostate size of less than 50–60 cm3 and low risk cancer. Patients with obstructive urinary symptoms may become suitable after limited transurethral prostatectomy or bladder neck incision but may have an increased risk of long-term urinary side effects. Patients with large prostates may be suitable for implantation after a three-month period of androgen deprivation if this has reduced prostate size sufficiently.
In the intermediate risk group the most suitable patients for low dose rate brachytherapy are those with <30–50% positive biopsies, no perineural invasion and Gleason 3+4 =7 disease.

Anticoagulation is not a contraindication to treatment (although it should be temporarily stopped prior to implant). Men with inflammatory bowel disease may undergo treatment as the risk of proctitis is less than with external beam radiation therapy.

9.3.4
External beam and temporary high dose rate brachytherapy

External beam and temporary high dose rate (HDR) brachytherapy is a combined treatment that delivers higher dose than external beam radiation therapy alone. It is most suitable for ‘unfavourable’ intermediate risk patients with >50% positive biopsies, Gleason 3+4=7, extensive perineural invasion and locally advanced bulky cancers.

The treatment is most suitable for patients with good urinary function and with prostate size less than 50 cm3. Patients with large glands may become suitable after three months of androgen deprivation treatment if this has reduced prostate size sufficiently.

Being on anticoagulation is a contraindication because of the potential problems with excessive bleeding at time of implantation as the brachytherapy needles extend into the bladder. Patients with locally advanced disease and high risk disease should consider neo-adjuvant and adjuvant androgen deprivation, as for external beam radiation therapy (see section 9.3.2).

The benefits of neo-adjuvant treatment have not been as clearly established as for external beam alone. They may be less important given the high doses delivered with the combined external beam and temporary brachytherapy. This may make the combined treatment a suitable option for men without high risk of metastatic disease who wish to avoid androgen deprivation.

Patients with known pelvic node involvement or who are at high risk of this (>15%) can be considered for inclusion of the pelvic nodes along with the external beam treatment of the prostate and in conjunction with long-term androgen deprivation.

9.3.5
Guidelines summary for definitive radiation therapy

1.
In localised prostate cancer (T1c–T2c N0 M0), external beam radiation therapy is a suitable option, including for young patients who decline or are not suitable for surgical intervention. Treatment should be image guided with IMRT. Dose should be ≥74 Gy at 2 Gy /fraction.

2.
In patients with low risk disease (T1c, 2a, Gleason <6, and PSA <10 ng/mL) and favourable* intermediate risk disease, permanent transperineal low dose rate brachytherapy should also be considered as an alternative to EBRT. This treatment option is most suitable for patients with good urinary function, no previous transurethral prostatectomy and prostate size <60 cc and with no pubic arch interference. (* Men with Gleason 3+4=7 or Gleason 3+3=6 and PSA 10–20 ng/mL with preferably <50% of the biopsy cores positive.)

3.
In bulky, unfavourable, intermediate risk and locally advanced prostate cancer (T3–4 N0 M0), neoadjuvant and concomitant androgen derivation treatment in conjunction with external beam radiation therapy improves overall survival. EBRT should start five months after commencing ADT. Optimal duration for ADT is uncertain but in those at high risk of occult metastatic disease, a longer duration may add further benefit and can be considered for up to a total of two to three years, especially if well tolerated.

4.
In high risk patients (PSA >20, or Gl >8, or T >3 or 2: PSA 10–20 or T2b, or Gl 7), long-term ADT prior to, during and after EBRT is recommended as it increases overall survival. EBRT should start five months after beginning ADT. Optimal duration for ADT is uncertain but can be considered for up to three years if tolerated well.

5.
In locally advanced and high risk prostate cancer, dose escalation >74 Gy and up to 78 Gy in 2 Gy/fraction is preferred and improves local control and biochemical relapse-free survival whether or not neo-adjuvant ADT is used. Combined short course EBRT (45–50 Gy at 1.8 to 2 Gy/fraction) and brachytherapy (eg, temporary high dose rate prostate implant) is a well-established alternative option for dose escalation. In contrast to EBRT alone, the role of neo-adjuvant ADT is not well-established with combined external beam radiation and brachytherapy treatment combined external radiation, and brachytherapy without ADT can be considered in men who want to avoid ADT. Temporary transperineal HDR brachytherapy is most suitable in men with good urinary function who do not have a large prostate.

6.
In very high risk prostate cancer (c-pN1M0) and with no severe co-morbidity, it is recommended that pelvic irradiation including the pelvic nodes and immediate long-term ADT (>1 year) be considered as it may improve biochemical control, metastatic failure, disease specific and overall survival.

7.
In patients with pathological tumour stage T3 N0 M0 and/or positive surgical margins, immediate post-operative adjuvant radiation therapy after radical prostatectomy improves long-term biochemical, clinical disease-free and overall survival.

8.
In patients with pathological tumour stage T 2–3 N0 M0 and/or positive surgical margins with persisting or rising PSA >0.2 ng/mL, salvage radiation therapy improves relapse-free survival. Outcomes are better when treated before PSA level rises above 0.5 ng/mL.

Recommendation 35

All the appropriate radiation treatments, including external beam, low dose rate and high dose rate brachytherapy, should be discussed with men considering curative treatment.

9.4
Quality of life of patients with localised prostate cancer

The increase in life expectancy of patients with localised prostate cancer has made the quality of life after treatment a key issue for prostate cancer survivors. The term ‘health-related quality of life’ (HRQoL) is typically used.
, 
, 
, 
 HRQoL is a patient-centred outcome which is rated by the patient himself, particularly as physicians often underestimate the impact of disease and treatment on their patients’ lives.

In prostate cancer, HRQoL is usually divided into prostate cancer-specific and prostate cancer-general issues. Prostate cancer-specific HRQoL refers to the disease-specific outcome of prostate cancer, including urinary, bowel and sexual functioning. Prostate cancer-general HRQoL refers to generic issues of wellbeing, including physical, social, emotional and cognitive functioning, vitality/fatigue, pain, general health status, global quality of life and life satisfaction.
 HRQoL is measured using standardised questionnaires, which collect patient-centric data and provide an objective assessment and perception of both generic and disease-specific domains. Several comprehensive HRQoL questionnaires have been validated and used to measure early stage prostate cancer outcomes.

Various forms of therapy have different impacts on HRQoL. A comparison of the most common contemporary therapies for localised prostate cancer (radical prostatectomy, brachytherapy, external beam radiation therapy and active surveillance) is necessary to inform patients about treatment options and to address individual patient preferences for the various possible outcomes. There are still very few objective data about HRQoL for prostate cancer treatment, mainly because of a lack of prospective trials.

9.4.1
Active surveillance

Although active surveillance avoids treatment-related side effects, it carries an increased risk of psychological distress, which can have significant effects on the patient’s HRQoL. There are certain risk factors for patients who may not do well on active surveillance. These factors include the patient’s perception that the physician is making most of the decisions, a poor physical health score, a high neuroticism (anxiety) score and a high PSA value. All these factors were found to have significant positive associations with lower HRQoL scores in multivariate analysis.
 Anxiety and distress did not increase and remained low during the first nine months of surveillance in men enrolled in the active surveillance PRIAS study.
, 

9.4.2
Radical prostatectomy

Several trials have shown that radical prostatectomy has a significant negative effect on multiple QoL domains. Side effects identified include a lower sexual function score, lower urinary function and incontinence scores, and a lower physical HRQoL.
, 

Certain advances, such as nerve-sparing radical prostatectomy or robotic-assisted radical prostatectomy, have helped diminish these side effects. However, their impact on HRQoL remains controversial.

9.4.3
External-beam radiation therapy and low dose rate brachytherapy

Patients undergoing EBRT and I125 LDR brachytherapy may have urinary, sexual and bowel dysfunction after treatment. Both methods can result in irritative voiding symptoms, such as urgency, frequency and urge incontinence, that negatively affect overall urinary function and HRQoL. The most predominant severe acute toxicity after LDR brachytherapy is urinary retention requiring catheterisation.

It has been shown that both EBRT and LDR brachytherapy had a significant impact on the bowel and rectal HRQoL domains. Bowel/rectal problems appeared to have an overall impact close to that of the urinary domain.
 The onset of symptoms occurred during or early after treatment, and sometimes persisted longer into follow-up.
Roeloffzen reported a statistically significant deterioration in HRQoL in patients treated with I125 LDR brachytherapy at six years for urinary symptoms, bowel symptoms, pain, physical functioning and sexual activity.
 However, most of these changes were not clinically relevant.
9.4.4
Comparison of HRQoL between treatment modalities

The limitations of all published studies assessing QoL include the lack of randomisation to treatment and therefore the presence of selection bias, which may influence outcomes. Thus, information regarding comparative outcome relies largely on results from non-randomised observational cohorts. Treatment comparison requires a long follow-up, as measures of quality of life may change with time. There are very few trials investigating a direct comparison of different treatment modalities.

Most early studies addressing general HRQoL issues (general physical function, role function, social function, emotional wellbeing, body pain, general health, or vitality/energy) have found few differences across treatments for clinically localised disease.
, 
 In more recent longitudinal studies, both surgery- and radiotherapy-treated men have reported some declines in role function and vitality/energy shortly after treatment, with surgically treated men reporting more dysfunction.
, 
 However, most men recovered function by one year after treatment.

The presence of co-morbid psychiatric conditions (ie, prior psychiatric history, alcohol abuse, drug abuse) and the experience of pain after treatment were considered to be certain risk factors for poor general HRQoL in men after treatment for localised prostate cancer.
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Metastatic prostate cancer

Prostate cancer is usually responsive to androgen deprivation therapy. ADT may involve bilateral orchiectomy (castration) or pharmacologic therapy using anti-androgens and (LHRH) analogues. These treatments can be used sequentially and in combination, and can often control metastatic prostate cancer for years. There is limited evidence on the optimal sequencing and combination of these treatments. In addition, new anti-androgens are being trialled in studies and are likely to be other useful treatments.
Chemotherapy, in particular docetaxel, also has an established role in castrate resistant symptomatic patients. Other drugs that are being developed are also likely to be available for use in the foreseeable future. Immunotherapy, with sipuleucel, is emerging as another valid option but is currently only available in the United States of America.

Bone metastasis is the most common site of systemic spread and generally occurs first. Palliative radiation treatment of symptomatic metastatic sites therefore has a major role in the management of these patients when progressing after systemic treatment.
Other bone treatments such as bisphosphonates and radioactive isotopes may help to prevent, delay or treat symptomatic bone metastases in some patients. However, the optimal way to integrate these various treatments remains to be clarified in ongoing and future studies.

Pelvic and abdominal node metastasis is the next most common site of metastatic involvement. Palliative radiation treatment may be helpful in preventing or relieving symptoms from these metastases. Other sites of metastases are much less common and often occur very late if at all in the disease.
Patients with metastatic prostate cancer often have a long time course of 5 to 10 years or more and there is the potential for prolonged suffering if symptom control is not addressed adequately. Bone pain is the most frequent symptom but unfortunately pain management can be difficult and is suboptimal for many patients.

Palliative, supportive and hospice cares are a very important part of the management of patients with metastatic prostate cancer and need to be integrated into the patient’s care, especially when the patient is symptomatic and castrate resistant. In 2010 the Australian National Health and Medical Research Council issued Clinical Practice Guidelines for the Management of Metastatic Prostate Cancer.
 Similar guidelines, applicable to clinical practice in New Zealand, could be developed and would assist general practitioners, oncologists, urologists and others in clinical decision-making and help optimise care for men with metastatic disease.

Recommendation 36

New Zealand Clinical Practice Guidelines are developed for metastatic prostate cancer.
The management of a man with metastatic prostate cancer is clearly a multidisciplinary task, involving the medical and nursing care from a number of different specialties such as general practice, urology, radiation and medical oncology, palliative care and hospice. An individual will receive the best care when these specialties work together as a cooperative, integrated team.
A guideline for the management of systemic disease is therefore different to the guidelines for management of early detection and management of localised disease that the current Taskforce is developing.

There are large inequities in the management of men with advanced and metastatic prostate cancer, including in access to systemic treatment as well as to palliative and hospice cares. These inequities need to be specifically addressed. Current research into Māori palliative care is essential to determine the burden of disease and the steps that need to be taken to address the inequities.

Recommendation 37

Research is undertaken to determine the burden of disease and reduce inequities in Māori men with metastatic prostate cancer.
Men with metastatic prostate cancer should have a comprehensive handout or reference to help them understand the natural history and treatment guidelines. It should also provide information on likely side effects and ways of minimising them, based on the clinical practice guidelines produced for New Zealand men. The Australia Cancer Network and Australia Prostate Cancer Collaboration produced a booklet, Advanced Prostate Cancer: A guide for men and their families, in 2009, which would provide an excellent basis for a similar New Zealand booklet. The New Zealand version would take into account any differences in practice and drugs and include Māori perspectives and issues specific to Māori.
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Access to health services

It is essential that all men requiring assessment for possible prostate cancer and all men requiring investigation and treatment of a confirmed diagnosis of prostate cancer have timely access to high-quality health care. Achieving this level of access includes: having an acceptable wait time following general practice referral to prostate biopsy under specialist care; timely reporting on specimens by pathologists; informing men and their families and whānau of the diagnosis in a timely manner; and having acceptable wait times for treatment. These conditions apply to all of the treatment options, including active surveillance, surgery, radiation therapy and palliative care.
At present the Ministry of Health collects data on wait times for radiation treatment from first radiation oncology specialist assessment. Through the faster cancer treatment project, data will be collected on other wait times for those with a high suspicion of cancer but this may not be all patients with prostate cancer.
No national information on wait times for referral from general practice to urology is available. There are also no national data about wait times for referral between specialities such as from urologist to radiation oncologist.
Recommendation 38

Data must be collected on wait times for all men undergoing assessment for possible prostate cancer and those undergoing prostate cancer treatment through all stages of the cancer care pathway. These data must be analysed and reported according to ethnicity.
Apart from appropriate and timely access to primary and specialist health care, it is essential that men have access to the best-quality treatment. Measures to assist this access include providing hardware that meets international standards of care and includes equipment such as linear accelerators, and providing HDR brachytherapy and LDR brachytherapy.
Recommendation 39

A regional and national stocktake and review of data collected on prostate cancer diagnosis and management, including wait times, should be undertaken. This should include district health boards and private and public sector providers.

Recommendation 40

A national core prostate cancer data set should be developed and implemented to permit monitoring of a national quality plan. Quality indicators, which should include monitoring treatment pathway times, must be developed and implemented.
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Glossary of terms and abbreviations

	active surveillance
	active surveillance is a management option for prostate cancer which aims to avoid or delay treatment in men with low risk prostate cancer. Monitoring involves regular repeated clinical evaluation, PSA measurements and, if required, further prostate biopsies. Curative therapy is recommended to those men where there is evidence of cancer progression that may present a more significant threat than initially assessed

	ADT
	androgen derivation treatment (therapies that reduce or block action of testosterone on prostate cancer cells)

	biopsy
	removal of small pieces of tissue for examination under a microscope to determine the diagnosis and, if shown to be malignant (cancerous), to determine the tumour grade (degree of aggression) 

	BPH
	benign prostatic hypertrophy (a non-cancerous enlargement of the prostate gland)

	co-morbidity
	two or more coexisting medical conditions or disease processes that are additional to an initial diagnosis

	DRE
	digital rectal examination

	EBRT
	external beam radiation therapy

	equity/inequity
	inequity has a moral and ethical dimension, resulting from avoidable and unjust differentials in health status. Equity is concerned with creating equal opportunities for health and with bringing health differentials down to the lowest possible level

	ERSPC
	European Randomised Screening for Prostate Cancer

	evidence-based information
	information that comes from the body of clinical studies from which the benefits and harms of diagnostic tests and treatments can be evaluated. The quality of evidence from those clinical studies can be evaluated according to the type of study as well as other factors including statistical validity, clinical relevance, currency and peer-review acceptance

	Gleason score
	a system of grading prostate cancer based on microscopic characteristics. Gleason scores range from 2 to 10 and indicate how likely it is that a tumour will spread. A low Gleason score means the cancer tissue is similar to normal prostate tissue and the tumour is less likely to spread; a high Gleason score means the cancer tissue is very different from normal and the tumour is more likely to spread

	HRQoL
	health-related quality of life

	IGRT
	image guided radiotherapy

	IMRT
	intensity modulated radiotherapy

	LDR
	low dose rate

	metastasis
	the spread of cancer away from the place where it began

	morbidity
	disease, disorder, illness; incidence of ill health

	mortality
	a fatal outcome, death

	prostate cancer care pathway
	clinical/care pathways – also known as critical pathways, care paths, integrated care pathways, case management plans, clinical care pathways or care maps – are used to systematically plan and follow up a patient-focused care programme. A prostate cancer care pathway is a standardised algorithm of the best way to manage prostate cancer

	PSA 
	prostate specific antigen. The higher the PSA level, the more likely it is that a cancer is present 

	TRUS
	transrectal ultrasound

	uroflowmetry
	uroflowmetry is a test that measures the volume of urine released from the body, the speed with which it is released, and how long the release takes

	watchful waiting
	an option for cancer management that is based on the premise that some patients will not benefit from definitive, curative treatment of the primary prostate cancer. The decision is made at the outset to delay curative treatment and to instead provide treatment for progressive local or metastatic cancer. This treatment is less likely to be curative and will usually be palliative

	whānau
	a collective of people connected through a common ancestor (whakapapa) or as the result of a common purpose (kaupapa)

	whānau ora
	an inclusive interagency approach to providing health and social services to build the capacity of all New Zealand families in need. It empowers whānau as a whole rather than focusing separately on individual family members and their problems
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