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MANUKAU
COMMITTEE MEMBERS
	Mark Marshall [Chairperson]
David McGregor, , Fredric Doss, Murray Leikis, Michael Papesch, Rachael Walker, Tonya Kara, Nick Polaschek, Walter van der Merwe, John Schollum



APOLOGIES
Debbie Eastwood, Karin Norman
GUESTS Ian Dittmer (in person @ 10:30 as below)
SECRETARY
Wishful thinking

	A G E N D A



	Presentation

	Update on kidney transplantation (10:30 datashow)
	Ian Dittmer 
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	General Business

	Declaration of Conflict of Interest to any of the following agenda items
	Open Discussion
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	1
	Review of the Board minutes recorded at the previous meeting held on 6th July 2012, and subsequent correspondence
	Open Discussion
	

	2
	Review of the summary of action items recorded on 6th July 2012
	Open Discussion
	

	3
	Review of the public version of NRAB minutes from the meeting held on 6th July 2012
	Open Discussion
	

	New Business

	4A
	Update for NHB review of renal transplantation models and funding
Update for work programme on live donor transplantation issues
Update of RFP

	Michael Papesch / Nick Polaschek / Mark Marshall
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	4B
	Update for meeting with the Minister: 
	Michael Papesch / Nick Polaschek / Mark Marshall
	Do we still want this? (leverage against DHBs)
 

	5
	Update for National Strategy for Pacific Renal Service Development
	Mark Marshall
	Deferred


	6
	Update for CRRN / National Renal I.T. Project
	Michael Papesch
	Verbal

	7
	Update for CRRN Transplant Pathway
	Michael Papesch
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	8
	NRAB Structure, Composition, and Function / NZ Chapter of the ANZSN / meetings for next year
	Mark Marshall
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	9
	CKD pilots / Symposium
	Rachael Walker / Nick Polaschek
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	10
	PD Registry Update / PDOPPS update
	John Collins / Mark Marshall
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	11
	Disaster Planning, patient and service preparedness
	Debbie Eastwood / Nick Polaschek
	Update

	12
	Hep B vaccination and Pharmac
	Walter van der Merwe
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	13
	Valcyte and Pharmac
	Murray Leikis
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	14
	Cipro and Pharamc
	Mark Marshall on behalf of Rob Walker
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	15
	NRAB Endorsement  of research porject
	Rachael Walker
	Attachments to follow

	16
	ANZSN ASM report
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	Standard report updates

	13
	Report on Kidney Health New Zealand 
	Kelvin Lynn
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	14
	Subcommittee reports

1. Standards & Audits

2. Transplantation 

3. RSA Nursing Interest Group

4. NZ Board of Dialysis
Practice 
	Grant Pidgeon

Ian Dittmer
Karin Norman

Fredric Doss
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	15
	?Renal Service Improvement Project  -


	Nick Polaschek
	Verbal

	Other Business

	17
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Minutes
Transplant subcommittee meeting 5 September 2012

Attending: J Roake (Chair), N Cross, | Dittmer, P Dunn, Janice Langlands (from 1345), Philip
Matheson, Steve Munn (from 1032), John Schollum

Apologies: N Polascheck, S Prestidge, T Kara
Meeting Open: 0951
1) Composition of committee

Australians have terms of reference, ID suggested we have the same and will work with Mark
Marshall to develop. This would include a consumer rep. We agreed this was a good idea and there
was discussion around possible process of finding one. Also S Prestidge will become paediatric rep in
place of T Kara, if William Wong (CD Starship) is agreeable.

2) Minutes of last meeting
For technical reasons there are none, but we discussed our recollections.
3) Report of allocation scheme — turn downs per centre and all

ID showed Mark Marshall’s slides looking at variability in transplantation rates across list. There are
219 suspended, 188 O, 171 A, 72 B and 12 AB on the waiting list. B overrepresented due to ethnic
differences in blood groups distribution. Suspensions differ by centre. 80% of patients get blood
tests in each month (so are active) and there is some variability (eg Starship 60%). PRA — most are
not sensitised — we could look at this by centre and relate to living donor numbers at those centres.
There are 72 people waiting for longer than 4 years. There were 63 kidneys last year. 4 rank 0, 32
rank 1, 25 rank 3. Increasing allocation by rank 1, due to increasing list size and increasing Maori/PI
donors. ID will look at whether changing rank 1 cirteria rebalances as the intention was to have a bit
more than 50% allocated on rank 3. ChCh exported kidneys over last 5 years partially accounted for
by one big year. ID also showed some stuff from ANZDATA. There doesn’t appear to be any
difference in patient survival by centre, 1 year 95%, 5 year 90% (from Jan 2005, so 5 year data
doesn’t have much). Graft survival similarly similar. Discards were discussed — last year no kidneys
turned down on biopsy alone (four were dual trasnpalnts after biopsy)

4) Paired kidney exchange report

One chain so far — two transplants. Two three transplant chains involving centres starting with W
and northland planned. There are 19 pairs in scheme. Mostly are sensitised. Discussion about a
national PKE coordinator. Joining Australia discussed:

- we can’t courier organs across the Tasman currently due to company issues.
- Donor questionnaires required if joining with austrlaia

- Urgent allocation in deceased donor scheme if kidney is lost

- Only three times per year match runs

- Legal barriers in Aus and variability between states





We agreed that we should not proceed at this time but continue exploring including modelling what
would happen if we added ours to Aussie system. JR and ID will write back to Nick Polascheck with
reasons why in practice we don’t want to jump into joining Aussie scheme, which is part of the
current RFP request.

5) ABO incompatible report

11 done since 2008, one failed to remove antibody. All have gone well. Titres now 1:16 that will
proceed. We discussed issues around starting in Wellington and Christchurch.

6) ODNZ report

Janice L reported. Staffing levels discussed. 22 donors in first 9 months this year, looking like one of
poorer years. DCD has not taken off and no DCD this year. 13 of 35 declines this year were declined
by family. Last year was 50%. Discussion around factors attributing including who asks. Maori are
donating at rate per population. 35/44 kidneys transplanted. Two kidneys not retrieved due to high
Cr. 1 turned down on biopsy.

Data on the ICU death audit was presented. Education of ICUs is ongoing, including feedback of
cases of ‘missed donors’. Death Audit visits are going to be increased with new funding — yearly for
big units and every other year for smaller. Also additional funding for medical specialist time and 1
more coordinator, and money for ICUs directly for referrals, brain death testing, and discussions with
family. It is expected that a large unit such as Auckland’s DCCM will receive around $20k per year via
this mechanism.

We discussed information provided to physicians by ODNZ about organ suitability (eg where
creatinine high) recognising that there is variable knowledge among renal physicians.

7) Tissue typing report

Paul Dunn reported. Deceased donors are being typed for —-C, DDQADQB and —DPB as well as A, B
and DRB1 which is adding complexity and time, and may lead to a change to Luminex based
technology. SM raised cost implications of newer protocols which was discussed. Paul’s report will
be circulated including research activity.

8) Ministerial money discussion

Auckland will apply for funding for additional theatre time and support services to achieve more LD
transplants. They will also apply for a national PKE donor coordinator. Wellington is going to apply
for a ‘donor advocate’ position who will approach people to be donors. Wellington have surgical
time but insufficient donors. Christchurch will apply for funding for development of AV educational
materials that could be used national.

9) Waiting list criteria — including implementation of Nick Cross scheme, what happens to those
already on

Nick Cross went over the proposed scoring system again. There was discussion around the
thresholds .





Albumin — best of last three months

BMI — current, estimated height if no legs

Cause per anzdata

COPD - diagnosis

Non-ambulatory — can’t walk into clinic room

CHF — heart failure admission or LVEF <40%

Diabetes requiring insulin — or should be having insulin

Coroary argtery disesase — symptoms, or positive stress test or coronary angiogram with >50%
stenosis or any prior intervention

Perpheral vasc — symptoms or stensosis or intervention

Smoker — current smoker, ex is after 3 months

Currently employed — home makers, jobs, or current thing like a job
Time to first renal replacement therapy — time first discussed

Patients will be scored at referral by referring physician. Discrepancies in scoring will be resolved by
discussion.

TSANZ updated guidelines were discussed.
10) Outcome data

Included above
11) Hepatitis positive recipient register

JL would like us to keep a list of Hep C/B positive recipients. PD will look at a mechanism to keep
centrally.

12) Audit criteria and ANZDATA
Included above.
13) Other things
lan has provided NZ allocation schema to TSANZ for inclusion on their website

Closed at 3.02pm.






_1411790459.doc
Live Kidney Donation Request for Proposals

The Ministry of Health is seeking RFPs to increase live kidney donation numbers through:


· Demonstration projects to increase the number of live donors for transplantation (LDKT)

· optimal national development of the current Kidney Paired Exchange Scheme.

Proposals will be sought from regional groupings of DHBs, individual DHBs or other groups who have the appropriate skills and experience. 

Proposals may cover either or both the demonstration projects and Kidney Paired Exchange Scheme.


One or more proposals may be accepted.

1. Demonstration Projects

To develop and implement demonstration projects trialing specific initiatives intended to increase the number of donors for LDKTs over a four year period including:


· a clear statement clarifying the need being addressed, logic of the intervention proposed and the outcomes expected


· a focus on introducing a new role into renal services,  a dedicated health professional working with individuals who are newly diagnosed and eligible for a kidney transplant and their family, extended family and friends who are potential donors, to support and inform them about LDKT, so they can reach a considered decision to donate a kidney

· development of resources and processes (where required) to support increased recruitment of live donors


· collaborations between DHB renal services with common issues where appropriate

· Identification of any issues or risks within the demonstration projects, and

· evaluation of the initiatives being trialed, both of the process and the outcomes.


The expected outputs of the Demonstration Projects are: 

· Quarterly evaluation reports from the LDKT demonstration programmes including:

· Assessment of progress in the initiatives being trialled


· Evaluation activities and metrics for the initiatives being trialed

· Information about the recruitment and implementation of the new roles


· Process information about how the new roles are operating in the workplace and across other DHBs (if required)


· Development of improved resources and processes for recruitment of donors

· Number of potential kidney recipients (new and existing)

· Number of identified potential donors for workup, and

· Number of LDKTs completed.

· A final evaluation report on the outcome of the demonstration programme(s), with recommendations for the renal services and their DHBs, the National Renal Advisory Board and Ministry of Health.   

2. National Kidney Paired Exchange Scheme

To establish formally and implement, over a 12 month period, the current embryonic National Kidney Paired Exchange Scheme for New Zealand which will include:

· a report, within the first six months, on developments to maximise the number of donors and recipients who participate in the National Kidney Paired Exchange Scheme including:


· Modelling the potential number of donor-recipient pairs that may be eligible to enter a New Zealand pool; and the potential for increasing the number of LDKTs in New Zealand through paired exchange donor chains


· Identification of evidence informed practice and key success factors of international paired exchange schemes that can contribute in New Zealand


· A proactive process to work with all renal service to maximise their paired exchange donor pool 


· Identification of barriers to local participation with key stakeholders and options for addressing these, using existing local and global experience


· Documented protocols and processes for all renal units to follow to maximise opportunities for donors who wish to participate, including non-directed donors

· Identification of any issues of risk with the National Kidney Paired Exchange Scheme 


· Agreement with key stakeholders on on-going national governance and management of the National Kidney Paired Exchange Scheme


· Any consequent advice about national coordination of all live donor transplants across DHBs, and


· Agreed documented requirements for a trans-Tasman scheme to increase the potential donor pool from working with Australian stakeholders. 

· Undertake activities, over a seven to 12 months period, to action the recommendations in implementing the National Kidney Paired Exchange Scheme in New Zealand within the current renal services infrastructure.

The expected outputs of the National Kidney Paired Exchange Scheme are: 

· A report at the end of six months on developments to optimise a National Kidney Paired Exchange Scheme, including:


· A summary of relevant evidence-informed practice in international schemes and key factors of successful schemes


· Outcome of modelling of the potential number of donor-recipient pairs that may be able to enter a NZ pool; and the potential for increasing the number of LDKTs in New  Zealand through paired exchange and non-directed donor chains

· Barriers to local participation and options for addressing these, using existing local and global experiences 


· Protocols and processes for all renal units to follow to maximise opportunities for donors who wish to participate, including non-directed donors

· Proposed on-going governance and management of the National Kidney Paired Exchange Scheme, and


· Agreed and documented requirements for a trans-Tasman scheme to increase the potential donor pool working in collaboration with Australian stakeholders.


· At the end of 12 months a final report on implementation of the agreed activities recommended to develop the National Kidney Paired Exchange Scheme.  
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48th Annual Scientific Meeting and Nephrology Update Meeting, Auckland, New Zealand

The 2012 ASM and Nephrology Update went well. We were fortunate to have four outstanding international plenary speakers, Terry Cook, Chris McIntyre, Jean-Paul Soulillou, and David Weiner. As importantly, the program included a slew of high quality local presenters, both in clinical nephrology (e.g. Colin Hutchinson and Markus Schlaich) and also in basic science (e.g Alan Davidson, Hans-Peter Marti). I cannot thank them enough for their efforts and contributions. As always, the meeting’s program was the result of hard work from SPEC and its Chairs, on this occasion being the outgoing Richard Kitching and the incoming Kevan Polkinghorne. 


The meeting was well attended, with over 550 delegates from a wide range of countries including Pakistan, Qatar, Thailand and India. This increased international presence reflected the publicity strategy of the ASM’s local organizing committee in targeting Asia through its respective societies and the APCN, and might be the start of a new strategy to develop the ASM as the dominant international nephrology showcase in this part of the world. A total of 279 posters were displayed, and I would hope the delegates had a chance to have a look at the 50” plasma screen poster display close to reception. “E-posters” are one possibility for the future of the ASM. There is currently no proprietary software and displays for e-posters, although enough forward planning would allow this sort of system to be implemented for our meetings, and may make life easier for presenters through the convenience and flexibility of electronic uploads rather than transporting and displaying printed posters. Anecdotally, the cost-savings on floor space would probably offset the cost of a new system like this, and we will be surveying you for your thoughts on the desirability of such a system for the future. Of note, all the abstracts are available in open access format on the Internet (http://onlinelibrary.wiley.com/doi/10.1111/nep.2012.17.issue-s2/issuetoc). 

A total of 330 people attended the conference dinner, which is what was hoped for by including the cost of the dinner in the price of registration. As a proud Aucklander, I was pleased to showcase our city to visitors and in general the dinner remains a key event for celebration of our scientific achievements and for future networking. Congratulations to the award winners, including the ANZSN Young Investigators Dr XX (Clinical Science) and Dr YY (Basic Science), as well as Dr ZZ (KHA Clinical Science Presentation Award), and Dr AA (Basic Science Presentation Award). 

The Nephrology Update Meeting remained a highpoint on the program, and this year included particularly high quality presenters and presentations. This success was again due to the hard work and insight from Vincent Lee, with the help of janak DeZoysa on the local front. Other notable events at the ASM included the 4th ANZSIN Interventional Nephrology Meeting, the 4th Nutrition Update for Renal Dietitians. As a note, proposals for additional meetings that enhance the core activities of the meeting without competing with either Nephrology Updates or the ASM itself are always welcome, and should be directed to Kevan Polkinghorne.

I would like to again thank the members of the society for generously giving their time to review abstracts. Thank you also to the ASM’s Corporate Sponsors, who generously support the ASM so that it can grow and continue to serve the needs of the society.

The local organizing committee for the conference was chaired by me, and included Jamie Kendrick Jones, Chris Hood, and Ian Dittmer. I would especially like to thank Jamie for his wonderful work in organizing what in my opinion was the best conference dinner I have ever been to at an ASM. 

We will be shortly surveying all the attending delegates, and I would very much appreciate feedback. At any time, please feel free to email me about suggestions for the meeting (mrmarsh@woosh.co.nz). I have already had feedback about the biggest hits at the conference, which were apparently the outstanding conference bag and the free soda stand, something to be noted by those organizing the meeting in the future.

Finally, I’d like to think Katy Hartnett and Conference Innovators for their tireless work in keeping things humming, and Aviva for sharing her experience and advice at key moments of decision-making.  
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HAWKES BAY DHB – CKD PILOT STUDY


FINAL REPORT - September 2012


Rachael Walker – Nurse Practitioner


INTRODUCTION:


The Hawkes Bay (HB) Chronic Kidney Disease (CKD) Pilot has now been completed. The Pilot involved patient management and follow up for 12 months with data collection to monitor individual patient outcomes. The following report provides a summary of the CKD Pilot, starting with an overview of the data collected, the patient demographics. The baseline data will be summarised and the model of care and overview of the Pilot will also be described. The outcomes from this Pilot have been illustrated using box and whisker graphs to illustrate change over time. Barriers which were encountered will be described and potential ways to overcome these barriers are also described.  


The intended outcomes of the CKD Pilot were:

· To slow the progression of CKD by reducing albuminuria as a consequence of improved blood pressure and glycaemic control. 


· To form collaborative partnerships across the care continuum


· To improve accessibility and equity of services for patients 


· To improve self-management and health literacy


· To extend the knowledge and skills regarding Diabetes and CKD Management across the health workforce 


· To develop the nurse led model to allow this model to be adopted into normal practice


· Better awareness of CKD management and early referral to specialist services

These outcomes were all achieved. The CKD Pilot also improved CVD risk, reduced smoking cessation from 35% to 14%, increased the number of patients on ACEi/ARB’s, Aspirin and Statins.

MEASURABLE OUTCOMES:


Primary Outcomes:
Reduction of albuminuria (ACR)

Blood pressure control to target 


Secondary Outcomes: 
Reduction in rate of decline in eGFR 


Use of ACEI and ARB's


Reduction in cholesterol

Reduction in HbA1c 


Number of blood pressure medications taken


Patient adherence to medications


Improved patient self-management and health literacy


Improved smoking cessation






Increased patient and staff satisfaction 





Improved referral process to specialist services  


DATA COLLECTED:

· ACR


· BP


· HbA1c


· eGFR


· Total Cholesterol


· On ACE/ARB (y/n)


· No. BP Medications


· Adherence (y/n)


· Self Management Score 


· Smoking status (y/n)


· On statin (y/n)


· BMI


· CVD Risk


· Seen By Secondary Care Provider

PATIENT DEMOGRAPHICS:
Of the 52 patients 27 are female and 25 are male.


The majority of patients identify as Maori (71%), 17% of participants are Samoan, 10% New Zealand European and 2% Cook Island Maori.


The age range of participants is from 32 – 79 years with the average age being 56 years. 
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BASELINE DATA SUMMARY:


Baseline HbA1c’s indicate that at baseline only 15 % of patients have an HbA1c of less than 7% (53mmol/mol).  More concerning is that nearly half of the patients (47%) have an HbA1c greater than 10%.


At baseline only 23% of patients had a total cholesterol of <4.


10 patients with an eGFR less than 45ml/min were recruited into Pilot. According to National Guidelines diabetic patients with eGFR less than 45ml.min should be referred to renal clinic to be seen by Nephrologist.  Of these 10 patients, 4 were known to renal clinic. Therefore 6 patients who should be under specialist care were identified in this study and referred on to specialist clinic.


Only 2 /52 patients (4%) had a normal BMI range at recruitment into the pilot. 3/52 (6%) were classified as overweight and the majority of patients recruited at baseline were categorised as obese with a BMI over 30 (90%).


The cardiovascular risk of patients recruited into the Pilot study was alarming. At baseline only 4% had mild risk and 21% with moderate risk of cardiovascular events. Three quarters have a high risk with more than half the patients falling into the very high category.

MODEL OF CARE:


The HB CKD Pilot is a nurse-led initiative with oversight from a clinical governance group comprising of Diabetes and Renal Specialists and General Practice Teams. 


Two Primary Care practices both of which are in high deprivation areas with high percentage of Maori and Pacific Island patients (Hauora Heretaunga and Maraenui Medical Centre) with a population of approximately 7000 participated in the Pilot Study.

A search of both practice electronic patient registers identified patients at high risk of progressive renal disease (adults with albuminuria, hypertension and diabetes). There were a high number of patients who were identified in this electronic search (over 500) therefore the practice nurses were asked to look through the patient lists identified, eliminate patients who were not appropriate to be involved in the study and also identify the patients who they thought had the greatest need or who would have the greatest benefit from being involved in this Pilot. Approximately twenty-five for each practice. Patients were then be informed of the Pilot, what it involved and invited to participate in the program. The aim was to recruit 48 patients equally distributed between the 2 practices, in practice 52 patients were recruited into the Pilot group.

The CKD Pilot Model of Care incorporated an active management phase of 12 weeks followed by a outcome monitoring phase out to 12 months. The pilot was initially delivered by the Nurse Practitioner with the intention of coaching and mentoring practice nurses to develop the necessary knowledge, skills and confidence to maintain the sustainability of the pilot, providing a similar model of care and using the developed and trialled BP protocol.


The patients were offered the option of attending appointments in the Primary care practice or being visited at home. The majority of patients chose to attend appointment at the primary care practice.

Active phase

An initial assessment, either in the primary care practice or the patient’s home was undertaken to make a holistic health assessment and collect baseline data. An individualised plan of care outlining individual targets and follow up was then developed from this assessment and then relayed to the patient and all key health care members using the Medtech system.

Fortnightly assessment and reviews with the patient, NP and practice nurses were conducted for the following 12 week period (active phase).  These fortnightly assessment included review of symptoms, review of patient and clinical targets, medication adherence, up-titration of medication, self-management and general health education.

At end of active phase once targets had been achieved, an individualized plan for the following three months was developed with the patients. If targets were not achieved, the patients were given the option of continuing with the “active phase” ie. Being seen every two weeks or for some patients monthly visits were frequent enough.

Monitoring phase

Assessment, review and data collection by the NP and practice nurse occured at 3 month intervals after the completion of the active phase.

Initially it was proposed that group education sessions would be offered to participants throughout the program, focusing on healthy lifestyle including nutrition, physical activity and smoking cessation. However, once in the primary care setting it was acknowledged by the NP and primary care nurses that a number of these services already existed and it was far more beneficial for all involved to utilise the current programs which existed and were already provided by the Primary care teams, PHO’s, NGO’s, Maori Providers or other providers such as Sports HB.

DATA ANALYSIS METHODS:

This study uses a longitudinal, panel design, with repeated clinical observations obtained from the same patient over time. The panel design is effective for studying change over time and increases power of analysis in longitudinal data. 


The resulting data produced an unbalanced panel, as a result of missing observations pertaining to both truly missing data and also observations that are recorded during some months but not others. Analyses used hierarchical linear (continuous) mixed models. To account for internal correlation between repeated patient observations, a random effect model was used for each dependent variable that included all data from all time periods simultaneously, with observations over time from the same patient sharing the same random effects, assuming different random effects for different patients. To account for non-response bias, regression coefficients were estimated using the maximum likelihood method.  All the coefficients are the modelled change in each parameter per month, with the p value referring to the significance of this change over time.

CLINICAL OUTCOMES: 
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OTHER PARAMETERS:


		

		BASELINE

		3 MONTHS

		12 MONTHS



		AVERAGE NO.

		1.87

		2.43

		2.58



		% PT’S ACE/ARB

		88%

		97%

		97%



		% PT’S ASPIRIN

		60%

		80%

		81%



		% PT’S STATIN

		60%

		82%

		89%



		% SMOKERS

		35%

		20%

		14%





PATIENT SELF-MANAGEMENT 


Patient self-management was measured using the Partners In Health Scale a tool used in the Flinders Chronic condition program. The PIH tool has been validated as an effective way to identify patient self-management and also compare changes in self-management over time with intervention.  This tool asks the patient 13 questions related to their condition, treatment, lifestyle and partnership and participation in their health care.  The patients score using this tool their current level of self-management. The patients in the CKD Pilot were asked to complete the PIH score’s at baseline, 3 months and 12 months to indicate whether self-management changes that were made during the active phase with intense nursing input and education were maintained over the follow-up phase. The overall scores in the patient reported self-management dramatically improved in the active phase. These scores also improved further when reported at the 12 month phase (as illustrated by the graph below).
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Kruskal-Wallis equality-of-populations rank test P value = 0.0001


Mixed-effects maximum likelihood regression P value = n/a




Some of the individual questions within the PIH have been further analysed below to graphically illustrate the areas which showed the most improvement throughout the CKD Pilot. These areas have significant impact on long term patient outcomes.

Q. Overall what I know about my health condition is:
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Kruskal-Wallis equality-of-populations rank test P value = 0.0001


Mixed-effects maximum likelihood regression P value = n/a




Q. Overall what I know about the treatment of my health condition is:
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Kruskal-Wallis equality-of-populations rank test P value = 0.0001


Mixed-effects maximum likelihood regression P value = n/a




Q. I take my medications as prescribed by my doctor:
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Kruskal-Wallis equality-of-populations rank test P value = 0.002


Mixed-effects maximum likelihood regression P value = n/a




Q. I share about decisions made with my doctor or health worker:
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Kruskal-Wallis equality-of-populations rank test P value = 0.007


Mixed-effects maximum likelihood regression P value = n/a




Q. Overall I manage to live a healthy life (eg. No smoking, moderate alcohol, healthy food, regular physical activity etc)
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FEEDBACK ON EXPECTED OUTCOMES


A reduction in albuminuria: 

The primary indicator for this Pilot Study, a reduction in albuminuria was achieved over the twelve month period with the ACR decreasing by 6.75 per month.


Improved control of hypertension: Both systolic and diastolic BP were significantly improved over the course of the Pilot.


A reduction in rate of progression of CKD: CKD progression is largely influenced by ACR, their was a significant reduction in ACR over the course of the Pilot. The eGFR of patients continued to decline at a rate of 0.3366453 mls per minute/1.73m2 every month (approximately 4ml/min/1.73m2 per year). Although we have no national data on the rate of decline for patients with diabetic nephropathy in NZ in an analysis of diabetic patients enrolled in the Counties Manakau Primary care program has shown that the rate of decline in these patients on average is 3ml/min/1.73m2 per year for European patients, 4.5ml/min/1.73m2 for Maori and 4.3ml/min/1.73m2 for Pacific people. Therefore taking into account the fact that 90% of the patients were Maori or Pacific it could be concluded from the Counties Manakau data that there was a slight decline in the rate of eGFR loss for patients enrolled in the CKD Pilot from 4.3-4.5ml/min/1.73m2 to 4ml/min/1.73m2. Once diabetic nephropathy is established, patients progress rapidly to ESRD at a mean rate of decline in GFR of 12 ml/min/year, although there is a marked variation with this, dependent on levels of proteinuria and BP (Hovind, 2001). It would be of benefit to monitor this over time to see if this has a longer term reduction.  

More accessible and equitable service: Anecdotally there were a number of patients who were enrolled in the CKD Pilot who had in the past been deemed “hard to reach”, some had not been to their GP’s in over a year and some did not have regular monitoring. The question within the PIH tool which asks patients to score how they feel they are involved and participate in their health care decisions shows a significant increase in patient involvement over time, indicating the success from a patient perspective. Patient reported self adherence also improved over the course of the Pilot.


Improved knowledge and collaboration across the health care continuum:


As well as working with the practice nurses on a one to one basis a number of other nurses, including Nurse Practitioners and student nurses also observed the CKD Pilot clinics and provided positive feedback about the benefits of the model of care and also secondary care working more closely in partnership with primary care. There have been to date a number of requests to present the model of care for the HB CKD Pilot and the preliminary outcomes.


Increased awareness of screening and treatment of "high risk CKD patients"

Primary care staff have reported that they are now more aware of patients who they should be screening for CKD. Feedback from Primary care clinicians has also been that they have seen the benefit of intensive management and education to patients within this cohort and will continue to utilise this with their patient population. An algorithm for screening, on-going monitoring and management is being used within the Primary care practices and open communication between the two services continues for advice and on-going queries. The patients enrolled in the CKD Pilot will continue to be monitored and managed by their primary care teams.


Improved collaboration between primary and secondary services.

The benefits of primary and secondary care working not only face-to face but also secondary care being able to go out into the primary care environment and provide on-site advice, reviews and education to primary care have been of benefit to all groups involved. With the two primary care practices involved, the Pilot has strengthened the relationship, encouraged communication and communication pathways between the two services.


Feedback from Practice Nurses.

· I found the pilot programme very enlightening, this helped with my knowledge of anatomy, physiology and diabetes. 


· I feel the patients gained enormously from having their health condition explained in simple terms, and helped their ‘buy-in’ to try to adhere to medication and lifestyle regimes. This certainly epitomised what patient centred care is all about, as patients were encouraged to share what was happening in their lives, examine their barriers to health, set some realistic goals and have time to tell their story.


· I have had feedback from patients since the end of the programme how much they miss the regular clinic time.


· What made it very special for me was the privilege of working alongside such an amazing role model as Rachael, such a willing and able teacher of not only the patient but us as nurses also. She always has a ready smile for everyone.


· Thank you for choosing our place to do this study.

Feedback from GP’s:

· We definitely found it useful and I am sure there are some improved outcomes resulting from this. Unfortunately it is difficult to continue with the process without you here as the nurses don't have prescribing rights. I am just wondering whether the same thing could be achieved by educating doctors better re best practice and really getting strict on BP's?


IDENTIFIED BARRIERS:


The following list of barriers have been included as they provide insight into better chronic disease management over time if they can be addressed.


· Time – The initial assessment of patients took up to an hour with each follow-up appointment being approximately 30 minutes. This amount of time was adequate to allow for accurate assessment, discussion with patient and education with patients and their whanau. One of the key factors in being able to educate patients to self-manage and understand their health conditions and treatment is to have adequate time with the patient. Time in Primary Care is limited due to the high demand on services. The concept of this being a nurse-led initiative has the advantage of the nurses being able to spend more time with the patients.

· Medication Adherence – This was an issue for a number of patients for a variety of reasons. The cost of medication and the cost of having to change medications frequently for some patients was an issue. Confusion when patients had multiple medications was often an issue and was often alleviated by the use of pharmacists making up daily pill packs (such as blister packs) for patients, although this was often also associated with a cost. Remembering to take medications was sometimes an issue, particularly if patients worked shift work or had twice daily medications. Working closely with the local pharmacists allowed for better management of medication adherence as the pharmacists were in touch with patients often and would also notify the nurses if patients hadn’t picked up, and were due their regular medications. Initial patient feedback about medications included: that they didn’t like taking pills every day, they didn’t take things if they didn’t know what they were for, they were on too many medications, they didn’t know you had to take medications for ever. Many of these barriers to medication adherence can be alleviated with patient education.

· Cultural and language barriers – Cultural and language barriers, particularly amongst the Pacific Island patients were regularly noted. Although translators were used wherever possible their were still issues with communication and misunderstandings. There is a shortage of basic written educational resources for Pacific people. Pacific Island patients enrolled in the CKD Pilot often preferred home visits as apposed to coming into the clinic. When asked the reasons why a number said that the Clinics were “a place for sick people” and they did not see themselves as sick. Visiting patients in their home allowed for education to the entire family group.

· Working Hours – A number of patients enrolled in the Pilot were shift workers or seasonal workers. This often posed a barrier as they worked long hours, were not able to leave work for appointment or have blood tests etc. It also meant they often were unable to get back to appointments to get their regular medications and so would sometimes go periods without any medications. In the Pilot this was alleviated as much as possible by providing visits at times which allowed patients to meet these appointments or by patients contacting via text if for eg. They had no work that day and could have a test, or see someone that day. Patients often were to shy or scared to ask for time off work as this might jeopardise their future employment.

· Keeping in touch with patients – A number of patients proved “hard to reach”, often hard to contact. A number changed their phone numbers often during the 12 month period. Many changed addresses and were hard to track down and some patients moved and were not able to be tracked down at all despite varied attempts. Cell phones proved an excellent way of keeping in touch with patients, particularly via text and text to remind. Ensuring patient details were up to date and second contact numbers were always available also helped.

· Lack of information sharing between Primary and Secondary Care – As results, patients notes, files, medication changes etc were not accessible through both primary and secondary care IT systems this often proved a problem as patient data was not update. For the purpose of this Pilot study all data was entered on the Primary Care Medtech system so was accessible to all primary health care team. An IT system which allowed sharing of patient information, particularly up to date medications between primary, secondary and pharmacies would provide very useful, save clinician time and also improve medication safety. Electronic referrals and more accessible IT communication between these groups would also be beneficial in ensuring between communication and collaboration between these groups, allowing for more timely and accessible services.

SUMMARY:

The HB CKD Pilot has been successful in achieving all the expected outcomes, including patient clinical parameters, patient involvement, self-management and adherence and establishing and building relationships between the primary and secondary care teams. The CKD Pilot has also been successful in trialling the BP management protocol and CKD algorithm which will continue to be utilised in on-going practice.


The nurse-led model has been well established and accepted and will be continued in the two primary care practices where it was piloted. This model and the tools developed in the Pilot have also been shared with other groups, for eg. The Diabetes Clinical Nurse Specialist Group in Hawkes Bay who are now also working in primary care practices.


The HB CKD Pilot reached has achieved its intended outcomes, the model of care however is not limited to just this patient group. As is clear from the clinical outcomes this Pilot was effective in reducing all risk factors for CKD progression but also for all chronic conditions, particularly diabetes management but also including reduction in CVD Risk, smoking cessation and cholesterol.
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Home First Study: Dialysis Modality Choices for Improved Population Health. 


Research Team: Rachael Walker, Dr Rachael Morton, Dr Mark Marshall, Dr Nick Polaschek, Professor Kelvin Lynn, Dr Suetonia Palmer, Dr Philip Matheson.

Lay Summary of Research 


The number of patients on kidney dialysis in New Zealand (NZ) is increasing at a 10-fold higher rate than the general population. Home dialysis is associated with improved survival, better quality of life and reduced cost compared to facility dialysis, yet the number of patients choosing home dialysis is diminishing. In this study, we will identify and explore the factors which influence patient and whanau choice between home dialysis versus facility dialysis. Based on these findings, we will formulate alternative models of health service delivery (i.e. modifying how pre-dialysis and dialysis services are delivered), and test whether they are effective as levers to improve and support patient choices. The models that are effective will be further assessed to ensure that they are likely to increase uptake of home dialysis in NZ cost-effectively. The most appropriate health service models will be implemented to provide better outcomes for New Zealanders on dialysis at reduced cost.


Rationale for Research


The NZ population with end-stage kidney disease (ESKD) is growing at a 10-fold higher rate than the general population1. Patients on dialysis have poor clinical and patient-centred outcomes. Their five-year mortality risk is similar to some cancers with a median survival of 4.3 years. Their quality of life is poor with health utilities between 0.39 - 0.762. Dialysis is also an expensive therapy contributing ~1% to NZ’s entire health care expenditure
 ADDIN EN.CITE 

3
. Dialysis can be broadly divided into two modalities, based on whether it is performed independently at home or by medical staff in a facility. Home dialysis is preferred as it is associated with improved survival, better quality of life and half the cost of facility dialysis
 ADDIN EN.CITE 

3-8
. However, the number of patients choosing home dialysis in NZ is diminishing. Little is known about the factors driving patient choice between home and facility dialysis, with no data from NZ whatsoever. Moreover, published international studies present pre-defined survey responses to issues by health professionals rather than those defined by patients and whanau. Our study will be the first of its kind to determine the patient centered factors that influence decisions on dialysis modality choice, with a view to developing cost-effective alternative models of health care delivery to be implemented to improve outcomes of New Zealanders with ESKD. 

Aims


1) Characterise and compare home and in-centre dialysis patients in NZ. 2) Perform a national stock take of home dialysis policies / targets and practice patterns 3) Identify dialysis modality attributes that influence patient choice between dialysis at home and dialysis in a facility 4) Determine the relative importance of the identified influential dialysis modality attributes 5) Develop alternative models of health care delivery based on optimising these attributes directed to increase the uptake of home dialysis, and determine their cost-effectiveness / cost-utility 6) Propose changes to national policy in order to implement the alternative models of health care delivery, overseen by the National Renal Advisory Board / Ministry of Health.

Research Design and Methods


The study cohort will comprise all patients who have commenced pre-dialysis education or dialysis within 12 months in the Hawke’s Bay, Counties Manukau and Capital & Coast DHBs. 


1.
Characterize and compare home and in-centre dialysis patients using data from national data repositories and the Australia and New Zealand Dialysis and Transplant Association (ANZDATA) Registry

2. 
Perform a national stock take of home dialysis policies / targets and practice patterns through surveys of NZ Renal Service Providers and qualitative interviews with key informants

3. 
Identify dialysis modality attributes that influence patient choice through qualitative interviews with a representative patient cohort from pre-dialysis, home dialysis and facility dialysis settings 

4.
Determine the relative importance of identified influential dialysis modality attributes through Discrete Choice Experiments within a representative cohort of pre-dialysis patients 

5.
Develop alternative models of health care delivery based on optimizing these attributes directed to increase the uptake of home dialysis and determine their cost-effectiveness / cost-utility using Markov modeling

6. 
Propose changes to national policy based the alternative models of health care delivery, overseen by the National Renal Advisory Board / Ministry of Health.

Research Impact


Our study is directed at the investment signal NZ Health Care Delivery, and we believe that it will contribute to the goal of improved outcomes for dialysis patients. The anticipated benefits are increased uptake of home dialysis in NZ, which will result in improved survival, better quality of life, and reduced healthcare utilisation and costs. Importantly, these benefits will have a substantial impact on the health of Māori and Pacific peoples, who are markedly overrepresented in terms of prevalence and mortality related to ESKD. The project will provide essential data over a 3 year period that is immediately relevant to decision making by Renal Service Providers, the individual patient, and patients’ whanau. There is a strong commitment to this project from the NZ Nephrology community and the National Renal Advisory Board / Ministry of Health. Our study will be the first to address patient centred outcomes in dialysis modality choice in NZ or elsewhere. 
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From: rebecca_berlips@moh.govt.nz
Sent: Wednesday, 17 October 2012 11:54 a.m.
Subject: RFP - live organ donation

The RFP process has been delayed due to the availability of the selection panel. We expect to give you an indication of the
outcome by 9 November 2012.

Regards
Rebecca

Rebecca Berlips | Programme Administrator | CVD Diabetes Long Term Conditions | Personal Health Service
Improvement | Ministry of Health

p: 64 4 496 2350 | e: rebecca_berlips@moh.govt.nz
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Mary Bonner

Chief Executive

Capital and Coast District Health Board
Corporate Office (Wellington Hospital)
Private Bag 7902, Newtown
WELLINGTON 6242

Dear Mary
National Services and Service Improvement Programmes 2012/13

The National Health Board (NHB) is responsible for planning and funding a range of national
services where it is deemed there are significant risks to service delivery across New
Zealand, impacting on access, quality, safety and clinical outcomes.

In 2010 the NHB commenced the first phase of development with 9 services that would
benefit from a nationally coordinated approach to enable sustainability in service delivery.

In 2011 DHBs were invited to propose services as either benefiting from being planned and
funded as a national service, or benefiting from the application of a national service
improvement programme. Seventeen proposals were received and evaluated, with 6 of the
proposals undergoing a more comprehensive service review process. Hyperbaric Medical
Services (with an emphasis on bubble injury) were also reviewed at the request of the NHB.

The recommendations from the service review processes have now been endorsed by the
NHB and will include the following 2012/13 national services work programme led by the
Planning and Analysis team of the NHBE: T

To be developed as a national service from 1 July 2013:

* Renal Transplantation 3
* Intestinal Failure
» Hyperbaric Medical Services (with an emphasis on bubble injury)

To be developed as a national service improvement programme during 2012/13 financial
year:

o Complex Epilepsy

The national services and national service improvement programmes will engage
stakeholders in their development and be supported by clinical leadership to ensure
sustainable and effective solutions are determined that will meet the health needs of New
Zealanders.

NATHONAL
HEAITH BOARD

FOMR: HALORA & WOTU






Representatives of the Planning and Analysis Team will be communicating further with you
as specific national services projects are progressed. Should you have any queries about
this information please contact: Roz Sorensen, Principal Service Pianner
roz_sorensen@moh.qovt.nz

Yours sincerely

<l

Acting Director
Planning and Analysis

Cc. Geoff Robinson, Chief Medical Officer
llana Burt, Planning and Funding Manager
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National Nursing Consortium: practice standards endorsement

12 October 2012

Miranda Walker
Miranda Walker Consulting

By email: Miranda@mwconsulting.co.nz

Dear Miranda

Application for endorsement of the New Zealand Nephrology Nursing Knowledge and
Skills Framework (1 September 2012)

| am delighted to announce that your application to the national nursing consortium: practice
standards endorsement committee for recognition of the New Zealand Nephrology Nursing
Knowledge and Skills Framework (1 September 2012) has been successful.

The committee extends its warmest congratulations to the Nursing Advisory Group, Renal
Society of Australasia (NZ Branch) on this fine achievement. Your commitment to improving
standards for renal patients and providing a clear framework for specialty practice
development is acknowledged and applauded. In particular, the committee commended the
way in which the framework was presented. It is concise and has extremely good clarity for
users.

The period of endorsement is for five years from October 2012 to September 2017. Should
a major review of the framework be undertaken prior to January 2017 this endorsement shall
lapse. We note that the application states that a review will begin three years following this
endorsement.

Notice of the consortium’s endorsement will be circulated to the sector over the next two
weeks and the New Zealand Nephrology Nursing Knowledge and Skills Framework (1
September 2012) shall be published on the HIIRC website.

Yours sincerely

Maureen Morris

Chair — National Nursing Consortium
PO Box 4102

Christchurch
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1. Foreword

1.1 Background

The 1999 Competency Standards for the New Zealand Renal Nurse (National Renal
Qualification Working Party, 1999) first defined Nephrology nursing as a specialised area of
nursing practice in New Zealand.

In 2006 a National Renal Advisory Board (NRAB) scoping paper identified that the training of
"skilled nephrology nurse specialists/practitioners for the future" required an "agreed strategy”
(National Renal Advisory Board, 2006, p18). However a workforce survey commissioned by the
Renal Society of Australasia (RSA) reported that only 21% of Registered Nurses working within
New Zealand Renal Units held any renal post graduate qualifications (Bennett, McNeill &
Polaschek, 2009). This led the NRAB to highlight the importance of progressing work on
specialty competencies for renal nursing to both ensure a skilled workforce and further develop
the specialty (National Renal Advisory Board, 2009).

Thus, in 2008 the RSA New Zealand (NZ) Branch Nursing Advisory Group (NAG) responded to
this need, commencing a project to draw up a professional development framework for
nephrology nursing within New Zealand. The establishment of endorsement criteria and
processes by the National Nursing Consortium in February 2009 provided the platform upon
which to complete the framework.

1.2 Renal Society of Australasia (NZ Branch)

Formed in 1972, the RSA is the professional body for nephrology nurses within Australia and
New Zealand. The society currently has approximately 1400 members divided between
branches in New Zealand and each of the Australian states. The purpose of the RSA is to
achieve excellence in the dissemination of knowledge in renal replacement therapies
throughout Australasia (Renal Society of Australasia, n.d.) This is achieved through provision or
support of numerous educational activities including annual national and international
conferences and an internationally peer reviewed scholarly journal. Collaborative links (both
formal and informal) exist between the RSA and equivalent international professional
nephrology nursing bodies such as the European Dialysis and Transplant Nurses Association
and the American Nephrology Nurses Association.

The New Zealand branch of the society has approximately 100 members and is an incorporated
society under New Zealand law. The branch’s Nursing Advisory Group (NAG) has provided
professional nephrology nursing leadership to its members in New Zealand since 1995 with a
primary focus on the establishment of national standards of practice and a professional
development model for nephrology nursing in New Zealand.

1.3 Development process

A review of the original 1999 Competency Standards for the New Zealand Renal Nurse by the
NAG saw them initially modified into standards of practice. These were then separated into
organisational standards (Nursing Advisory Group, 2012) and the knowledge skills framework.
Following extensive consultation with and endorsement by professional nephrology nurses from
across New Zealand District Health Boards, the New Zealand Nephrology Nursing Knowledge
and Skills Framework was developed. The framework was underpinned by Dr Kathy Holloway's
model for development of a specialist nursing framework (Holloway, 2011).

In December 2011 the New Zealand Nephrology Nursing Knowledge and Skills Framework
(NZNNKSF) was piloted by nephrology nursing services in two District Health Boards. Feedback
from this process was incorporated into the final framework. Further feedback was received
during a formal consultation stage during April/May 2012, from the individuals and groups listed
in Appendix Two.

Feedback has underlined the need for an implementation phase following endorsement. The
NAG expects to produce and distribute resources to support and assist nephrology services and
individual nurses to incorporate the framework into existing professional development
processes, including Professional Development and Recognition Programmes.
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1.4 Consultation process

1.4.1 National engagement with nephrology nurses

The project has been implemented by the RSA (NZ Branch) Nursing Advisory Group (NAG)
over a period of 4 years. Membership of the NAG is designed to ensure maximum involvement
by nephrology nurses from all geographical regions, as well as the various service types (such
as tertiary, secondary, rural, metropolitan). At each stage of development, each NAG member
has sought feedback from nephrology nurses in their area, which has been brought back to the
next group meeting to inform the next stage of development.

During the consultation phase, further feedback was sought from each member of the RSA (NZ
Branch).

The framework project was outlined and endorsed at the RSA (NZ Branch) Annual General
Meeting in November 2011.

1.4.2 Engagement with Maori

During consultation, feedback related to the framework’s responsiveness to Maori was sought
(see Appendix Two).

The NAG understands that Te Kaunihera O Nga Neehi Maori o Aotearoa (National Council of
Maori Nurses) is a member of the NNC, and anticipates their feedback as part of this
submission process.

1.4.3 Consumer perspectives
During consultation, feedback was sought from consumers (see Appendix Two).

There is a growing body of good quality research relating to people’s experiences of CKD and
its treatments. This evidence has been used to inform the framework, especially concerning
self-management of CKD and its associated treatments (references available on request). In
particular, the work of Dr Nick Polaschek on the experiences of New Zealanders on dialysis is
acknowledged.

Figure 1: Development of the NZNNKSF

PHASE I: Project begins, PHASE II: Professional Standards of practice
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1.5 Development team

The RSA (NZ Branch) NAG members who have been involved in the development of the
NZNNKSF are:

Karin Norman (Chairperson) Maree McDonald

Clinical Nurse Manager, Rotorua Satellite Charge Nurse Manager, Pre Dialysis
Dialysis Service Educator, Renal Nurse Educator

Lakes District Health Board Renal Service

(formerly Clinical Nurse Educator, Regional Southern District Health Board

Dia!ysis Sgrvipe Emma Marsh

Waikato District Health Board) Renal Nurse Specialist — Dialysis Access
Kay McLaughlin (Secretary) Auckland District Health Board

Clinical Nurse Co-ordinator
Renal Service
Capital and Coast District Health Board

Betty Reuter

Nurse Educator, Dialysis Services
Canterbury District Health Board
Miranda Walker (Project Facilitator)

) . . Jubeda Shah
Director, Miranda Walker Consulting Ltd Charge Nurse Manager
Amanda Dalton Renal ward one
Clinical Nurse Educator — Renal Counties Manakau District Health Board

Waitemata District Health Board Gillian Treloar

Janine Hale Nurse Manager, Renal Service
Nephrology Clinical Nurse Specialist & MidCentral District Health Board
Educator

o Rachael Walker
Canterbury District Health Board Nurse Practitioner — Adult/Older Adult -
Philip Jarvis Renal
Clinical Nurse Manager — Renal Service Hawkes Bay District Health Board

Northland District Health Board

Lynette Knuth

Clinical Nurse Specialist
Pre-dialysis Nurse Specialist
Taranaki District Health Board

1.6 Future review and development

The NZNNKSF will be reviewed three years after its endorsement in line with the process for
recognition as a specialty outlined by the Nursing Consortium (National Nursing Consortium,
2011).

1.7 Acknowledgements

The development of the NZNNKSF has been made possible by support and funding from the
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2. Introduction

2.1 Role Legitimacy: Defining Nephrology nursing as a distinct
specialty using the N°ET criteria (2006)

2.1.1 There is both a demand, and a need for the specialty service from
the community.

Chronic Kidney Disease (CKD) is the progressive decline of kidney function over months or
years, eventually resulting in End Stage Kidney Disease (ESKD). At this point renal replacement
therapy (RRT) is required to sustain life. The most common cause of ESKD in New Zealand is
diabetes mellitus, affecting 51% of new patients in 2010. Type Il diabetes is the major cause of
diabetic nephropathy (Grace, Hurst, & McDonald, 2011).

Kidney disease (both chronic and end stage) is a growing healthcare problem in New Zealand.
In 2009 there was a 14% increase in new patients with ESKD and the number of new patients
entering dialysis programmes is projected to grow by around 6% per year for at least the next
10 years (National Renal Advisory Board, 2006). The prevalence of CKD is around 12% and
growing, mainly due to the increasing incidence in type 2 diabetes mellitus (Collins, 2010).
Rates of CKD for Maori and Pacific people are substantially higher than for non-indigenous
people. (Grace et al., 2011). It is imperative that nephrology nursing services respond to this
growing crisis by addressing the health needs of Maori and Pacific people at high risk of diabetic
kidney disease.

Renal replacement therapies (RRT) include extracorporeal therapies (such as haemodialysis),
peritoneal dialysis, and transplantation. These can be carried out in secondary level hospitals,
predominantly by nephrology nurses, or self-managed by patients and/or whanau in the home
setting.

In New Zealand, renal replacement programmes have become well established since they first
began in the 1960s. Of particular note is the predominance of home-based therapies, an area
where New Zealand is internationally recognized as a world leader (Agar, 2009).

Since this time, in response to the complex healthcare needs of nephrology patients,
nephrology nursing has evolved in New Zealand as a distinct nursing specialty. Historically
nephrology nurses have coordinated and managed care within the secondary and tertiary
healthcare settings for those with ESKD requiring RRT. In addition nephrology nurses are
providing the education, support and care coordination that enables patients to self-manage
their treatment in primary care community settings.

Within the last two decades, studies have shown that early detection and intervention in CKD
can slow or prevent the progression of kidney disease (Chadban et al., 2010). Nephrology
nurses have turned their attention to the management of early CKD, establishing and leading
multi-disciplinary programmes which have been shown to delay the progression of kidney
disease (Barrett et al., 2011; Campbell & Bolton, 2011; Wu et al., 2009).

The establishment of the nurse practitioner role provides an opportunity for advanced practice
nephrology nurses to make a valuable contribution to improving care for these patients. In
addition, these roles provide opportunities to develop links to the primary health sector, dealing
with the early stages of CKD as part of a comprehensive package addressing chronic disease in
general (incorporating cardiovascular disease and diabetes in particular).

At the time of writing, an internet search of healthcare vacancies revealed that there were
currently seven nursing vacancies which stipulated a requirement for registered nurses with
specialty nephrology knowledge and skills.

2.1.2 The specialty defines itself and subscribes to the overall purpose,
functions, and ethical standards of nursing and midwifery.

Standards for New Zealand nephrology nursing practice were first defined in 1999 (National
Renal Nursing Qualification Working Party, 1999). The specialty encompasses a number of
subspecialty areas, including general nephrology, vascular access, renal anaemia, pre-dialysis,
haemodialysis, peritoneal dialysis and renal transplantation. There are well established Clinical
Nurse Specialist positions in these renal subspecialty areas in all New Zealand renal services
with a clear pathway available to advance to Nurse Practitioner.
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2.1.3 The specialty is a distinct and defined area of nursing practice
which requires an application of specialty focused knowledge and skill
sets.

Nephrology nursing specialization has evolved to ensure patients with kidney disease are
provided with the best outcomes (Bonner, 2003). Nurse specialists are a valuable asset
providing care for this complex group of patients. It has been suggested that there is too much
involved in this care for it to be left solely to the nephrologist, and that the “nurse-patient
relationship is unique...this complicated patient population requires more time than a physician
can offer, making knowledgeable nephrology nurses a valuable asset” (Compton, Provenzano,
& Johnson, 2002, p. 331). Constanini et al. (2008) state that to effectively meet the needs of
patients with kidney disease it is imperative to involve uniquely trained nurses to manage and
support the needs of this complex patient group.

2.1.4 The specialty practice is based on a core body of nursing
knowledge which is being continually expanded and refined.

There are books about the specialty (published bodies of literature and research), peer
reviewed literature in journals, journals about the specialty, research grants available to New
Zealand nephrology nurses and national and international conferences to discuss and
disseminate knowledge about the specialty.

A literature search conducted in February 2012 using the terms “renal nurs*”, “dialysis nurs*”,
and “nephrology nurs*” separately as keywords identified 17,181 books and journals pertaining
to the nephrology science subject for nursing. Databases searched included CINAHL, Pubmed,
Index NZ, MD Consult, Medline and Google Scholar.

Collaborative links (both formal and informal) between the Renal Society of Australasia and
equivalent international professional nephrology nursing bodies such as the European Dialysis
and Transplant Nurses Association and the American Nephrology Nurses Association
encourage sharing and dissemination of international best practice and innovation. These links
are evidence that nephrology nursing is recognised as a specialty internationally.

The Renal Society of Australasia Journal is a peer reviewed Australasian journal, published
quarterly, and described as “the peak scholarly journal for nephrology nurses and associated
professionals to share their ideas and their research to promote evidence-based, high quality
care for persons living with renal disease.” (Renal Society of Australasia, n.d.) The Journal
provides a national and international forum for the exchange of ideas, practice and research. It
is a vehicle for on-going education, is refereed and subject to blind review. The journal’s
editorial board comprises eminent nephrology nursing practitioners and academics from New
Zealand and Australia (Bennett, 2012). Submissions include research reports, articles on
innovative nephrology nursing practice, guest editorials, educational supplements, and book
reviews, all pertaining to the science of nephrology nursing.

2.1.5 Specialty expertise is gained through various combinations of
experience, formal and informal education programmes, including but
not limited to continuing education and professional development.

Teaching and learning for specialty nephrology nursing practice has moved over the last 10
years from hospital to university-based education. Currently post graduate education in
specialty practice nephrology nursing is available at the University of Auckland (University of
Auckland, 2012). Other tertiary education institutes incorporate nephrology nursing into their
Post Graduate and Masters programmes, primarily through links with chronic disease
management.

In contrast, clinical training for specialty nephrology nursing is currently provided on an ad hoc
basis from within renal services and there is no nationally agreed clinically-based curriculum for
this training. Consequently, the quality and quantity of training is variable between centres. The
NZNNKSF will provide an important foundation to ensure high quality and consistency for
locally-provided clinical education.

The Nephrology Educators Network (NEN) is the education sub group of the RSA, and
promotes a standardised, evidence based approach to nephrology nursing education that aims
to avoid duplication of resources while encouraging knowledge sharing between organisations.
The NEN conducts a monthly on-line journal club, and have recently introduced a
comprehensive suite of e-learning programmes which “provide ... the tools, skills, knowledge
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and resources to safely and effectively perform ... as you care for people with kidney disease”
(Nephrology Educators Network, 2012).

Current examples of nephrology nursing conferences held in New Zealand and Australia
include:

RSA Annual Federal Conference

RSA (NZ Branch) Annual Conference

New Zealand and Australia Annual Home Therapies Conference
Biennial Nephrology Educators’ Network (NEN) Symposium
Annual Australasian Baxter Nephrology Nurses PD Conference
Annual New Zealand Fresenius Home Therapies Conference
Annual national meetings of pre-dialysis educators

Annual national meetings of vascular access co-ordinators

2.1.6 Nephrology nursing is national in its geographic scope

Nephrology nurses practise their specialty in all New Zealand regions, with Renal Units in
Northland, Auckland, Counties Manakau, Waitemata, Waikato, Taranaki, Hawkes Bay,
Palmerston North, Wellington, Christchurch, and Dunedin. In addition, there are satellite dialysis
units and nephrology specialty practice nurses employed by DHBs such as Bay of Plenty,
Lakes, Tairawhiti and Nelson, who care for people with kidney disease in smaller urban and
rural areas, with the support and guidance of the tertiary Renal Units. Nephrology nurses work
within multi-disciplinary teams, and in several centres they also work closely with clinical dialysis
technicians.

2.2 The need to increase Maori and Pacific participation in nephrology
nursing

Maori and Pacific people are over-represented in CKD statistics (Grace, Hurst, & McDonald,
2011). The Ministry of Health and District Health Boards have recognized the need to increase
the number of Pacific Island and Maori nurses as a priority for improving equitable health
outcomes (DHB-NZ, 2006; Ministry of Health, 2006; Ministry of Health, 2010). Yet despite this,
Maori and Pacific remain under-represented in the nursing workforce (DHB-NZ, 2009; Nursing
Council of New Zealand, 2011), and this shortfall is also reflected in nephrology nursing. The
NZNNKSF acknowledges this gap in our nursing workforce, and offers a clinical pathway that
aims to contribute to the development and growth of Maori and Pacific nurses working in
nephrology services across NZ.

The NAG believes that a specialist nephrology Maori and Pacific workforce could have a
significant influence on health promotion and prevention of kidney disease, and recognizes the
importance of delivering a service to Maori and Pacific people that reflects their cultural needs
and expectations.

The NAG sees an opportunity to improve outcomes for nephrology patients by attracting and
retaining Maori and Pasifika nurses. The NZNNKSF will provide a way for the NAG and other
organizations to promote nephrology nursing as a professional career pathway for those nurses.
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2.3 Using the New Zealand Nephrology Nursing Knowledge and Skills
Framework

2.3.1 Purpose and use

The New Zealand Nephrology Nursing Knowledge and Skills Framework (NZNNKSF) published
in this document (see page 12) describes the knowledge and skills required by nurses in order
to practice in a specialty nephrology role. It will benefit nephrology patients, nurses and health
providers by:

1.
2.

Informing best practice guidelines for optimal patient outcomes

Providing a tool that may be used in the development of career pathways, job
descriptions and appraisals

Articulating expected behaviours and capabilities that may be used in the
assessment and evaluation of the quality of individual and collective nephrology
nursing practice

Providing a framework for nephrology nursing training programmes

Clarifying the nephrology nurse's role to administrators, consumers and other
health care professionals

Providing a platform for nurse-led nephrology care

2.3.2 Components

The NZNNKSF describes:

1.

Aspects of care: the core concepts and interventions specific to nursing practice
within nephrology specialty areas. These are identified within the NZNNKSF along
with the nursing management aim as:

a) Chronic Kidney Disease (CKD) Stages 1-5
b) Complications of CKD

c¢) Self Management of CKD and RRT

d) Renal Palliative Care

e) Extracorporeal Therapies

f) Peritoneal Dialysis

g) Kidney Transplantation

Levels of practice, along with the knowledge and skills required to deliver
nephrology nursing care at each level of practice.

a) All nurses - All RNs who care for patients with nephrology care needs. It is
expected that nurses who meet the competency requirements set by the Nursing
Council of New Zealand (NCNZ) for Registered Nurses will be capable of
providing this level of care for all nephrology patients. For this reason the ‘All
nurses’ level of care is not seen as specialty practice, and therefore is included in
the NZNNKSF as a reference only. It is expected that competence at this level of
practice will be assessed by the NCNZ competencies and not by the NZNNKSF.

b) Many nurses — Those RNs who provide routine, non-complex care for patients
with specialised nephrology care needs. These are defined as Specialty’
Nephrology Nurses. In addition to relevant clinical practice, these nurses will be
working academically towards a minimum of Post Graduate Certificate. This level
of practice is likely to be aligned with ‘Proficient’ level in a PDRP.

¢) Some nurses — Those RNs who provide care for patients with increasingly
complex, unpredictable specialised nephrology care needs; providing expert
support to other members of the healthcare team in managing nephrology

1

New Zealand Nurses Organisations. (2009). Glossary of Terms. Wellington, New Zealand: Author
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patients and leading nephrology nursing practice and service development.
These are defined as Specialist' Nephrology Nurses. In addition to relevant
clinical practice, these nurses will be progressing academically through a Post
Graduate Diploma towards Masters qualification. This level of practice is likely to
be aligned with ‘Expert’ level in a PDRP.

3. NCNZ competency domains relevant to each piece of knowledge or skill. The four
domains of competence for Registered Nurses are cross-referenced by the
NZNNKSF in brackets after each statement of capability to demonstrate that
specialty nephrology nursing practice remains within the Registered Nurse scope of
practice, and to facilitate cross referencing with PDRP tools.

2.3.3 The framework as a tool for assessment using the PDRP

The NZNNKSF is a tool which can be used to express levels of practice for nephrology nurses
across various clinical settings. The intention is that it be used as evidence of competency
within currently existing Professional Development and Recognition Programme (PDRP)
portfolio processes.

Aspects of the framework which are relevant to the particular area or level of nephrology nursing
clinical practice being examined at that time will be used for assessment purposes, whilst those
areas not currently relevant will be omitted. Table 1 shows an example of how the framework
might be used as evidence within the PDRP process.

A toolkit will be developed to assist individual nurses use the framework to provide evidence for
PDRP processes. There will be an assessment template comprising a column for the nurse’s
self-assessment, and a column for an assessor to write whether the competency has been met,
along with supporting comments.

Depending on individual PDRP processes, it is likely that the ‘Specialty’ level of practice will
align with ‘Proficient’ and ‘Specialist’ will align with ‘Expert’.

Table 1: Case study showing example of use of the NZNNKSF

A nephrology nurse has been practising for 5 years in a home haemodialysis training facility.
Previols experience includes 2 years in a home peritoneal dialysis training facility and 1 year in
a nephrology ward. In order to show evidence for a PDRP assessment this nurse might use the
following sections of the NZNNKSE:

Level of practice | Aspect of care
Specialist Nephrology Nurses: | Extracorporeal therapies

Self-management for CKD and RRT

| Complications of CKD
Specialty Nephrology Nurses: | Peritoneal Dialysis
All nurses: Chronic Kidney Disease
' Renal Palliative Care
Kidney Transplantation

2.3.4 Registered Nurse Prescribing

At the time of this submission, the RN Prescribing Project Pilot evaluation has just finished, with
positive findings. A managed roll-out to diabetes nurse specialists is about to begin. The NAG
has considered RN prescribing as a potential development for the future, and expects that
nephrology nurses who wish to be designated RN prescribers would be operating at specialist
level and these skills would be augmented by specific prescribing education and experience (as
determined by NCNZ).
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New Zealand Nephrology Nursing Knowledge and Skills Framework

LEVELS OF PRACTICE
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3. New Zealand Nephrology Nursing Knowledge Skills
Framework

The framework provides guidance for nurses in each of the defined
levels of nursing practice against the delineated aspects of care
(including desired patient outcomes).

ALL NURSES - All Registered Nurses who care for patients with
nephrology care needs

MANY NURSES are Specialty Nephrology Nurses: Nurses who
provide routine, non-complex care for patients with specialised
nephrology care needs

SOME NURSES are Specialist Nephrology Nurses: Nurses who care
for patients with increasingly complex, unpredictable specialised
nephrology care needs; provide expert support to other members
of the healthcare team in managing nephrology patients; lead
nephrology nursing practice and service development

Aspects of Care
Chronic Kidney Disease (CKD) Stages 1-5
Complications of CKD
Self-management for CKD and RRT
Renal Palliative Care
Extracorporeal Therapies
Peritoneal Dialysis (PD)
Kidney Transplantation (recipient)
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ALL NURSES - All Registered Nurses

Capability at this level of practice will be assessed by the NCNZ RN competencies and not by the NZNNKSF. This
section is included here for reference only.

Chronic Kidney Disease (CKD) — Stages 1-5
Prevention or delay of progression of kidney disease: There will be a delay or decrease in the rate of
progression of CKD

e Explains biochemical assessment of kidney function

e Understands the difference between acute kidney injury and chronic kidney disease

Complications of CKD
Anaemia management: The patient will achieve and maintain haemoglobin and iron levels within the
targeted range

e Describes medications used in CKD for anaemia management

Cardiovascular risk management: The patient will show a reduction in modifiable risk factors for CVD
e Understands the increased risk of CVD for patients with CKD
e Educates patients how to modify lifestyle-related risk factors for CVD

Bone and mineral disorder management: The patient will remain free from disability related to renal bone
disease

e Describes medications used in CKD for management of mineral and bone disorder

Self-management for CKD and Renal Replacement Therapy (RRT)

Assessment for self-management capacity: The patient will achieve optimal level of self-care
e Assesses self-management capacity, with reference to their nephrology treatment regimen

On-going monitoring and support for self-management: The patient will successfully incorporate self-care
treatment into their lifestyle

e Encourages and supports patients to self-manage specialised nephrology treatments

Extracorporeal Therapies
Assessment, planning and treatment: The patient will receive an individualised, safe, effective and
appropriate dialysis treatment

e Documents accurate fluid balance data

e Prevents and treats symptoms and complications of extracorporeal therapies

Vascular access: The patient’s vascular access will be free of complications and will provide a blood flow
rate adequate to achieve the dialysis prescription
e Recognises vascular access for dialysis, and protects it from complications

Peritoneal Dialysis (PD)
Assessment, planning and treatment: The patient will receive a safe, effective and appropriate dialysis
treatment

e Performs and reports accurate fluid balance assessment

e Prevents and treats symptoms and complications of peritoneal dialysis

PD access: The patient’s PD access will be free of complications and will provide a flow rate adequate to
achieve the dialysis prescription
e Protects peritoneal dialysis access from complications

Kidney transplantation (recipient)

Pre-operative care: The patient will be prepared to receive a kidney transplant
e Prepares patients pre-operatively for kidney transplant

Post-operative care: The patient will receive a successful kidney transplant
e Assesses and manages fluid balance post-operatively

On-going monitoring and support: The patient will be supported to achieve optimal self-management
following kidney transplantation

e Promotes and supports self-management for patients following kidney transplantation
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Aspect
of Care

Chronic Kidney Disease (CKD) Stages 1- 5

Patient Outcome

Prevention or delay of
progression of kidney
disease

Patient outcome: There will
be a delay or decrease in
the rate of progression of
CKD and associated risk
factors/complications

MANY NURSES are Specialty Nephrology Nurses
NZNNKSF for Nurses who provide routine, non-complex care for patients with specialised nephrology care needs

SOME NURSES are Specialist Nephrology Nurses
NZNNKSF for Nurses who care for patients with increasingly complex, unpredictable specialised nephrology care needs; provide expert support to

(NCNZ Domain)

. Can identify and explain risk factors for the

progression of kidney disease (2)

Monitors and reports markers for risk of
progression of kidney disease (2)

Provides effective health education to improve
understanding of kidney disease, risk factors and
healthy lifestyle (2)

Encourages and supports patients and whanau to
actively self-manage their kidney disease (2,3)
Identifies the factors that contribute to over-
representation of Maori and Pacific people in CKD
statistics (1,4)

. Consults with diabetes services to optimise

management of diabetes-related disease (2,3,4)

NB The KSF builds across the levels of practice with specialist nurses encompassing the capabilities of the specialty nurses
Specialty Nephrology Nurse NZNNKSF

other members of the healthcare team in managing nephrology patients; lead nephrology nursing practice and service development

Specialist Nephrology Nurse NZNNKSF (NCNZ Domain)

Monitor assess and manage progression of CKD, including
pharmacologic therapy (2)

Establish a CKD care plan with the patient, which maximises
self-management capacity to make lifestyle changes (2,3)
Request laboratory tests and diagnostic studies in collaboration
with the MDT to enable comprehensive assessment and
monitoring of progression of CKD (2)

Collaborates with primary health, diabetes, and other appropriate
health care providers to improve early detection and treatment of
CKD (2,3,4)

Provides education to patients, whanau and other health care
providers about the risk factors, treatment and complications of
CKD (2,3)

Addresses adherence issues and applies appropriate education
and interventions to improve adherence (2,3)

Engages in and leads activities designed to reduce inequalities in
CKD outcomes (1,3,4)

Preparation for CKD
Stage 5

Patient outcome: The
patient will be prepared to
commence an appropriate
renal replacement therapy,
or conservative treatment,
at the optimal time.

. Assesses and identifies rate of progression to end

stage kidney disease (2)

. Assesses patient knowledge regarding RRT

options (2)

Encourages and promotes transplantation (2,4)
Follows treatment plan to support patient and
whanau to make choices about RRT options (2,3)
Identifies resources and refers on to others to
assist patient with selection and adjustment to
RRT or conservative treatment (4)

NN —

. Assesses patient’s suitability for specific RRT modalities (2,3)

Educates and supports patient and whanau to make appropriate
choices about specific RRT or conservative modalities (2,3)
Collaborates with patient and multidisciplinary team to formulate
a RRT treatment and teaching plan (2,3,4)

Monitors patient for signs and symptoms of progression to ESKD
and need to initiate RRT (2)

Advocates on behalf of the patient regarding their chosen
treatment (2,3)

Refers patient for timely dialysis access placement and dialysis
initiation (2,4)
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Aspect
of Care

Complications of CKD

Patient Outcome

Anaemia management
Patient outcome: The
patient will achieve and
maintain haemoglobin
and iron levels within the
targeted range.

Specialty Nephrology Nurse NZNNKSF

(NCNZ Domain)

. Explains the pathophysiology of renal anaemia

(2)

. Assesses patients with kidney disease for

signs, symptoms and potential causes of
anaemia (2)

. Educates the patient to self-manage

erythropoietin administration (2,3)

. Monitors on-going status of renal anaemia and

effectiveness of treatment (2,4)

. ldentifies instances and causes of non-

responsiveness to treatment and refers
appropriately (2)

Specialist Nephrology Nurse NZNNKSF (NCNZ Domain)

. Assesses patient’s current knowledge level, self-management

abilities, and anaemia management strategies (2)

. Develops a plan in collaboration with the patient and health

care team to achieve anaemia targets and improve functional
ability (2,3,4)

. Develops and implements anaemia management protocols (2)
. Audits key indicators of quality of anaemia management for

groups of patients over a range of time and compares to best
practice guidelines (2,4)

. Identifies researchable anaemia management practice issues

(4)

Cardiovascular risk
management

Patient outcome: The
patient will show a
reduction in modifiable
risk factors for CVD.

. Describes the risk factors for CVD that are

related to CKD (2)

. Educates and reinforces chronic kidney disease

self-management strategies to reduce
modifiable risk factors for CVD (2,3)

. Assesses cardiovascular risk factors associated with kidney

disease, using a range of diagnostic tools (2)

. Develops and implements a plan, in collaboration with the

patient and MDT, to address risk factors associated with CKD-
related cardiovascular disease (2,3,4)

. Evaluates and modifies treatment for CKD-related risk factor

reduction (2)

Bone and mineral
disorder management
Patient outcome: The
patient will remain free
from disability related to
renal bone disease.

. Describes common bone and mineral disorders

associated with CKD and their management (2)

. Assesses for signs and symptoms associated

with bone and mineral metabolism disorders
and refers appropriately (2)

. Educates the patient self-management

strategies to prevent and treat bone and
mineral disorders associated with CKD (2,3)

. Monitors and evaluates patient response to bone and mineral

metabolism therapy and refers appropriately (2,3)

. Request laboratory tests and diagnostic studies to assess

patient’s response to treatment for bone and mineral disorders

(@)
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Aspect
of Care

Self-management for CKD and RRT

Patient Outcome

Assessment for self-
management capacity.
Patient outcome: The
patient will achieve

optimal level of self-care.

Specialty Nephrology Nurse NZNNKSF

(NCNZ Domain)

. Assesses nephrology patients’ current and

achievable level of self-care and communicates
this to the nephrology multidisciplinary team
(MDT) (2,4)

Specialist Nephrology Nurse NZNNKSF (NCNZ Domain)

. Develops, applies and evaluates evidence-based self-

management strategies for people with kidney disease (2,3,4)

. Maximises independence for every patient on RRT (2,3)

Education for self-
management.

Patient outcome: The
patient will perform self-
managed treatments
safely.

. Incorporates specialised teaching for CKD self-

care into nephrology nursing care plan, using
the principles of adult learning and chronic
disease self-management (2,3)

. Educates patient and whanau about specialised

self-care treatments for CKD (2,3)

. Creates evidence-based tools and programmes to teach

specialised self-care treatments for CKD (2,4)

On-going monitoring
and support for self-
management.

Patient outcome: The
patient will successfully
incorporate self-care
treatment into their
lifestyle.

. Creates an environment that empowers

patients and families to incorporate CKD and its
therapies into their home situation and lifestyle
(2,3)

. Ensures the infrastructure required for return to

community with on-going treatment for CKD is
in place (2,3,4)

. Ensures expert nephrology support is available

to the patient at all times (2,3)

. Develops systems to enhance on-going communication and

interaction between the patient, whanau and nephrology
health care team (3,4)

. Promotes the advantages of home therapies (1,2,3,4)
. Educates staff to optimise renal patients’ self-care outcomes

(2,3,4)

Supportive care
Patient outcome: The
patient will receive

. Assesses the patient for signs and symptoms

related to kidney disease and its complications

(2)

. Assesses readiness to participate in discussions about end-of

life care and introduces concepts of advance care planning in
CKD when appropriate (2,3)

% appropriate symptom . Implements strategies to optimize comfort and . Regularly reviews health status, treatments for kidney disease

o management and quality of life, anticipating the likely impact of and progress ensuring informed decision-making regarding

_“3’ psychosocial support kidney disease (2,3,4) ongoing care (2)

T throughout their CKD . Describes nephrology supportive care available | 3. Acts as advocate promoting and respecting the patient’s

= experience. and appropriate nephrology palliative care autonomy regarding treatment choices for kidney disease,

o management and medications (4) including the right to change decisions (1,2,3,4)

- . Confidently initiates, facilitates and participates . Assesses the palliative care needs of the patient and whanau

K in ACP conversations (2,3) throughout the continuum of kidney disease (2,3)

. Initiates referral to palliative care or hospice in . Supports the healthcare team with ethical decision-making
collaboration with the individual and/or whanau regarding patient autonomy to make treatment choices (1,3,4)
living with kidney disease (2,3,4)
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Aspect
of Care

Extracorporeal Therapies

Patient Outcome

Assessment, planning
and treatment.

Patient outcome: The
patient will receive an
individualised, safe,
effective and appropriate
dialysis treatment.

9.

10.

11.

12.

13.

Specialty Nephrology Nurse NZNNKSF
(NCNZ Domain)

. Explains the properties of dialyser membranes

and the difference between convective and
diffusional therapies (2)

Describes the theory and principles of solute
and water transport across membranes (2)
Performs and documents a holistic and
comprehensive pre-treatment assessment to
identify the patient’s current health status with
specific regard to fluid balance and
metabolic/biochemical function (2)

Interprets pre-treatment assessment findings
and reports to appropriate person if outside the
expected range or if unsure about interpretation
(2)

Describes infection control principles which are
specific to extracorporeal therapies (2)
Assesses machine safety prior to beginning
treatment (1,2)

Confirms and adjusts treatment parameters to
achieve prescription (1,2)

Monitors patient during treatment for signs of
complications (2)

Describes appropriate management of
emergencies during treatment (2)

Performs and documents a post-treatment
assessment and evaluates outcomes (2)

Uses assessment data to identify aspects of
treatment that need adjustment to improve
future outcomes, and refers appropriately (2)
Administers medications safely during
extracorporeal treatments (2)

Assesses quality of treatment using a range of
evidence-based quality indicators to achieve an
optimal outcome from the patient’s perspective
(2,4)

(@)

. Leads on-going evaluation of patients and groups of patients

Specialist Nephrology Nurse NZNNKSF (NCNZ Domain)

. Assesses needs of complex patients requiring extracorporeal

therapies (2)
Provides a timely and comprehensive clinical assessment of

patient fluid status (2,4)
. Monitors and adjusts treatment parameters according to on-

going patient assessment to prevent/treat complications, or to
improve treatment outcome (2,4)

Request laboratory tests and diagnostic studies to assess
treatment adequacy in collaboration with the MDT (2,4)

. Sets and audits key indicators of good quality extracorporeal

therapy and compares to best practice guidelines (2,4)
Identifies researchable extracorporeal therapy practice issues

to ensure adequacy of extracorporeal therapies (2,4)

. Safely and effectively manages more complex, unpredictable,

or less common intradialytic complications (2,4)

. Acts as a consultant regarding extracorporeal therapies for

other healthcare providers (2,4)

10. Leads the development and review of extracorporeal

treatment policy and procedure, maintaining currency and
evidence base (2,3,4)
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Aspect

Patient Outcome
of Care

Vascular access
Patient outcome: The
patient’s vascular access
will be complication-free
and provide a blood flow
rate adequate to achieve
the dialysis prescription.

Specialty Nephrology Nurse NZNNKSF
(NCNZ Domain)

. Describes the anatomy and physiology of the

different forms of vascular access for
extracorporeal therapies (2)

. Educates the patient on the care of their

vascular access (2)

. Assesses vascular access and demonstrates

good cannulation technique (2)

Identifies and manages (or refers)
complications associated with arteriovenous
fistula and grafts (2)

. Assesses and uses central venous access for

extracorporeal treatments (2)

Identifies, prevents and or manages
complications associated with central venous
dialysis catheters (2)

. Describes perioperative care of vascular access

for extracorporeal therapies (2)

Specialist Nephrology Nurse NZNNKSF (NCNZ Domain)

1. Intervenes to protect vascular access from potential

complications (2)
Initiates and monitors pre-emptive interventions and screening
to prevent or reduce vascular access complications (2)

3. Provides support and education to patients, whanau and

healthcare providers for complex vascular access issues (2,3)

4. Assesses, monitors and cannulates complex vascular access

(2)

5. Diagnoses actual or potential vascular access complications

()

Anticoagulation
Patient outcome: Safe
use of anticoagulation
during treatment to
prevent blood loss.

Extracorporeal Therapies

. Administers routine anticoagulation during

extracorporeal treatment (2)

. Monitors and manages clotting and/or bleeding

during extracorporeal therapies (2)

1. Describes complex anticoagulation regimens and identifies

when and why they would each be used (2)
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Aspect
of Care

Peritoneal Dialysis (PD)

Patient Outcome

Assessment, planning
and treatment.

Patient outcome: The
patient will receive a safe,
effective and appropriate
PD treatment.

8.

9.

Specialty Level Nurse NZNNKSF (NCNZ

Domain)

. Describes the anatomy of the peritoneal

membrane and explains how it functions as a
dialysis membrane (2)

Describes the differences and indications for the
various types of PD fluid (2)

Describes the different modes of PD therapy (2)
Describes and manages common complications
associated with PD (2)

Performs and documents regular patient
assessment to identify the patient’s current health
status with specific regard to fluid balance and
metabolic/biochemical function (2)

Interprets assessment findings and reports to
appropriate person if outside the expected range
or if unsure about interpretation (2)

Performs peritoneal dialysis procedures safely and
effectively (2)

Monitors patient and PD fluid for signs of
complications (2)

Performs specialised interventions or procedures
to treat or prevent PD complications

10. Uses assessment data to identify aspects of

treatment that need adjustment to improve future
outcomes and refers appropriately (2)

9.

Specialist Level Nurse NZNNKSF (NCNZ Domain)

. Assesses needs of complex patients requiring PD

therapies (2)

. Provides a timely and comprehensive clinical assessment

of patient fluid status (2,4)

Monitors and adjusts PD treatment parameters according
to on-going patient assessment to prevent/treat
complications, or to improve treatment outcome (2,4)
Request laboratory tests and diagnostic studies to assess
PD treatment adequacy in collaboration with the MDT (2,4)
Sets and audits key indicators of good quality PD
treatments and compares to best practice guidelines (2,4)
Identifies researchable PD therapy practice issues (4)
Leads on-going evaluation of patients and groups of
patients to ensure adequacy of PD treatments (2,4)
Safely and effectively manages more complex,
unpredictable, or less common PD complications (2,4)
Acts as a consultant regarding PD for other healthcare
providers (2,4)

10.Leads the development and review of PD treatment policy

and procedure, maintaining currency and evidence base
(2,3,4)

11. Assesses quality of treatment using a range of
evidence-based quality indicators (2,4)
PD access. 1. Describes perioperative care for patients with 1. Intervenes to protect PD catheter and exit site from
Patient outcome: The newly implanted PD catheters (2) anticipated complications (2)
patient’s PD access will 2. Assesses PD catheter exit site using a recognised | 2. Performs specialised procedures to assess, manage or
be free of complications assessment tool (2) prevent PD access complications (2)
and will provide a flow 3. Performs appropriate catheter exit site dressing 3. ldentifies and manages actual or potential PD access
rate adequate to achieve and associated care according to assessment complications (2)
the dialysis prescription. findings (2) 4. Initiates pre-emptive interventions to prevent or reduce PD
4. Educates the patient on the care of their PD access complications (2)

access (2,3)
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Aspect Patient Outcome Specialty Level Nurse NZNNKSF (NCNZ Specialist Level Nurse NZNNKSF (NCNZ Domain)
of Care Domain)

Pre-operative care 1. Educates about and prepares patient for the 1. Co-ordinates the MDT'’s pre-transplant suitability

Patient outcome: The process of kidney transplant surgery (2,3) assessment process (2,3,4)

patient will be prepared to | 2. Describes the therapeutic and adverse-effects and | 2. Develops a pre and post-transplant education plan (2,3)
receive a kidney precautions of immunosuppressant medications 3. Requests and co-ordinates tissue typing studies according
transplant. for kidney transplantation (2) to local policy (2)

4. Promotes a team approach to transplant-related ethical
issues (1,2,3,4)

5. Directs and monitors pre-operative nursing care to ensure
CKD and transplant-specific needs are met (2,4)

Post-operative care 1. Explains the significance of optimal graft perfusion | 1. Initiates pre-emptive interventions in anticipation of
Patient outcome: The in the post-operative period (2) unfamiliar, complex or unpredictable post-operative
patient will receive a 2. Assesses and interprets fluid balance, complications (2)
successful kidney cardiovascular, and biochemical status, and 2. Accurately assesses and interprets sudden, complex or
transplant. promptly reports to appropriate person if outside unpredictable changes in post-operative patient condition
expected range or if unsure regarding and intervenes appropriately (2)
interpretation (2) 3. Collaborates and co-ordinates MDT and community
3. Administers and monitors immunosuppressive services to optimise patient’s transition to self-care after
therapy (2) discharge (2,4)

4. Co-ordinates post-operative education plan to prepare
patient for self-management (2,4)

Kidney Transplantation (recipient)

On-going monitoring 1. Educates patients about self-management 1. Monitors for and identifies complications related to kidney
and support. following kidney transplantation, including transplantation and intervenes appropriately (2)

Patient outcome: The medications, complications and psychological 2. Develops a plan in collaboration with the patient to address
patient will be supported adjustment and importance of regular follow up knowledge deficits, concerns and barriers regarding self-
to achieve optimal self- with nephrology MDT (2,3) management following kidney transplantation (2,3)
management following 3. Manages transplant monitoring regimens for groups of
kidney transplantation. patients, over a range of time (2)

4. Sets and audits key indicators of good quality kidney
transplant care and compares to best practice guidelines
(2,4)

5. Identifies researchable transplantation practice issues

6. Leads the development and review of kidney
transplantation policy and procedure, maintaining currency
and evidence base. (2,3,4)
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5. Appendix One — Glossary and Abbreviations

CKD

ESKD
Extra-corporeal therapies

MDT

NAG

NCNZz

NEN

Nephrology specialist nurse

Nephrology specialty nurse
NRAB
NZNNKSF

PD
PDRP
RRT

RSA
Self care

Self management

Chronic Kidney Disease

GFR (mL per| Stage | Description
minute per
1.73 m2)

>90 1 Kidney damage with normal kidney function
60 to 89 2 Kidney damage with mildly decreased kidney
function

30 to 59 3 Moderately decreased kidney function
151029 4 Severely decreased kidney function
<15 (or 5 End stage kidney failure

dialysis)

(Kidney Health New Zealand, 2009).

End Stage Kidney Disease

A group of procedures in which blood is taken from a
patient's circulation for wastes and excess water removal
before it is returned to the circulation. Examples include
haemodialysis, haemodiafiltration and haemofiltration

Multi-disciplinary Team

Nursing Advisory Group
Nursing Council of New Zealand
Nephrology Educators Network

Nurses who have specialised in nephrology nursing, caring
for patients with increasingly complex, unpredictable
specialised nephrology care needs; provide expert support
to other members of the healthcare team in managing
nephrology patients; lead nephrology nursing practice and
service development

Nurses who work within a nephrology specialty practice
setting, providing routine, non-complex care for patients
with specialised nephrology care needs

National Renal Advisory Board

New Zealand Nephrology Nursing Knowledge and Skills
Framework

Peritoneal dialysis
Professional Development and Recognition Programme

Renal replacement therapies. Encompasses life-
supporting treatments for kidney failure, including
extracorporeal therapies, peritoneal dialysis, and kidney
transplantation

Renal Society of Australasia

Personal health maintenance. Activities of an individual,
family or community, with the intention of improving or
restoring health, or treating or preventing disease

Interventions, training, and skills by which patients with
CKD can effectively take care of themselves and learn how
to do so
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6. Appendix Two — Consultation and Feedback

In addition to input from members of the NAG and their local focus groups,
feedback was received during consultation from the following individuals and
groups:

Carmel Gregan-Ford Education Manager
Kidney Health New Zealand

Adrian Buttimore Service Leader, Renal Services
Canterbury District Health Board
Lorna Bingham Nurse Practitioner Candidate, Diabetes Service
Capital and Coast District Health Board
Jenny Beavis RSA President, Victoria branch
ESA Coordinator, RMH Kidney Care, Melbourne, Australia
Blair Donkin Registered Nurse, Dunedin Dialysis Unit

Nephrology Educators Network, NZ branch

Devin Mynett Pre-dialysis Clinical Nurse Specialist
Auckland District Health Board

Jean Dufus on behalf Nurse Advisor Neurology, Urology, Transplant, Renal, ORL & Neurosurgery
of senior renal nursing  Auckland District Health Board
team

Confirmation of no further feedback was received from the following individuals
and groups:

Denise Beechey on Pre-dialysis and Renal Anaemia Clinical Nurse Specialist
behalf of senior renal Counties Manukau District Health Board
nursing team

Trish Valentine, on Renal Clinical Nurse Specialist
behalf of senior renal Waikato District Health Board
nursing team

Dr Paul Bennett Associate Professor: School of Nursing and Midwifery, Deakin University,
Melbourne, Australia
Adjunct Associate Professor: School of Nursing and Midwifery, Flinders
University, Melbourne, Australia
Editor: Renal Society of Australasia Journal

Dr Nick Polaschek Acting National Programme Manager, Sector Capability & Implementation
Ministry of Health

Dr Mark Marshall Clinical Head, Department of Renal Medicine, Counties Manakau District
Health Board
Chairperson, National Renal Advisory Board

Maori perspective feedback was received from:

Na Tahu Potiki Stiring  Manager, Whanau Care Services
Capital and Coast District Health Board

Cheryle Kiwi Renal Service Manager
Northland District Health Board
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Pacific perspective feedback was sought from:

Tafale Maddren

Sera Tapu-Taala

Pre-dialysis Nurse Specialist
Northland District Health Board

Diabetes Nurse Specialist, Diabetes Service
Capital and Coast District Health Board

Consumer perspective feedback was sought from:

Michael Papesch

Nora Van der Schrieck

Robin Howarth

Dr Kelvin Lynn

Consumer Advocate
National Renal Advisory Board

Executive Director
Auckland District Kidney Society

President
Wellington Regional Kidney Society

Medical Director
Kidney Health New Zealand

Feedback was also sought from the following individuals during the

consultation phase:

Dr Anne Bonner

Nicolette Sheridan

Fredric Doss

Jane Chittenden

Brenda Clune

Jo-Anne Deane

Debbie Eastwood

Annette Gohns

Mary Mallon

Mandy Robinson

Kirsten Passaris

Fiona Donnelly
Anna Lee

Rose Mace

Professor of Nursing
Queensland University of Technology, Brisbane, Australia

Associate Professor of Nursing
Auckland University

Chair, New Zealand Board of Dialysis Practice
Haemodialysis Educator, Renal Services
Auckland District Health Board

Medical Services Manager
Lakes District Health Board

Manager, Renal Services
Auckland District Health Board

Clinical Director, Renal Service
Waikato District Health Board

Service Manager, Renal Service
Counties Manukau District Health Board

Operations Manager, Renal Services
Waitemata District Health Board

Manager, Renal Services
Capital and Coast District Health Board

Service Manager, Renal Services
Hawkes Bay District Health Board

Chairperson, Renal Society of Australasia
Clinical Service Coordinator, Dialysis Services
Flinders Medical Centre, Melbourne, Australia

RSA President, South Australia & Northern Territory branch

RSA President, NSW/ACT branch
Nurse Practitioner, Renal Services, Shoalhaven District Memorial Hospital,
NSW, Australia

RSA President, Tasmania branch
Nurse Unit Manager, Renal Unit, Launceston General Hospital, Tasmania,
Australia
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Andrea Rolfe
Jane York

Angela Barnes

Suzanne Trim

Jane O’'Malley

Peter Sinclair

RSA President, QLD branch

RSA President, WA branch
Nephrology Nurse Practitioner, Royal Perth Hospital, WA, Australia,

Manager, Projects and Policy for Maori Health
Auckland District Health Board

Professional Officer
New Zealand Nurses’ Organisation

Chief Nurse
Ministry of Health

Chair, Nephrology Educators Network
Lecturer, School of Nursing & Midwifery, University of Newcastle, NSW,
Australia
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National renal transplant model of care 

– Draft Feb 2011

1. Purpose

This document describes the agreed model of care for renal transplantation in New Zealand.


It reflects the Transplant Society of Australia and New Zealand guidelines. 


All the elements of care required for renal transplantation are identified. They are distinguished as either included within a renal transplant episode of care or excluded, meaning they are necessary for renal transplantation but are independently funded in supporting provision of the therapy.  

The model of care provides the basis for a national approach to funding renal transplantation in New Zealand, analogous to that used for other solid organ transplants.

2. Recipient Assessment


Included


· Physician and surgeon assessment


· Transplant co-ordinator assessment


· Transplant co-ordinator waiting list management


· Transplant team discussion and meetings


Excluded


· Special investigations for transplant assessment


· Cardiology including stress cardiac tests and angiography


· Urology


· Radiology including peripheral vascular assessment


· Other expenses associated with end stage renal disease management


Rationale: these are performed by local DHBs as part of their ESRD programmes.


3. Live Donor Assessment


Included


· Physician and surgeon assessment


· Co-ordinator assessment


· Psychiatry/psychology assessment


· Co-ordinator management


· Transplant team discussion and meetings


· CT angiogram


Excluded


· nil

4. Tissue Typing


Included


· HLA typing A,B, DR (twice)


· Anti-HLA Antibody testing


· Luminex screen


· Luminex single antigen where needed


· Quarterly antibody screening


· Live donor crossmatch


· Flow and lymphocytotoxic (twice)


Excluded


· nil


5. Acquisition of kidneys

Deceased donor 

Included

· Surgical retrieval team costs


· Preservation fluid


· Perfusion machine 

Excluded


· Organ Donation New Zealand staff costs


· National kidney allocation system staff costs


· Other ODNZ costs


· Retrieval team flight costs


· Courier costs


· Donor hospital costs associated with management of donor


· Lymphocytotoxic crossmatch


Rationale: direct national funding enables ODNZ to function

Live donor included


· Laparoscopic nephrectomy


· Surgical disposables


· Theatre time


· Anaesthetist


· Post-op anaesthetic care


· Surgical ward care (average 3 days)


Excluded


· nil


6. Recipient management post-transplant

Included


· Physician and surgeon in-patient management


· Junior medical staff


· “High-dependency” care management for 24 hours


· Ward care (average 7 days)

· Other admissions post transplant (in the first two weeks) 

· Medications


· Thymoglobulin for 25% of patients


· Valganciclovir for 50% of patients (both prophylaxis and treatment)


· Other in-patient medications


· Transplant co-ordinator education (in care of transplant) 

· Ancillary staff


· Dietitian


· Physiotherapy


· Occupational therapy


· Pharmacist


· Social work


· Psychiatry


· Radiology


· Biopsy (1* implantation, 1.5* investigation)


· Transplant US (1* routine, 1* investigation)


· Other


· Blood tests


· Out-patient follow-up


· Daily for 30 day period


· Physician – co-ordinator management 


· Blood tests


Excluded


· Immunosuppressive medication (Community funded)


· Valganciclovir (could be excluded if community funding approved)


7. Costing estimates for renal transplantation 

These have been based on review of 24 months of adult renal transplantation at Auckland City Hospital.


For each patient we have 


· captured costs associated with specific procedures / investigations / charges where these have line items available to us


· apportioned costs for transplant team personnel 

· senior medical staff costs from recent job-sizing exercise


We will / have closely reviewed 3 recipients’ costs matching these with estimates to authenticate the estimates.


8. Authorship and validation  

This model was documented by Ian Dittmer, Clinical Director, Dept of Renal Medicine ADHB on behalf of the Auckland Renal Transplant Group.

It was reviewed and finalized by the Transplant subcommittee of the National Renal Advisory Board and agreed by the full Board in March 2011.
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Section 2: PROPOSED RESEARCH

Rationale for Research

At the end of 2010, 2378 New Zealanders were undergoing dialysis, and this number is growing at a 10-fold higher rate than the general population1. These patients have a ~10-fold higher age-matched mortality than the general population, a reduced quality of life, and consume disproportionate health resources. The provision of dialysis contributes ~1% of NZ’s entire health care expenditure
 ADDIN EN.CITE 
2
. Currently, fewer than 40% of patients are on home-based peritoneal dialysis (PD). In New Zealand (NZ), PD is associated with a comparable or superior outcomes compared to haemodialysis (HD), but with a lower treatment cost ($42,592 per pt-year for hospital HD, $18,614 per pt-year for continuous ambulatory PD (CAPD), $27,685 per pt-year for automated PD (APD)). PD is therefore strongly encouraged by providers as a means of potentially improving outcomes, empowering patients in the principles of self-management, and achieving sustainable dialysis-associated costs.
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In the last 15 years, PD use in NZ has declined by almost 50% (Fig. 1). A prime contributor to this situation is the high rate of treatment-related technique failure (TF)3: the 3-year TF in NZ is 68%4, compared to 9% in China
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, 20.9% in Japan
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, 27% in Hong Kong8, 35% in Canada
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 and 38% in the US10. In NZ, the leading cause of technique failure is patient preference (29%), followed by peritoneal membrane failure (28%), PD-related peritonitis (21%), and mechanical complications (16%)4. 


 Another contributor to lower PD use is drop-out from patient death. In NZ, PD is associated with a 32% higher survival than facility HD in the first 3-4 years of treatment, but worse survival thereafter (Fig. 2)11. This time-dependant change in mortality risk has been noted elsewhere and is usually attributed to eventual loss of residual renal function in those on PD
 ADDIN EN.CITE 
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. However, it is also likely to be due to factors associated with premature TF: namely peritoneal membrane failure and PD-related peritonitis.  Peritoneal membrane failure arises from cumulative glucose exposure over time, and is associated with lower dialysis dose and reduced ultrafiltration, both of which accelerate cardiovascular (CV) morbidity and mortality
 ADDIN EN.CITE 
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. PD-related peritonitis is associated with a high mortality in the immediately adjacent period16, and also deleterious long-term peritoneal damage that leads to membrane failure and its consequences. 


A better understanding is needed of treatment-related and service-related factors responsible for TF and mortality in NZ, and this will allow us to address potentially modifiable factors to increase PD use. The current research proposal involves NZ participation in the Peritoneal Dialysis Outcomes and Practice Pattern Study (P-DOPPS), an international cohort study that is commencing in the Australia, Canada, Hong Kong, the UK and the US. The aim of the P-DOPPS is to identify modifiable practices in NZ PD programs that are associated with lower rates of TF and mortality. Research questions have been developed by the NZ research team, with a view to analyses within both the national cohort but also within the extended international cohort. These questions focus on several practice patterns of relevance to NZ. The P-DOPPS aims to determine which of these practice patterns are associated with lower rates of TF and mortality.


Research Design and Methods

Overview: The P-DOPPS is a prospective accelerated-cohort study of PD patients and practices, studying inter-centre and international variation in PD practices and outcomes to identify important, potentially causal associations. 
The P-DOPPS will use the same infrastructure as the ongoing Dialysis Outcomes and Practice Patterns Study (DOPPS), a cohort study of haemodialysis (HD) patients and practices that has been ongoing since 2001 in 12 countries including NZ (www.dopps.org). The Data Coordinating Centre (DCC) for the DOPPS programs is Arbor Research Collaborative for Health in the US. Participation of at least five countries and 100 PD facilities is being sought for P-DOPPS. Funding for the study is secured in the US, and currently being sought in Canada, the UK, Australia, and Hong Kong. Funding from the HRC would secure NZ participation in P-DOPPS and be directed wholly to support data collection activities in NZ.


Aim and Hypotheses: The P-DOPPS will focus on 5 key research hypotheses, immediately relevant because (i) practice patterns vary among providers within NZ and between countries; (ii) together, the practices impact the key causes of TF and mortality; (iii) therefore, the impact of modifying these practices of technique and patient survival stands to be substantial.


		Hypothesis

		Exposure(s)

		Population

		Primary Outcome

		Secondary Outcomes



		Icodextrin use is associated with lower rates of primary & secondary outcomes
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		Non-glucose based PD solution ico-dextrin (timing and use)

		1) Incident and prevalent PD patients 

2) Incident PD patients

		All-cause TF or mortality

		All-cause mortality, cause-specific (CV) mortality, cause-specific (membrane failure/volume overload) TF



		APD is associated with lower rates of primary & secondary outcomes 

		APD (timing and use)

		1) Incident and prevalent PD patients

2) Incident PD patients

		All-cause TF 

		All-cause mortality, cause-specific (patient preference) TF, kidney disease-specific burden/symptoms



		Low GDP PD solution use is associated with lower rates of primary & secondary outcomes than s
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		Low GDP PD solution (timing and use)

		1) Incident and prevalent PD patients

2) Incident PD patients

		All-cause TF or mortality

		All-cause mortality, cause-specific (infectious) TF, PD-related infection, loss of residual renal function



		Early transfer from PD to HD after recurrent peritonitis is associated with lower rates of primary & secondary outcomes21

		Timing of transfer from PD to HD, type of infecting organism

		1) Incident and prevalent PD patients

		All-cause mortality

		Cause-specific (infectious) mortality, all-cause hospitalization



		Health service delivery interventions after an episode of peritonitis are associated with lower rates of primary & secondary outcomes

		Health service delivery interventions (e.g. re-training, home visits by service)

		1) Incident and prevalent PD patients

		All-cause TF or mortality

		All-cause mortality, cause-specific (infectious) TF, PD-related infection





Timeline: The international P-DOPPS is a 5-year study, with the first year devoted to study start-up and the last to publication efforts and translational activities. We request 3 years of funding from the HRC, to support (and commencing with) data collection for the NZ study. 

Patient Selection: Within NZ, the P-DOPPS will offer participation to a random sample of patients from 9 of the 11 centres providing PD who have already agreed to participate in P-DOPPS (this includes 767 patients from a total of 822 on PD in NZ as of 31 Dec 2010). Depending on service size, 15-30 patients will be randomly selected for study enrolment. Departing patients will be replaced every 4 months. After selection of the initial prevalent cohort, each service will be instructed to oversample incident patients by enrolling an average of 15 new-to-PD patients at the time they start PD. Incident patient sampling will be important to construct a complete model of patient outcomes starting at dialysis initiation. The prevalent cross-sections allow the use of left-truncated survival models to extend the time-to-event analyses beyond the study period of 3 years by incorporating patients who have been on PD for a number of years before study entry. Internationally, an identical strategy will be used for patient selection, although it will be nested in a random selection of dialysis services within each country to ensure a nationally representative sample. 

Data Collection, Analytical Plan, Power Calculations: Patterned after the DOPPS, survey instruments and data collection will be standardized across countries to capture detailed longitudinal data via patient questionnaires for enrolled PD patients and facility-level questionnaires. Study coordinators at each participating dialysis service will carry out data collection in an accurate and timely fashion. Survey contents are currently being finalized through collaboration with the International Society of Peritoneal Dialysis (www.ispd.org ) and pre-tested at multiple sites for content, data-availability and burden. There are no interventions related to the study other than a voluntary patient questionnaire once a year. Cox proportional hazards models starting from PD inception or study entry (via left-truncated analysis) will be used, with instrumental variable modelling to address unmeasured confounding and treatment-by-indication bias. Using data from the 100 or more facilities anticipated to be recruited, there will be an 80% power to detect hazard ratios of 1.21 or greater for practice patterns associated with mortality, 1.16 for TF, and 1.12 or greater for PD-related peritonitis. 

Research Impact

Findings from P-DOPPS will be translated to shape clinical practice and improve care within NZ. This will lessen barriers to PD utilization; improve PD patient care and survival; and lower overall costs for dialysis care. We anticipate that P-DOPPS findings will lead directly to quality improvement initiatives for patients on PD in NZ, implemented through the NZ Standards and Audits Subcommittee of the National Renal Advisory Board (www.moh.govt.nz/nrab). We intend to disseminate the knowledge generated from P-DOPPS to three principal audiences: scientists/ clinicians (via medical publications and continuing medical education symposia), patients on PD (through advocacy groups such as Kidney health NZ), and the lay public (through media releases). The potential for cost-savings from improved PD utilization in NZ is high: crudely, an improvement in TF in NZ to that of the US or Canada would result in an increase of 894 pt-years on PD (with a corresponding reduction for HD) over a 5 year time frame. Weighting this for current APD vs. PD utilization and home vs. satellite vs. hospital HD utilization, this would result in an estimated cost saving of $NZ 7.5 M over the same period.  An improvement in TF to that of South Korea would double these estimates.

Responsiveness to Māori

The P-DOPPS is aligned with government priorities (as outlined in legislation) and key strategies pertaining to NZ Māori (Better, Sooner More Convenient Care in the Community 2011, NZ Public Health and Disability Act 2000, NZ Health Strategy, NZ Disability Strategy, NZ Māori Health Strategy (He Korowai Oranga)). Using ANZDATA, 759 (32%) of the 2378 patients undergoing dialysis in NZ in 2010 were NZ Māori (www.anzdata.org.au), as opposed to 565,329 (13.5%) of the 4,184,095 people in the general population (2006 census). NZ Māori are therefore over-represented in the end-stage kidney disease population. The prime benefit of this research for Māori is through reducing inequality in health-related outcomes: the hazard ratio for death in Māori compared to NZ European is 1.5 (95%CI, 1.3–1.7), adjusted for age, gender and comorbidities


22-23 ADDIN EN.CITE . Interventions to improve outcomes of dialysis will therefore have a higher attributable benefit for Māori, reducing overall health inequalities. The ongoing DOPPS has been already critically reviewed by the CMDHB Māori Research Review Committee, and is being conducted using the four tikanga-based principles contained within the Te Ara Tika framework: Whakapapa (relationships), Tika (research design), Manaakitanga (cultural and social responsibility, respect for persons), and Mana (equity and justice).

Track Record of the Research Team

Dr Marshall (nephrology) is an epidemiologist and trialist of international standing in dialysis-related research. He is also Chair of the National Renal Advisory Board, and ideally positioned to facilitate knowledge translation from P-DOPPS in NZ. He is the First NI on one HRC award at the current time, and a NI on 2 others. Dr Collins (nephrology) has an international profile for PD- related research and is NZ’s most influential opinion leader and researcher in this area. As the P-DOPPS DCC, Arbor Research Collaborative for Health maintains a broad range of experienced staff to successfully meet the needs of this large international project. Arbor Research conducts major studies in epidemiology and public health, offering expertise in biostatistical analysis and economic evaluation, and management and integration of large data sets. Co-investigators on the P-DOPPS proposal include Dr. Bruce Robinson (PI of the DOPPS and P-DOPPS programs), Dr. Ronald Pisoni (Senior Research Investigator, DOPPS), Dr. Douglas Schaubel (Associate Professor, University of Michigan Department of Biostatistics), and Keith McCullough (Senior Biostatistician, Arbor Research).
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43. Powell KF, Wilson HG, Croxon MC, Marshall MR, Wong EH, Anderson NE, Thomas MG. Herpes zoster meningoencephalitis without rash: varicella zoster virus DNA in CSF. Journal of Neurology, Neurosurgery, and  Psychiatry, Vol. 59, pp 198, 1995



		Peer reviewed books, book chapters, books 



		1. Marshall MR, Palevsky PA. Chapter 5.1. Intermittent Hemodialysis and Sustained Low-Efficiency Dialysis. Oxford Textbook of Clinical Nephrology, edited by Turner, Goldsmith, Himmelfarb, Lameire, Remuzzi, Wanner, Winearls (Oxford, UK), 4th Ed (ISBN-13: 978-0-1985-0824-3), due for release 2013.


2. Marshall MR, Golper TA. Sustained Low Efficiency or Extended Daily Dialysis. UpToDate® Vol. 7, Number 2, August 1999 to current.


3. Ramos P, Marshall MR, Golper TA. The Acute Hemodialysis Prescription. UpToDate® Vol. 7, Number 2, August 1999 to current.


4. Marshall MR. Dialytic Management of Acute Kidney Injury and Intensive Care Unit Nephrology. Comprehensive Clinical Nephrology, edited by Jürgen Floege, Richard Johnson, and John Feehally, 4th Ed (ISBN-13: 978-0-3230-5876-6), 2010.


5. Golper TA, Clark JA, Majors DS, Craig MA, Marshall MR. Chapter 235. Practical Aspects of Hybrid Dialysis Techniques. Critical Care Nephrology, edited by Claudio Ronco, Rinaldo Bellomo, John Kellum, 2nd Ed (ISBN-13: 978-1-4160-4252-5), 2009.


6. Marshall MR, Golper TA. Chapter 234. Hybrid Dialysis Techniques in the Intensive Care Unit. Critical Care Nephrology, edited by Claudio Ronco, Rinaldo Bellomo, John Kellum, 2nd Ed (ISBN-13: 978-1-4160-4252-5), 2009.


7. Marshall MR, Casino FG. Chapter 218. Quantification of Acute Renal Replacement Therapy. Critical Care Nephrology, edited by Claudio Ronco, Rinaldo Bellomo, John Kellum, 2nd Ed (ISBN-13: 978-1-4160-4252-5), 2009.


8. Marshall MR. The Emergence of Hybrid Renal Replacement Therapy. Section B, Chapter 2. Critical Care Update 2006, edited by Vineet Nayyar),  (ISBN-13: 978-8-1844-8039-9), 2008. 


9. Paganini E, Marshall MR. Acute Renal Replacement Therapy. Chapter 87. Comprehensive Clinical Nephrology, edited by Jürgen Floege, Richard Johnson, and John Feehally, 3rd Ed (ISBN-13: 978-0-3230-4602-2), 2007.


10. Marshall MR, Golper TA. Intermittent Hemodialysis. Chapter 13. Intensive Care in Nephrology.  Patrick Murray, Hugh Brady, Jesse B Hall (eds), 1st Ed (ISBN-13: 9781841842189), 2006.

11. Marshall MR, Golper TA.. Other Dialysis Modalities. Chapter 82. Comprehensive Clinical Nephrology, edited by Richard Johnson, and John Feehally, 2nd Ed (ISBN-13: 978-0-7234-3258-6), 2003



		Selected  Refereed conference proceedings relevant to the grant



		



		Patents



		



		Other forms of dissemination (reports for clients, technical reports, popular press, etc)



		





Section 4: LAY SUMMARY

The number of patients on dialysis in NZ continues to increase at a 10-fold higher rate than the general population. Peritoneal dialysis (PD) is one form of dialysis, and appears to have similar survival and quality of life to the other main form of dialysis, which is haemodialysis (HD). Importantly, PD is markedly less expensive than HD. However, the numbers of patients on PD in NZ are diminishing. This is occurring because of technical and infectious complications of PD that are resulting in patients either dying or changing to HD prematurely. Experience from overseas suggests that we in NZ are not achieving as good results as we should be. This study will identify and explore different ways of delivering PD to improve patient survival, experience, and technical PD delivery to increase utilization in NZ. Ultimately, this will provide better outcomes for patients with kidney disease at reduced cost. 
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Mark Marshall

From: Murray Leikis [CCDHB] [Murray.Leikis@ccdhb.org.nz]

Sent: Monday, 13 August 2012 12:29 p.m.

To: Mark Marshall; lan Dittmer (ADHB); Mark Marshall (CMDHB); justin.roake@cdhb.govt.nz
Cc: Philip Matheson [CCDHB]

Subject: FW: New proposed Valcyte Special Authority Funding

Attachments: Pharmac Valcyte Consultation Document.pdf

Hi Guys, | received this late last week from the Roche rep.

Essentially a Pharmac consultation document regarding Special Authority approved funding of Valcyte.

It proposes a number of different categories but for us being either 3 months of full dose or 6 months of half dose
Valcyte following Tx for all D+R- or for all R+ if have anti-lymphocyte or rituximab treatment.

Personally I think this is good but of course all guideline recommend prophylaxis for all D+R- and R+ patients post
Tx. | think that would be too much to ask pharmac to consider. If it comes through then will certainly save our bottom
line a few dollars but not having to pay for Valcyte out of our budget.

I note this morning that the closure date for feedback is 14 August i.e. tomorrow.
I'm just wanted you guys to have a chance to consider the document from a NRAB or Tx sub-committee perspective.

Cheers

Murray

This email or attachment(s) may contain confidential or legally privileged information intended for the
sole use of the addressee(s). Any use, redistribution, disclosure, or reproduction of this message,
except as intended, is prohibited. If you received this email in error, please notify the sender and
remove all copies of the message, including any attachments. Any views or opinions expressed in this
email (unless otherwise stated) may not represent those of Capital & Coast District Health Board.

http://www.ccdhb.org.nz

(1C_S1)






_1411790194.pdf
Mark Marshall

From: Rob Walker [rob.walker@otago.ac.nz]

Sent: Friday, 28 September 2012 2:17 p.m.

To: Mark Marshall

Subject: FW: Consultation regading funding of Certain Pharmaceuticals in DHB Hospitals and
Community

Attachments: Hospital Pharmacueticals Consultation.pdf

HI Mark,

Going through the list, | am most concerned that ciprofloxacin is going to be changed to having an Infectious Disease
Physician endorsement before it can be prescribed. Given it's importance especially in the setting of complex urinary tract
infections etc (unless we always label it pyelonephritis) this could pose problems. Likewise there will be other situation in
our clinical practice where it is unnecessary to get ID endorsement. | would like the NRAB to make a submission on before
of all nephrology to have the stipulation changed.

Happy to discuss further.

ROb

From: Catherine Kingsbury <Catherine.Kingsbury@pharmac.govt.nz>

Date: Tuesday, 25 September 2012 2:46 PM

To: Catherine Kingsbury <Catherine.Kingsbury@pharmac.govt.nz>

Subject: Consultation regading funding of Certain Pharmaceuticals in DHB Hospitals and Community

Good afternoon

Please find attached a proposal relating to the funding of certain pharmaceuticals in DHB Hospitals and in the
community.

We invite feedback for this proposal to be submitted to Sean Dougherty (sean.dougherty@pharmac.govt.nz) in
writing by Monday 29 October 2012.

Kind regards
Catherine

Catherine Kingsbury| Funding & Procurement Assistant

PHARMAC | PO Box 10-254 | Level 9, 40 Mercer Street, Wellington
DDI: +64 4 916 7533 | P: +64 4 460 4990| F: +64 4 460 4995 | www.pharmac.govt.nz

This email and any files transmitted with it are confidential and
intended solely for the use of the individual or entity to whom they

are addressed. If you have received this email in error please notify
the system manager.

This footnote also confirms that this email message has been swept by
MIMEsweeper for the presence of computer viruses.
www.clearswift.com
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CONSULTATION PHARMAC

Pharmaceutical Management Agency

25 September 2012

Proposal Relating to the Funding of Certain Pharmaceuticals in
DHB Hospitals and in the Community

PHARMAC is seeking feedback on a proposal relating to the establishment of a nationally-
consistent list of pharmaceuticals to be funded within DHB hospitals. This list would be
published in Part Il of Section H of the Pharmaceutical Schedule from 1 July 2013.

As a related issue, we are also seeking feedback on changes to the funding of some
pharmaceuticals in the community: new listings and changes to subsidy criteria, as a flow-on
effect of this proposal.

This consultation refers to the creation of four therapeutic groups within Section H:

e Alimentary Tract and Metabolism (gastroenterology, diabetes, metabolic disorders)

e Infections (infectious diseases)

e Respiratory System and Allergies (respiratory medicine, clinical immunology)

e Sensory Organs (ophthalmology)
Together these four groups also cover products used within otolaryngology.
While these headings primarily relate to pharmaceuticals that are used by clinicians working
in the specialities identified above, this is not always the case. As such, while we have
distributed this proposal widely, if you consider that there are organisations or individuals

that should be made aware of this document, please refer them to this consultation, or let us
know.

Feedback sought

PHARMAC welcomes feedback on this proposal. To provide feedback, please submit it in
writing by Monday, 29 October 2012 to:

Sean Dougherty Email: sean.dougherty@pharmac.govt.nz
Funding Systems Development Manager
PHARMAC Fax: 04 460 4995

PO Box 10 254
Wellington 6143

Feedback we receive is subject to the Official Information Act 1982 (OIA) and we will
consider any request to have information withheld in accordance with our obligations under
the OIA.

We are not able to treat any part of your feedback as confidential unless you specifically
request that we do. If you would like us to withhold any commercially sensitive, confidential
proprietary, or personal information included in your submission, please clearly state this in
your submission and identify the relevant sections of your submission that you would like
withheld.

A527748 Level 9, 40 Mercer Street, PO Box 10-254, Wellington 6143, New Zealand
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If you have any questions about certain products, or would like to arrange a meeting or
teleconference to discuss this proposal further, please contact either Sean Dougherty, or:

For the Infections and Sensory Organs therapeutic groups:

Greg Williams
Therapeutic Group Manager
greg.wiliams@pharmac.govt.nz

For the Respiratory System and Allergies therapeutic group:

Christine Chapman
Therapeutic Group Manager
christine.chapman@pharmac.govt.nz

For the Alimentary Tract and Metabolism therapeutic group:

Natalie Davis
Therapeutic Group Manager
natalie.davis@pharmac.govt.nz

All feedback received before the closing date will be considered by PHARMAC’s Board (or
Chief Executive acting under delegated authority) prior to making a decision on this
proposal.

We are interested in all feedback relevant to this proposal. However, we are particularly
interested in DHB hospitals identifying significant clinical, financial or workflow issues that
may arise from parts of this proposal.

Other consultations

This document contains the second section of products that are proposed as inclusions and
exclusions from Section H (the first section that we sought feedback on was the
Cardiovascular System and Musculoskeletal System therapeutic groups). All of PHARMAC's
consultations relevant to this work are available on PHARMAC’s website:

www.pharmac.govt.nz/HospitalPharmaceuticals

In total, we expect to seek feedback on the composition of Section H in four sections, with
the final two sections being released for consultation over the next six months. At this stage,
we anticipate that the third section will include pharmaceuticals relating to the central
nervous system, dermatology, endocrinology, obstetrics and gynaecology. We will be
seeking feedback for this either late 2012 or early 2013.

The fourth section is likely to cover haematology, oncology, transplant medicine, medical
nutrition, intravenous fluids, antidotes, diagnostic agents and extemporaneous compounds;
this will be the subject of a consultation document early next year.

Background

Following the Government’s decision that PHARMAC should become responsible for the
funding of hospital pharmaceuticals, we have reviewed the use of hospital pharmaceuticals
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with a view to creating a nationally-consistent list of pharmaceuticals that would be funded in
all DHB hospitals. Our intention is that this list would be contained in Part Il of Section H of
the Pharmaceutical Schedule. Use of pharmaceuticals outside of the list in Section H, or
outside of any specified indication restrictions contained in the list, would require approval
under a case-by-case exceptions mechanism.

Please note that we released a consultation titled “Proposed Pharmaceutical Schedule
Rules for Hospital Pharmaceuticals” in July this year which may provide some useful
context for reviewing these lists. This consultation (which closed on 31 August 2012) is
still available on our website: www.pharmac.govt.nz/HospitalPharmaceuticals. In
summary we have proposed that:

=  Products included in Part Il of Section H would be available for use in all DHB
hospitals.

= Restrictions on use, either prescriber-type or indication-based restrictions would
apply to some products. Detail as to how these might be implemented is
provided.

» Use of products outside the list, or for use outside any indication-based
restrictions, would require case-by-case approval under a scheme that we
expect to be based on PHARMAC’s Named Patient Pharmaceutical Assessment
policy. An outline of how this might be implemented differently in DHB hospitals
is provided.

The process leading up to a decision on the products to be included in each therapeutic
group involves three distinct stages: information collection, clinical advice and consultation.
We began by requesting information on the current use of pharmaceuticals in all DHB
hospitals and, augmenting this with information provided by relevant professional societies,
sought advice from the Pharmacology and Therapeutics Advisory Committee (PTAC), along
with its Anti-Infective, Respiratory, Ophthalmology, Diabetes, Gastrointestinal and Hospital
Pharmaceuticals Subcommittees.

Minutes of PTAC and PTAC Subcommittee meetings that are relevant to this proposal are
available on our website:

www.pharmac.govt.nz/HospitalPharmaceuticals
Details of the proposal

We are proposing to create a list of pharmaceuticals that would be available in all DHB
hospitals. The list would be in Section H of the Pharmaceutical Schedule and would use the
“therapeutic group” structure that is used in the Pharmaceutical Schedule for community
pharmaceuticals (Section B), which is broadly based on the anatomical-therapeutic-chemical
(ATC) classification system used by the World Health Organisation.

This proposal relates to the list of pharmaceuticals for four of these therapeutic groups: the
Infections group, the Respiratory System and Allergies group, the Sensory Organs group
and the Alimentary Tract and Metabolism group.

We note that we have previously sought feedback on the Cardiovascular System group and
the Musculoskeletal System group. No decisions have been made on these groups as yet.
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Appended to this letter are the lists of pharmaceuticals that are proposed for inclusion in
Section H under the four therapeutic groups, along with any proposed prescribing
restrictions. These appendices also contain details of products that were also considered,
but that we are not proposing to include in Section H at this time.

Please note that:

e if a pharmaceutical does not appear in these appendices, it will be for one of two
reasons: first, that it was not considered through this process; or second, that it has
been considered as part of another therapeutic group and will be included in a
subsequent round of consultation;

¢ some chemicals will have formulations listed across several sections — for example,
low-dose aspirin would be included as part of the antithrombotic agents section (in
the Blood and Blood-Forming Organs therapeutic group), and high dose preparations
would be listed as analgesic agents (in the Nervous System therapeutic group);

o for a very small number of products, we will address different indications at different
times but we will be clear when this is the case, and we expect that this will only be
the case for biologic agents — for example, note that infliximab is addressed in three
of the four therapeutic groups; and

¢ we will be seeking feedback on vaccines at a later time.

If you think that a product has been omitted from this process that should not have been,
please let us know.

Prescriber-level restrictions

Please note that it is our intention that a prescriber-level restriction would mean that other
hospital-based prescribers (that is, other than those specified) would still be able to
prescribe those agents, but would need either:

(a) to be using that agent in accordance with their hospital’s protocols or guidelines; or
(b) to obtain a recommendation from a specified prescriber for its use.

We note that this will be of particular relevance to the infections section, which would mean
that a product with a restriction of, for example, “infectious disease physicians and clinical
microbiologists” would still be able to be prescribed by other clinicians, but in a more limited
capacity.

Pharmaceuticals not included

The appendices to this letter also detail the pharmaceuticals that we are proposing would be
excluded from Part Il of Section H at this time. In general, these fall into three categories:

1. Products for which we are of the view that inclusion in Section H should only occur if
they become subsidised in the community.

2. Products that have been used in some DHB hospitals, but are not widely used and/or
we consider that there is insufficient need for them to be available.
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3. Products that are not currently used in DHB hospitals, and we consider that a
substantive funding application for these would need to be considered (and in some
cases Medsafe registration is yet to be obtained).

Please note however that if the proposal is accepted, and these products are excluded, any
of them could be re-considered for inclusion in Section H at any time in the future, through
our normal process for considering applications for funding.

Community listings

Should this proposal be accepted, we would also list some of these pharmaceuticals in
Section B of the Pharmaceutical Schedule, which would mean that they would be subsidised
when dispensed from community pharmacies. We are also proposing to make some
amendments to the prescribing criteria for several of these items in the community, which
would create better alignment of use between hospitals and the community.

These proposed changes are highlighted in the attached appendices.
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ALIMENTARY TRACT AND
METABOLISM

Antacids and Antiflatulents

Antacids and Reflux Barrier Agents
ALUMINIUM HYDROXIDE WITH MAGNESIUM
HYDROXIDE AND SIMETICONE

Oral lig 200 mg with magnesium hydroxide 200 mg
and simeticone 20 mg per 5 ml

Tab 200 mg with magnesium hydroxide 200 mg
and simeticone 20 mg

CALCIUM CARBONATE
Tab 420 mg
SIMETICONE
Oral drops 100 mg per ml
SODIUM ALGINATE WITH MAGNESIUM ALGINATE

Powder for oral soln 225 mg with magnesium
alginate 87.5 mg

SODIUM ALGINATE WITH SODIUM BICARBONATE
AND CALCIUM CARBONATE

Oral lig 500 mg with sodium bicarbonate 267 mg
and calcium carbonate 160 mg per 10 ml

Tab 500 mg with sodium bicarbonate 267 mg and
calcium carbonate 160 mg

SODIUM CITRATE
Oral lig 8.8% (300 mmol/L)
Phosphate Binding Agents
ALUMINIUM HYDROXIDE
Tab 600 mg

Antidiarrhoeals and Intestinal Anti-Inflammatory
Agents

Antipropulsives

DIPHENOXYLATE HYDROCHLORIDE WITH
ATROPINE SULPHATE

Tab 2.5 mg with atropine sulphate 25 mcg

LOPERAMIDE HYDROCHLORIDE
Cap 2 mg
Tab 2 mg
Rectal and Colonic Anti-Inflammatories
BUDESONIDE
Restricted
Must meet community Special Authority criteria
Cap 3 mg
GLYCERYL TRINITRATE
Ointment 0.2%
HYDROCORTISONE ACETATE
Rectal foam 10%
MESALAZINE
Tab 400 mg
Tab EC 500 mg
Tab long-acting 500 mg
Suppos 500 mg
Suppos 1g
Enema 1 g per 100 ml
OLSALAZINE
Cap 250 mg
Tab 500 mg
SODIUM CROMOGLICATE
Cap 100 mg
SULPHASALAZINE
Tab 500 mg
Tab EC 500 mg
Tumor Necrosis Factor (TNF) Inhibitors
ADALIMUMAB
Restricted
Must meet community Special Authority criteria
Inj 40 mg per 0.8 ml prefilled pen
Inj 40 mg per 0.8 ml prefilled syringe

INFLIXIMAB

Restricted
Initiation - Crohn’s disease - gastroenterologist
All of the following:
1.  Patient has severe active Crohn’s disease; and
2. Any of the following:
2.1. Patient has a Crohn’s Disease Activity Index

(CDAI) score of greater than or equal to
300; or

2.2. Patient has extensive small intestine
disease affecting more than 50 cm of the
small intestine; or

2.3. Patient has evidence of short gut syndrome
or would be at risk of short gut syndrome
with further bowel resection; or

2.4. Patient has an ileostomy or colostomy, and
has intestinal inflammation; and

3. Patient has tried but had an inadequate response
to, or has experienced intolerable side effects
from, prior systemic therapy with
immunomodulators at maximum tolerated doses

(unless contraindicated) and corticosteroids; and

4.  Surgery (or further surgery) is considered to be
clinically inappropriate; and

5.  Patient must be reassessed for continuation after 3
months of therapy; and

Continuation - Crohn’s disease - gastroenterologist

1. One of the following:

1.1.  CDAI score has reduced by 100 points from
the CDAI score when the patient was
initiated on adalimumab; or

1.2. CDAI score is 150 or less; or

1.3. The patient has demonstrated an adequate
response to treatment but CDAI score
cannot be assessed; and

2. Infliximab to be administered at doses no greater
than 5 mg/kg every 8 weeks.

(continued...)
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Initiation - Fistulising Crohn’s disease -
gastroenterologist
All of the following:
1. Patient has confirmed Crohn’s disease; and either:
1.1. Patient has one or more complex externally
draining enterocutaneous fistula(e); or
1.2. Patient has one or more rectovaginal
fistula(e); and
2. An adequate trial of conventional treatment has
not been successful (defined as at least 4 months
therapy with an adequate dose of thiopurine or
methotrexate); and
3. Patient must be reassessed for continuation after 4
months of therapy.
Continuation - Fistulising Crohn'’s disease -
gastroenterologist
1.  Either:
1.1.  The number of open draining fistulae have
decreased from baseline by at least 50%;, or
1.2. There has been a marked reduction in
drainage of all fistula(e) from baseline as
demonstrated by a reduction in the Fistula
Assessment score, together with less
induration and patient reported pain; and
2. Infliximab to be administered at doses no greater
than 5 mg/kg every 8 weeks.
Initiation - acute severe fulminant ulcerative colitis -

gastroenterologist
1.  Patient has acute, severe fulminant ulcerative
colitis; and

2. Treatment with intravenous corticosteroids has not
been successful; and

3. Patient must be reassessed for continuation after 6
weeks of therapy.

Continuation - severe fulminant ulcerative colitis -

gastroenterologist

1.  Where maintenance treatment is considered
appropriate, infliximab should be used in
combination with immunomodulators and
reassessed every 6 months; and

(continued...)

2. Infliximab to be administered at doses no greater
than 5 mg/kg every 8 weeks.

Initiation - severe ulcerative colitis - gastroenterologist

1.  Patient has severe ulcerative colitis; and

2. Patient has tried but had an inadequate response
to, or has experienced intolerable side effects
from, prior systemic therapy with
immunomodulators at maximum tolerated doses
for an adequate duration (unless contraindicated)
and corticosteroids; and

Surgery (or further surgery) is considered to be
clinically inappropriate; and

4. Patient must be reassessed for continuation after 3

months of therapy.
Continuation - severe ulcerative colitis -
gastroenterologist

1. Patient is continuing to maintain remission and the
benefit of continuing infliximab outweighs the risks.

Infliximab to be administered at doses no greater
than 5 mg/kg every 8 weeks.

Inj 100 mg
Antihaemorrhoidals

Corticosteroids

CINCHOCAINE HYDROCHLORIDE WITH
HYDROCORTISONE

Oint 5 mg with hydrocortisone 5 mg per g
Suppos 5 mg with hydrocortisone 5 mg per g

FLUOCORTOLONE CAPROATE WITH
FLUOCORTOLONE PIVALATE AND CINCHOCAINE

Oint 950 mcg with fluocortolone pivalate 920 mcg
and cinchocaine hydrochloride 5 mg per g

Suppos 630 mcg with fluocortolone pivalate
610 mcg and cinchocaine hydrochloride 1 mg

Rectal Sclerosants

OILY PHENOL
Inj 5%, 5 ml

Antispasmodics and Other Agents Altering Gut

Motility

HYOSCINE BUTYLBROMIDE (SCOPOLAMINE)
Inj 20 mg, 1 ml
Tab 10 mg

MEBEVERINE HYDROCHLORIDE
Tab 135 mg

Antiulcerants

Antisecretory and Cytoprotective

MISOPROSTOL

Tab 200 mcg
H2 Antatonists
CIMETIDINE

Tab 200 mg

Tab 400 mg
RANITIDINE

Tab 150 mg

Tab 300 mg

Oral lig 150 mg per 10 ml

Inj 25 mg per ml, 2 mi
Proton Pump Inhibitors
LANSOPRAZOLE

Cap 15 mg

Cap 30 mg
OMEPRAZOLE

Restricted
Dispersible tablets — only for use in tube-fed patients

Cap 10 mg
Cap 20 mg
Cap 40 mg
Tab dispersible 20 mg
Powder for oral liquid
Inj 40 mg
Inf 40 mg
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PANTOPRAZOLE

Tab 20 mg

Tab 40 mg

Inj 40 mg
Site Protective Agents
BISMUTH

Tab 120 mg
SUCRALFATE

Tab1g
Bile and Liver Therapy

L-ORNITHINE L-ASPARTATE
Grans for oral liquid 3 g

Diabetes
Alpha Glucosidase Inhibitors
ACARBOSE

Tab 50 mg

Tab 100 mg
Hyperglycaemic Agents
GLUCAGON HYDROCHLORIDE

Inj 1 mg syringe kit
GLUCOSE

Gel 40%

Tab1.5¢g
Insulin — Intermediate-Acting Preparations
INSULIN ASPART

Inj 100 u per ml, 3 ml prefilled pen
INSULIN ISOPHANE

Insulin human 100 u per ml, 10 ml

Insulin human 100 u per ml, 3 ml

INSULIN LISPRO WITH INSULIN LISPRO
PROTAMINE

Inj insulin lispro 25% with insulin lispro protamine
75%, 100 u per ml, 3 ml

Inj insulin lispro 50% with insulin lispro protamine
50%, 100 u per ml, 3 ml

INSULIN NEUTRAL WITH INSULIN ISOPHANE

Inj insulin neutral 30% with insulin isophane 70%,
100 u per ml, 10 ml

Inj insulin neutral 30% with insulin isophane 70%,
100 u per ml, 3 ml

Inj insulin neutral 40% with insulin isophane 60%,
100 u per ml, 3 ml

Inj insulin neutral 50% with insulin isophane 50%,
100 u per ml, 3 ml

Insulin — Long-Acting Preparations
INSULIN GLARGINE

Inj 100 u per ml, 10 ml

Inj 100 u per ml, 3 ml

Inj 100 u per ml, 3 ml disposable pen
Insulin — Rapid-Acting Preparations
INSULIN ASPART

Inj 100 u per ml, 10 ml

Inj 100 u per ml, 3 ml
INSULIN GLULISINE

Inj 100 u per ml, 10 ml

Inj 100 u per ml, 3 mi

Inj 100 u per ml, 3 ml disposable pen
INSULIN LISPRO

Inj 100 u per ml, 10 ml

Inj 100 u per ml, 3 ml
Insulin — Short-Acting Preparations
INSULIN NEUTRAL

Inj human 100 u per ml, 10 ml

Inj human 100 u per ml, 3 ml

Oral Hypoglycaemic Agents
DIAZOXIDE

Restricted

For patients with confirmed hypoglycaemia caused by
hyperinsulinism

Cap 25 mg
Cap 100 mg
GLIBENCLAMIDE
Tab 5 mg
GLICLAZIDE
Tab 80 mg
GLIPIZIDE
Tab 5 mg
METFORMIN
Tab immediate-release 500 mg
Tab immediate-release 850 mg
PIOGLITAZONE
Restricted
Must meet community Special Authority criteria
Tab 15 mg
Tab 30 mg
Tab 45 mg

Digestives Including Enzymes

PANCREATIC ENZYME
Cap EC 10,000 BP u lipase, 9,000 BP u amylase
and 210 BP u protease
Cap EC 25,000 BP u lipase, 18,000 BP u amylase
and 1,000 BP u protease
Cap EC 25,000 BP u lipase, 22,500 BP u amylase
and 1,250 BP u protease

Powder 25,000 u lipase, 30,000 u amylase and
1,400 u protease per g
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URSODEOXYCHOLIC ACID

Restricted
Must meet community Special Authority criteria

Cap 250 mg

Laxatives

Bowel-Cleansing Preparations
CITRIC ACID WITH MAGNESIUM OXIDE AND
SODIUM PICOSULFATE
Powder for oral soln 12 g with magnesium oxide
3.5 g and sodium picosulfate 10 mg per sachet
MACROGOL 3350 WITH ASCORBIC ACID,
POTASSIUM CHLORIDE AND SODIUM CHLORIDE

Powder for oral soln 755.68 mg with ascorbic acid
85.16 mg, potassium chloride 10.55 mg, sodium
chloride 37.33 mg and sodium sulphate 80.62
mg per g, 70 g sachet

Powder for oral soln 755.68 mg with ascorbic acid
85.16 mg, potassium chloride 10.55 mg, sodium
chloride 37.33 mg and sodium sulphate 80.62
mg per g, 210 g sachet

MACROGOL 3350 WITH POTASSIUM CHLORIDE,
SODIUM BICARBONATE, SODIUM CHLORIDE AND
SODIUM SULPHATE

Powder for oral soln 59 g with potassium chloride
0.7425 g, sodium bicarbonate 1.685 g, sodium
chloride 1.465 g and sodium sulphate 5.685 g
per sachet

Bulk-Forming Agents
ISPAGHULA (PSYLLIUM) HUSK

Powder for oral soln
STERCULIA WITH FRANGULA

Restricted — continuation only

Powder for oral soln
Faecal Softeners
DOCUSATE SODIUM

Cap 50 mg

Cap 120 mg

DOCUSATE SODIUM WITH SENNOSIDES
Tab 50 mg with sennosides 8 mg
PARAFFIN
Enema 133 ml
Oral liquid 1 mg per ml
POLOXAMER
Oral drops 10%
Osmotic Laxatives
GLYCEROL
Suppos 1.27 g
Suppos 2.55 g
Suppos 3.6 g
LACTULOSE
Oral lig 10 g per 15 ml
MACROGOL 3350 WITH POTASSIUM CHLORIDE,
SODIUM BICARBONATE AND SODIUM CHLORIDE
Restricted
Either:

1. The patient has problematic constipation requiring
intervention with a per rectal preparation despite
an adequate trial of other oral pharmacotherapies
including lactulose where lactulose is not
contraindicated; or

2. For short-term use for faecal disimpaction.

Powder for oral soln 6.563 g with potassium
chloride 23.3 mg, sodium bicarbonate 89.3 mg
and sodium chloride 175.4 mg

Powder for oral soln 13.125 g with potassium
chloride 46.6 mg, sodium bicarbonate 178.5 mg
and sodium chloride 350.7 mg

SODIUM CITRATE WITH SODIUM LAURYL
SULPHOACETATE

Enema 90 mg with sodium lauryl sulphoacetate 9

mg per ml, 5 ml

SODIUM PHOSPHATE WITH PHOSPHORIC ACID
Enema 10% with phosphoric acid 6.58%

Stimulant Laxatives
BISACODYL

Tab 5 mg

Suppos 5 mg

Suppos 10 mg
DANTHRON WITH POLOXAMER

Restricted

Only for the prevention or treatment of constipation in
the terminally ill

Oral lig 25 mg with poloxamer 200 mg per 5 ml

Oral lig 75 mg with poloxamer 1 g per 5 ml
SENNOSIDES

Tab 7.5 mg

Metabolic Disorder Agents
ARGININE
Powder

Inf 600 mg per ml, 25 mi
BETAINE

Restricted — Metabolic Disorders Physicians,
Metabolic Disorders Dietitians

Powder
HAEM ARGINATE

Inj 25 mg per ml, 10 ml ampoule
IMIGLUCERASE

Restricted

Only for use in patients with approval by the Gaucher’s
Treatment Panel

Inj 40 iu per ml, 5 ml vial
Inj 40 iu per ml, 10 ml vial
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L-CARNITINE
Restricted — Metabolic Disorders Physicians,
Metabolic Disorders Dietitians, Neurologists
Cap 500 mg
Inj 200 mg per ml, 5 ml
Oral soln 500 mg per 15 ml
SODIUM BENZOATE
Cap 500 mg
Inj 20%
Powder
Soln 100 mg per ml
SODIUM PHENYLBUTYRATE
Inj 200 mg per ml, 10 ml
Oral lig 250 mg per ml
Tab 500 mg
TRIENTINE DIHYDROCHORIDE
Cap 300 mg

Mouth and Throat

BENZYDAMINE HYDROCHLORIDE
Soln 0.15%
Spray 0.15%

BENZYDAMINE HYDROCHLORIDE WITH
CETYLPYRIDINIUM CHLORIDE

Lozenge 3 mg with cetylpyridinium chloride 1.33
mg
CARBOXYMETHYLCELLULOSE
Oral spray
CHLORHEXIDINE GLUCONATE
Mouthwash 0.2%

CHOLINE SALICYLATE WITH CETALKONIUM
CHLORIDE

Adhesive gel 8.7% with cetalkonium chloride
0.01%

DICHLOROBENZYL ALCOHOL WITH
AMYLMETACARESOL

Lozenge 1.2 mg with amylmetacresol 0.6 mg

HYDROGEN PEROXIDE
Soln 10 vol

SODIUM CARBOXYMETHYLCELLULOSE WITH
PECTIN AND GELATINE

Paste
Powder
THYMOL GLYCERIN
Compound, BPC
TRIAMCINOLONE ACETONIDE
0.1% in dental paste USP

Products proposed not to be included

The following products were considered as part of the
review of this section, and we are proposing that they
not be listed in Part Il of Section H at this time. Please
note that this would not prevent them from being
considered for inclusion at a later date.

Cetylpyridinium chloride (lozenge, mouthwash)

Cetylpyridinium chloride with benzocaine
(mouthwash)

Chlorpropamide
Cisapride

Dichlorobenzyl alcohol with amylmetacresol and
lignocaine (lozenge)

Enoloxone with povidone and sodium hyaluronate
(gel)

Famotidine

Hamamelis extract

Hypromellose sodium (gel)

Insulin detemir

Orlistat

Omeprazole with amoxycillin and clarithromycin
Peppermint oil

Phentermine

Propantheline bromide

Rifaximin

Sevelamer hydrochloride

Sitagliptin

Sterculia

Zinc oxide with peru balsam

Please note that we are proposing to exclude
famotidine because supply of this product has recently
been discontinued.

We are also proposing that the following products not
be included. Please note that for each of these, we are
proposing that other presentations or strengths would
be included in this section.

Aluminium hydroxide with magnesium hydroxide
and simeticone

Oral lig 400 mg 400 mg with magnesium
hydroxide 400 mg and simeticone 30 mg per 5
mi

Diazoxide
Cap 50 mg
Docusate sodium

Enema 18%
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Macrogol 3350 with potassium chloride, sodium
bicarbonate, sodium chloride and sodium sulphate

Powder for oral soln 856.92 mg with potassium
chloride 112.5 mg, sodium bicarbonate 25.32
mg, sodium chloride 22 mg and sodium
sulphate 84.81 mg per g

Simeticone
Cap 100 mg

Sodium alginate with sodium bicarbonate and
calcium carbonate

Tab 250 mg with sodium bicarbonate 133.5 mg
and calcium carbonate 80 mg tablets

Sodium phosphate with phosphoric acid

Oral lig 16.4% with phosphoric acid 25.14%
Ursodeoxycholic acid

Cap 300 mg

Oral lig 50 mg per ml

Biologic agents

In relation to the proposed listing of adalimumab and
infliximab, this list relates only to their use in
gastroenterology. We will be addressing use of these in
other specialities in other consultation documents.

In particular, please note that infliximab is also included
in the Respiratory System and Allergies and the
Sensory Organs therapeutic groups, which are also the
subject of consultation at this point in time

Proposed change to community pharmaceutical
funding

As part of this proposal, we are also proposing to list the following
pharmaceutical in the community (Section B of the Pharmaceutical
Schedule) from January 2013 as follows (price and subsidy are ex-
manufacturer, and exclusive of GST).

. . Pack Price and
Chemical Formulation Brand size subsidy
L-ornithine  Grans for oral
L-aspartate liquid 3 g Hepa-Merz 100 $427.61

L-ornithine L-aspartate would be subject to the following Special
Authority criteria:

Special Authority for Subsidy

Initial application only from a gastroenterologist. Approvals valid
without further renewal unless notified where the patient has
chronic hepatic encephalopathy which has not responded to
treatment with lactulose.

We note that this is an unregistered medicine, and would be supplied
in accordance with section 29 of the Medicines Act 1981.

L-ornithine L-aspartate is currently funded for use in the community
through the Discretionary Community Supply provisions in Section H
of the Pharmaceutical Schedule. Listing in Section B would enable
patients to have this product dispensed from their regular community
pharmacy.

We note that there are other products in this therapeutic group that
could be considered for subsidisation in the community, such as
diazoxide, bismuth and trientene. We are currently considering some
of these items further, and may be consulting on subsidising additional
items through community pharmacies in the coming months.
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INFECTIONS

Antibacterials

Aminoglycosides
AMIKACIN

Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Inj 250 mg per ml, 2 ml

Inj 25 mg in 5 ml syringe

Inj 50 mg in 10 ml syringe

Inj 75 mg in 5 ml syringe
GENTAMICIN SULPHATE

Inj 10 mg per ml, 1 mi

Inj 40 mg per ml, 2 mi
PAROMOMYCIN
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Cap 250 mg
STREPTOMYCIN
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Inj1g
TOBRAMYCIN
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Inj 40 mg per ml, 2 ml

Inj 100 mg per ml, 5 ml

Carbapenems
ERTAPENEM

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj1g

IMIPENEM WITH CILASTATIN

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inf 500 mg with 500 mg cilastatin
MEROPENEM

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 500 mg
Inj1g
Cephalosporins and Cephamycins (1st Generation)
CEFALEXIN MONOHYDRATE
Cap 500 mg
Grans for oral lig 125 mg per 5 ml
Grans for oral lig 250 mg per 5 ml
CEFAZOLIN SODIUM
Inj 500 mg
Inj1g
Cephalosporins and Cephamycins (2nd Generation)
CEFACLOR MONOHYDRATE
Cap 250 mg
Grans for oral lig 125 mg per 5 ml
CEFOXITIN SODIUM
Inj1g
CEFUROXIME AXETIL
Tab 250 mg
CEFUROXIME SODIUM
Inj 750 mg
Inj1.5¢g
Cephalosporins and Cephamycins (3rd Generation)
CEFOTAXIME
Inj 500 mg
Inj1g

CEFTAZIDIME
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 500 mg

Inj1g

Inj2g
CEFTRIAXONE SODIUM

Inj 500 mg

Inj1g

Inj2g
Cephalosporins and Cephamycins (4th Generation)
CEFEPIME

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj1g

Inj2g
Macrolides
AZITHROMYCIN

Restricted
Must meet community criteria - refer to notes at end

Tab 250 mg

Tab 500 mg

Oral lig 200 mg per 5 ml
CLARITHROMYCIN

Restricted
Tab 250 mgqg and oral liquid
1. Atypical mycobacterial infection; or

2. Mycobacterium tuberculosis infection where there
is drug resistance or intolerance to standard
pharmaceutical agents.

Tab 500 mg

1. Helicobacter pylori eradication.
Infusion

1. Alypical mycobacterial infection; or
(continued...)
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2. Mycobacterium tuberculosis infection where there
is drug resistance or intolerance to standard
pharmaceutical agents; or

3. Community-acquired pneumonia (clarithromycin is
not to be used as the first-line macrolide).

Tab 250 mg
Tab 500 mg
Grans for oral lig 125 mg per 5 ml
Inf 500 mg
ERYTHROMYCIN ETHYL SUCCINATE
Tab 400 mg
Grans for oral lig 200 mg per 5 ml
Grans for oral lig 400 mg per 5 ml
ERYTHROMYCIN LACTOBIONATE
Inj1g
ERYTHROMYCIN STERATE
Restricted — continuation only
Tab 250 mg
Tab 500 mg
ROXITHROMYCIN
Tab 150 mg
Tab 300 mg
Penicillins
AMOXYCILLIN
Cap 250 mg
Cap 500 mg
Grans for oral lig 125 mg per 5 ml
Grans for oral lig 250 mg per 5 ml
Inj 250 mg
Inj 500 mg
Inj1g

AMOXYCILLIN CLAVULANATE

Tab amoxycillin 500 mg with potassium
clavulanate 125 mg

Grans for oral lig amoxycillin 125 mg with
potassium clavulanate 31.25 mg per 5 ml

Grans for oral lig amoxycillin 250 mg with
potassium clavulanate 62.5 mg per 5 ml

Inj amoxycillin 500 mg with potassium clavulanate
100 mg

Inj amoxycillin 1000 mg with potassium
clavulanate 200 mg

BENZATHINE BENZYLPENICILLIN

Inj 1.2 mega u per 2.3 ml (900 mg)
BENYLPENICILLIN SODIUM (PENICILLIN G)

Inj 1 mega u (600 mg)
FLUCLOXACILLIN SODIUM

Cap 250 mg

Cap 500 mg

Grans for oral lig 125 mg per 5 ml

Grans for oral lig 250 mg per 5 ml

Inj 250 mg

Inj 500 mg

Inj1g
PHENOXYMETHYLPENICILLIN (PENICILLIN V)

Cap 250 mg

Cap 500 mg

Grans for oral lig 125 mg per 5 ml

Grans for oral lig 250 mg per 5 ml
PIPERACILLIN WITH TAZOBACTAM
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Inj 4 g with tazobactam 0.5 g
PROCAINE PENICILLIN

Inj 1.5 mega u

TICARCILLIN WITH CLAVULANIC ACID
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Inj 3 g with clavulanic acid 0.1 mg
Quinolones
CIPROFLOXACIN

Restricted — Infectious Disease Physicians, Clinical
Microbiologists
Tab 250 mg
Tab 500 mg
Tab 750 mg
Oral lig 250 mg per 5 ml
Oral lig 500 mg per 5 ml
Inf 2 mg per ml, 100 mi
MOXIFLOXACIN
Restricted - Infectious Disease Physicians, Clinical
Microbiologists
Any of the following:
1. Active tuberculosis, with any of the following:
1.1.  Documented resistance to one or more first-
line medications; or
1.2. Suspected resistance to one or more first-
line medications (tuberculosis assumed to
be contracted in an area with known
resistance), as part of regimen containing
other second-line agents; or
1.3.  Impaired visual acuity (considered to
preclude ethambutol use); or
1.4.  Significant pre-existing liver disease or
hepatotoxicity from tuberculosis
medications; or
1.5.  Significant documented intolerance and/or
side effects following a reasonable trial of
first-line medications; or
2. Mycobacterium avium-intracellulare complex not
responding to other therapy or where such therapy
is contraindicated; or
(continued...)
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3. Immunocompromised patient with pneumonia that
is unresponsive to first-line treatment; or

4.  Pneumococcal pneumonia with proven resistance
to other antibiotics.

Tab 400 mg
Inf 400 mg per 250 ml
NORFLOXACIN

Restricted

For uncomplicated urinary tract infections that are
unresponsive to a first line agent, or with proven
resistance to first line agents.

Tab 400 mg
Tetracyclines
DEMECLOCYCLINE HYDROCHLORIDE
Cap 150 mg
DOXYCYCLINE
Restricted
Tab 50 mg — continuation only
Tab 50 mg
Tab 100 mg
Inj 5 mg per ml, 20 ml
MINOCYCLINE HYDROCHLORIDE
Restricted
Cap 100 mg — continuation only
Tab 50 mg
Cap 100 mg
TETRACYCLINE
Tab 250 mg
TIGECYCLINE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 50 mg

Other Antibiotics
AZTREONAM

Restricted — Infectious Disease Physicians, Clinical
Microbiologists
CHLORAMPHENICOL
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj1g
CLINDAMYCIN HYDROCHLORIDE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Cap 150 mg

Oral lig 75 mg per 5 ml
CLINDAMYCIN PHOSPHATE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 150 mg per ml, 4 ml
COLISTIN SULPHOMETHATE (COLESTIMETHATE)
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Inj 150 mg per ml, 1 ml
CO-TRIMOXAZOLE

Tab trimethoprim 80 mg and
sulphamethoxazole 400 mg

Oral lig trimethoprim 40 mg and
sulphamethoxazole 200 mg per 5 ml

Inj trimethoprim 80 mg and sulphamethoxazole
400 mg per 5 ml

DAPTOMYCIN

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 350 mg

FUSIDIC ACID

Restricted

Tablets - Infectious Disease Physicians, Clinical
Microbiologists

Tab 250 mg

Crm 2%

Oint 2%
HEXAMINE HIPPURATE

Tab1g
HYDROGEN PEROXIDE

Crm 1%
LINCOMYCIN

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 300 mg per ml, 2 ml
LINEZOLID

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Tab 600 mg

Oral lig 20 mg per ml

Inf 2 mg per ml, 300 mi
MUPIROCIN

Oint 2%

Nasal oint 2%
NITROFURANTOIN

Tab 50 mg

Tab 100 mg
SILVER SULPHADIAZINE

Crm 1%
SULFADIAZINE SODIUM

Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Maternal-Foetal Medicine Specialists

Tab 500 mg
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TEICOPLANIN

Restricted — Infectious Disease Physicians, Clinical

Microbiologists
Inj 400 mg

TRIMETHOPRIM
Tab 100 mg
Tab 300 mg

VANCOMYCIN

Restricted — Infectious Disease Physicians, Clinical

Microbiologists
Inj 50 mg per ml, 10 ml

Antifungals
Imidazoles
CLOTRIMAZOLE
Restricted
Solution 1% - continuation only
Crm 1%
Soln 1%
Vaginal crm 1%, with applicator
Vaginal crm 2%, with applicator
ECONAZOLE NITRATE
Restricted
Cream - continuation only
Crm 1%
Foaming solution 1%
KETOCONAZOLE
Restricted

Tablets — Infectious Disease Physicians, Clinical
Microbiologists, Dermatologists

Tab 200 mg

Shampoo 2%
MICONAZOLE

Oral gel 20 mg per g

MICONAZOLE NITRATE
Restricted
Lotion - continuation only
Crm 2%
Lotion 2%
Tincture 2%
Vaginal crm 2% with applicator
Polyene Antimycotics
AMPHOTERICIN B
Restricted (infusions) - Infectious Disease Physicians,

Clinical Microbiologists, Haematologists, Oncologists,
Transplant Specialists and Respiratory Physicians

Either:

1. Proven or probable invasive fungal infection, to be
prescribed under an established protocol; or

2. Both:
2.1. Possible invasive fungal infection; and
2.2 A multidisciplinary team (including an
Infectious Disease physician or a Clinical
Microbiologist) considers the treatment to be
appropriate.
Inf 50 mg
Inf (liposomal) 50 mg
Lozenge 10 mg
NYSTATIN
Cap 500,000 u
Tab 500,000 u
Oral liquid 100,000 u per ml
Crm 100,000 u per g
Vaginal crm 100,000 u per 5 g with applicator(s)
Triazoles
FLUCONAZOLE
Restricted - Consultants
Cap 50 mg
Cap 150 mg

Cap 200 mg
Oral liquid 50 mg per 5 ml
Inf 2 mg per ml, 50 ml
ITRACONAZOLE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Clinical Immunologists
Cap 100 mg
Oral liquid 10 mg per ml
POSACONAZOLE

Restricted - Haematologist or Infectious Disease
Physician

Initiation (6 weeks’ treatment):
Both:
1.  Either:
1.1. Patient has acute myeloid leukaemia; or
1.2. Patient is planned to receive a stem cell
transplant and is at high risk for aspergillus
infection; and
2. Patient is to be treated with high dose remission
induction therapy or re-induction therapy

Continuation (6 weeks’ treatment):

Both:

1. Patient has previously received posaconazole
prophylaxis during remission induction therapy;
and

2. Any of the following:
2.1  Patient is to be treated with high dose
remission re-induction therapy; or
2.2 Patient is to be treated with high dose
consolidation therapy; or
2.3  Patient is receiving a high risk stem cell
transplant.

Oral liquid 40 mg per ml
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VORICONAZOLE CASPOFUNGIN DAPSONE

Restricted - Haematologist, Infectious Disease Restricted - Infectious Disease Physicians, Clinical Restricted — Infectious Disease Physicians, Clinical
Physician or Clinical Microbiologist Microbiologists, Haematologists, Oncologists, Microbiologists, Dermatologists
Transplant Specialists and Respiratory Physicians Tab 25 mg

Proven or probable aspergillus infection o Tab 100 mg
Both: Either: . .
1. Patient is immunocompromised; and 1. Proven or probab/e invasive fungal infeCtion, to be Antituberculotics
2. Patient has proven or probable invasive prescribed under an established protocol; or CYCLOSERINE

aspergillus infection. 2. Both: Restricted — Infectious Disease Physicians, Clinical

2.1. Possible invasive fungal infection; and Microbiologists, Respiratory Physicians

Possible asperqillus infection 2.2 A multidisciplinary team (including an Cap 250 mg

Infectious Disease physician or a Clinical

All of the following:
9 Microbiologist) considers the treatment to be

1. Patient is immunocompromised,; and

ETHAMBUTOL HYDROCHLORIDE

. o ) o ) appropriate. Restricted — Infectious Disease Physicians, Clinical
2. Pa(tj/ent has possible invasive aspergillus infection; Inf 50 mg Microbiologists, Respiratory Physicians
an
3. A multidisciplinary team (including an Infectious Inf 70 mg Tab 100 mg
Disease Physician) considers the treatment to be CICLOPIROX OLAMINE Tab 400 mg
appropriate. Restricted ISONIAZID
Resistant candidasis infections and other moulds Nail solution 8% Microbiologists, Dermatologists, Public Health
All of the following: al S'O u '(Zn ° Physicians
1. Patient is immunocompromised, and Solution 1% Tab 100 mg
2. Either: FLUCYTOSINE ISONIAZID WITH RIFAMPICIN
2.1. Patient has fluconazole resistant candidasis; AR;I/?;gtl)?;ﬁ)d i;tg"feCt/OUS Disease Physicians, Clinical Restricted — Internal Medicine Physicians, Clinical
or g Microbiologists, Dermatologists, Public Health
2.2. Patient has mould strain such as Fusarium Cap 500 mg Physicians
spp. and Scedosporium spp; and TERBINAFINE

Tab 1 ith rifampicin 1
3. A multidisciplinary team (including an Infectious ab 100 mg with rifampicin 150 mg

Disease Physician or Clinical Microbiologist) Tab 250 mg Tab 150 mg with rifampicin 300 mg

considers the treatment to be appropriate. Antimycobacterials PARA-AMINOSALICYLIC ACID

Tab 50 mg Antileprotics Restricted — Infectious Disease Physicians, Clinical

Tab 200 mg CLOFAZAMINE Microbiologists, Respiratory Physicians

Oral liq 40 mg per ml Restricted — Infectious Disease Physicians, Clinical Grans for oral liq 4 g

Inf 200 mg Microbiologists, Dermatologists PROTIONAMIDE
Other Antifungals Cap 50 mg Rgstriqted - Infectioqs Disease Rhysicians, Clinical
AMOROLFINE Microbiologists, Respiratory Physicians

p ; : Tab 250 mg
Restricted — continuation only

Nail solution 5%
Infections - Page 5 of 14





PYRAZINAMIDE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians

Tab 500 mg
RIFABUTIN
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Respiratory Physicians,
Gastroenterologists

Cap 150 mg
RIFAMPICIN
Restricted — Internal Medicine Physicians, Clinical
Microbiologists, Dermatologists, Paediatricians,
Dermatologists and Public Health Physicians

Cap 150 mg

Cap 300 mg

Tab 600 mg

Oral lig 100 mg per 5 ml

Inf 600 mg

Antiparasitics

Anthelmintics
ALBENDAZOLE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists
Tab 200 mg
IVERMECTIN
Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Dermatologists
Tab 3 mg
MEBENDAZOLE
Tab 100 mg
Oral lig 100 mg per 5 ml
PRAZIQUANTEL
Tab 600 mg

Antiprotozoals
ARTEMETHER WITH LUMEFANTRINE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Tab 20 mg with lumefantrine 120 mg
ARTESUNATE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 60 mg vial

ATOVAQUONE WITH PROGUANIL
HYDROCHLORIDE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Tab 250 mg with proguanil hydrochloride 100
mg
CHLOROQUINE PHOSPHATE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Dermatologists, Rheumatologists

Tab 250 mg
MEFLOQUINE HYDROCHLORIDE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Dermatologists, Rheumatologists

Tab 250 mg
METRONIDAZOLE

Tab 200 mg

Tab 400 mg

Oral lig benzoate 200 mg per 5 ml

Suppos 500 mg

Topical gel 0.75%

Inf 5 mg per ml, 100 mi
NITAZOXANIDE
Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Tab 500 mg

Oral lig 100 mg per 5 ml

ORNIDAZOLE
Tab 500 mg
PENTAMIDINE ISETHIONATE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 300 mg
PRIMAQUINE PHOSPHATE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Tab 7.5 mg
PYRIMETHAMINE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Maternal-Foetal Medicine Specialists

Tab 25 mg
QUININE HYDROCHLORIDE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 300 mg per ml, 2 ml
QUININE SULPHATE

Tab 300 mg
SODIUM STIBOGLUCONATE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 100 mg per ml, 1 ml
SPIRAMYCIN
Restricted — Maternal-Foetal Medicine Specialists
Inj 500 mg
Ectoparasiticides
GAMMA BENZENE HEXACHLORIDE
Crm 1%
MALATHION (MALDISON)
Lotn 0.5%
Shampoo 1%
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PERMETHRIN
Crm 5%
Lotn 5%

Antiretrovirals

Restricted
Must meet community Special Authority criteria
Non-Nucleosides Reverse Transcriptase Inhibitors
EFAVIRENZ
Tab 50 mg
Tab 200 mg
Tab 600 mg
Oral lig 30 mg per ml
ETRAVIRINE
Tab 100 mg
NEVIRAPINE
Oral suspension 10 mg per ml
Tab 200 mg
Nucleosides Reverse Transcriptase Inhibitors
ABACAVIR SULPHATE
Oral lig 20 mg per ml
Tab 300 mg
ABACAVIR SULPHATE WITH LAMIVUDINE
Tab 600 mg with lamivudine 300 mg
DIDANOSINE [DDI]
Cap 125 mg
Cap 200 mg
Cap 250 mg
Cap 400 mg
EMTRICITABINE
Cap 200 mg
LAMIVUDINE
Oral lig 10 mg per ml
Tab 150 mg

STAVUDINE
Cap 30 mg
Cap 40 mg
Powder for oral soln 1 mg per ml
ZIDOVUDINE [AZT]
Cap 100 mg
Oral lig 10 mg per ml
Inf 10 mg per ml, 20 ml
ZIDOVUDINE [AZT] WITH LAMIVUDINE
Tab 300 mg with lamivudine 150 mg
Protease Inhibitors
ATAZANAVIR SULPHATE
Cap 150 mg
Cap 200 mg
DARUNAVIR
Tab 400 mg
Tab 600 mg
INDINAVIR
Cap 200 mg
Cap 400 mg
LOPINAVIR WITH RITONAVIR
Oral lig 80 mg with ritonavir 20 mg per ml
Tab 100 mg with ritonavir 25 mg
Tab 200 mg with ritonavir 50 mg
RITONAVIR
Tab 100 mg
Oral lig 80 mg per ml
Strand Transfer Inhibitors
RALTEGRAVIR POTASSIUM
Tab 400 mg

HIV Fusion Inhibitors

ENFUVIRTIDE
Inj 90 mg per ml, 1.1 ml

Antivirals

Hepatitis B

ADEFOVIR DIPIVOXIL

Restricted

Must meet community Special Authority criteria
Tab 10 mg

ENTECAVIR

Restricted

Must meet community Special Authority criteria
Tab 0.5 mg

LAMIVUDINE

Restricted

Must meet community Special Authority criteria
Oral lig 5 mg per ml
Tab 100 mg

TENOFOVIR DISOPROXIL FUMARATE

Restricted

Must meet community Special Authority criteria
Tab 300 mg

Herpesviridae

ACICLOVIR
Tab dispersible 200 mg
Tab dispersible 400 mg
Tab dispersible 800 mg
Inf 25 mg per ml, 10 ml

CIDOFOVIR

Restricted — Infectious Disease Physicians, Clinical
Microbiologists, Otolaryngologists, Oral Surgeons

Inj 75 mg pe ml, 5 ml
FOSCARNET SODIUM HEXAHYDRATE

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inf 24 mg per ml, 250 m|
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GANCICLOVIR

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inf 500 mg

VALACICLOVIR

Restricted

Must meet community Special Authority criteria
Tab 500 mg

VALGANCICLOVIR

Restricted

Must meet community Special Authority criteria
Tab 450 mg

Immune Modulators

INTERFERON ALPHA-2A

Inj 3 m iu prefilled syringe

Inj 6 m iu prefilled syringe

Inj 9 m iu prefilled syringe
INTERFERON ALPHA-2B

Inj 18 m iu, 1.2 ml multidose pen

Inj 30 m iu, 1.2 ml multidose pen

Inj 60 m iu, 1.2 ml multidose pen
INTERFERON GAMMA

Restricted — Infectious Disease Physicians, Clinical
Microbiologists

Inj 100 pg in 0.5 ml vial
PEGYLATED INTERFERON ALPHA-2A
Restricted
Must meet community Special Authority criteria
Inj 135 pg prefilled syringe
Inj 180 pg prefilled syringe

PEGYLATED INTERFERON ALPHA-2A WITH
RIBAVIRIN
Restricted
Must meet community Special Authority criteria
Inj 135 pg prefilled syringe with ribavirin tab 200
mg
Inj 180 pg prefilled syringe with ribavirin tab 200
mg

Products proposed not to be included

The following products were considered as part of the
review of this section, and we are proposing that they
not be listed in Part Il of Section H at this time. Please

Miconazole nitrate with zinc
Neomycin

Netilmicin

Oseltamivir

Palivizumab

Piperacillin

Pivmecillinam

Pyrantel embonate
Quinupristin with dalfopristin

Quinine dihydrochloride

note that this would not prevent them from being

considered for inclusion at a later date.
Bifonazole
Capreomycin
Cefamandole nafate
Cefpirome
Cefpodoxime proxetil
Cefradine
Doripenem
Ethionamide
Fosfomycin
Gatofloxacin
Levamisole
Levofloxacin
Lymecycline
Malathion with permethrin

Melaleuca oil

Temocillin
Tinidazole
Zanamavir

We are also proposing that the following products not
be included. Please note that for each of these, we are
proposing that other presentations or strengths would
be included in this section.

Aciclovir
Cream 5%
Amoxycillin
Drops 125 mg per ml, 1.25 ml
Cefotaxime
Inj2g
Cefuroxime sodium
Inj 250 mg
Ciclopirox olamine

Cream 1%
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Clotrimazole

Vaginal cream 10%

Pessaries 100 mg

Pessaries 500 mg
Entecavir

Tab 1 mg
Erythromycin lactobionate

Inj 300 mg
Flucytosine

Cap 100 mg

Inj 2 mg per ml, 50 ml

Inf 10 mg per ml, 250 mi
Fusidic acid

Inj 50 mg per ml, 10 ml
Ganciclovir

Cap 250 mg
Ivermectin

Tab 6 mg
Ketoconazole

Cream 2%

Shampoo 1%
Linezolid

Tab 250 mg

Mebendazole

Chocolate squares, 100 mg

Metronidazole

Vaginal gel 0.75%

Topical gel 0.5%

Suppos 1g
Miconazole nitrate

Dusting powder 2%

Spray powder 2%
Mupirocin

Inj 400 mg
Praziquantel

Tab 500 mg
Stavudine

Cap 20 mg
Terbinafine

Cream 1%

Gel 1%
Tobramycin

Nebuliser soln, 60 mg per ml, 5 ml ampoule

Some of these products are currently included in Part Il
of Section H, because PHARMAC has established
national pricing contracts for them. As part of this
proposal PHARMAC would delist the following products
from Section H with effect from 1 July 2013:

Amoxycillin, drops 100 mg per ml (Ospamox)
Cefotaxime, inj 2 g (Cefotaxime Sandoz)
Doripenem, vial for infusion 500 mg (Doribax)
Erythromycin lactobionate, inj 300 mg (Mayne)
Miconazole nitrate, powder 2% (Daktarin)

The applicable national contracts would be terminated
in relation to these products (but would continue in

force in relation to any other products) if this proposal is
implemented.

Azithromycin

We are proposing that prescribing of azithromycin be
subject to the same restrictions that apply to its
subsidisation in the community. Please note that we
have recently consulted on changes to the criteria for
azithromycin oral liquid. If you would like a copy of that
consultation document, please let us know.

Prescriber restrictions

Please note that it is our intention that a prescriber-level
restriction would mean that other hospital-based
prescribers (that is, other than those specified) would
still be able to prescribe those agents, but would need
either:

(a) to be using that agent in accordance with their
hospital’s protocols or guidelines; or

(b) to obtain a recommendation from a specified
prescriber for its use.
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Proposed changes to community pharmaceutical funding

To create more alignment with the community Pharmaceutical Schedule (section B), we are proposing
to list some new items in Section B, and to amend the subsidy restrictions for others. We expect that
these changes will be made as soon as practicable — likely from January 2013.

New listings

As part of this proposal, we are also proposing that the following pharmaceuticals would be
subsidised in the Infections therapeutic group in the community (Section B of the Pharmaceutical
Schedule) as follows (prices and subsidised are ex-manufacturer, and exclusive of GST):

Chemical Formulation MaBnrl?fr:(‘:t?;'er Pack size Psrli:;)eSia dnyd
Antiparasitics
Albendazole Tab 200 mg GSK 28 $1,381.42
Primaquine phosphate Tab 7.5 mg Primacin 56 $117.00
Pyrimethamine Tab 25 mg Daraprim 30 $26.14
Praziquantel Tab 600 mg Biltricide 8 $50.40
Antiretrovirals
Efavirenz Oral lig 30 mg per mi Stocrin 180 ml OP $145.79
Stavudine Powder for oral soln 1 mg per ml Zerit 200 mlOP  $100.76
Antimycobacterials
Clofazamine Cap 50 mg Lamprene 100 $197.50
Cycloserine Cap 250 mg King 100 $1,140.63
Protionamide Tab 250 mg Peteha 100 $346.59
Antifungals
Itraconazole Oral lig 10 mg per mi Sporanox 150 ml OP $141.80
Antibacterials
Sulfadiazine sodium Tab 500 mg Wockhardt 56 $221.00

Albendazole, primaquine phosphate, pyrimethamine, efavirenz liquid, stavudine liquid, clofazamine,
cycloserine, protionamide and sulfadiazine sodium are not registered medicines in New Zealand, and
therefore would be supplied in accordance with section 29 of the Medicines Act.

We note that there are other products in this therapeutic group that could be considered for
subsidisation in the community. We are currently considering some of these items further, and may be
consulting on subsidising additional items through community pharmacies in the coming months.

Albendazole would be subject to the following Special Authority restriction:

Special Authority for Subsidy

Initial application from Infectious Disease Physician or Clinical Microbiologist. Approvals valid
for six months where the patient has hydatids.

Renewal from Infectious Disease Physician or Clinical Microbiologist. Approvals valid for six
months where the treatment remains appropriate and the patient is benefitting from the
treatment.
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Primaquine would be subject to the following Special Authority restriction:

Special Authority for Subsidy

Initial application from an Infectious Disease Physician or Clinical Microbiologist. Approvals
valid for one month for applications meeting the following criteria:

1 The patient has vivax or ovale malaria; and
2 Primaquine is to be given for a maximum of 21 days.

Pyrimethamine and sulphadiazine sodium would be subject to the following Special Authority criteria:

Special Authority for Subsidy

Initial application from any relevant practitioner. Approvals valid without further renewal unless
notified for applications meeting the following criteria:

Any of the following:

1 For the treatment of toxoplasmosis in patients with HIV for a period of 3 months; or
2 For pregnant patients for the term of the pregnancy; or
3 For infants with congenital toxoplasmosis until 12 months of age.

The oral liquid forms of efavirenz and stavudine would be subject to the Special Authority criteria that
apply other antiretrovirals.

Clofazamine would be subject to the following prescribing restriction:
Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, clinical microbiologist or dermatologist

Cycloserine and protionamide would be subject to the following prescriber restriction:
Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, clinical microbiologist or respiratory physician

Itraconazole oral liquid would be subject to the following Special Authority restriction:

Special Authority for Subsidy

Initial application from any relevant practitioner. Approvals valid for six months where the
patient has a congenital immune deficiency.

Renewal from any relevant practitioner. Approvals valid for six months where the treatment
remains appropriate and the patient is benefitting from the treatment.

Restriction changes

To better align the funding restrictions in the community with prescribing restrictions in DHB hospitals,
we are proposing to make the following changes to restrictions on several currently subsidised
pharmaceuticals (additions in bold, deletions in strikethrough):

The restriction applying to clindamycin (cap hydrochloride 150 mg) would be amended as follows:

Maximum of 4 cap per prescription; can be waived by endorsement — Retail pharmacy-
Specialist. Specialist must be an infectious disease physician or a clinical
microbiologist
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The restriction applying to colistin sulphomethate would be amended as follows:

Retail- pharmacy-Spesialist—Subsidy by endorsement

Only if prescribed for dialysis or cystic fibrosis patient and the prescription is endorsed
accordingly.

The restrictions apply to clindamycin (inj phosphate 150 mg per ml, 4 ml), fusidic acid (tab 250 mg)
and lincomycin would be amended as follows (additions in bold):

Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician or a clinical microbiologist

The restriction applying to itraconazole (cap 100 mg) would be amended as follows (additions in
bold):

Retailo! Soeciali
Subsidy by endorsement

Funded for tinea vesicolor where topical treatment has not been successful and
diagnosis has been confirmed by mycology, or for tinea unguium where terbenafine
has not been successful in eradication or the patient is intolerant to terbenafine and
diagnosis has been confirmed by mycology and the prescription is endorsed
accordingly. Can be waived by endorsement — Retail pharmacy - Specialist. Specialist
must be an infectious disease physician, clinical microbiologist or dermatologist.

The restriction applying to ketoconazole (tab 200 mg) would be amended as follows (additions in
bold):

Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, clinical microbiologist or dermatologist

The restrictions applying to interferon alpha-2a and interferon alpha-2b would be amended as follows
(additions in bold):

PCT - Retail pharmacy-Specialist

a) Prescriptions must be written by, or on the recommendation of, an internal
medicine physician
b) See prescribing guideline above

Dapsone would have the following prescribing restriction added:

Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, clinical microbiologist or dermatologist

Ethambutol would have the following prescribing restriction added:
Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, clinical microbiologist or respiratory physician
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The restriction applying to isoniazid and isoniazid with rifampicin would be amended as follows
(additions in bold):

Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an internal medicine
physician, clinical microbiologist, dermatologist or public health physician

The restriction applying to pyrazinamide would be amended as follows:
Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, clinical microbiologist or respiratory physician

The restriction applying to rifabutin would be amended as follows:
Retail pharmacy-Specialist

Prescriptions must be written by, or on the recommendation of, an infectious disease
physician, respiratory physician or gastroenterologist

The restriction applying to rifampicin would be amended as follows:

For confirmed recurrent Staphylococcus aureus infection in combination with other
effective anti-staphylococcal antimicrobial based on susceptibilities and the
prescription is endorsed accordingly; can be waived by endorsement — Retail
pharmacy — Specialist. Specialist must be an internal medicine physician, clinical
microbiologist, dermatologist, paediatrician, or public health physician.

All three strengths of ciprofloxacin tablets would be subject to the following endorsement restriction,
and would replace the ‘Retail pharmacy-Specialist’ restriction that applies to the 750 mg tablet:

Subsidy by endorsement

a) Subsidised only if:
i. Patient has either
(a) microbiologically confirmed and clinically significant pseudomonas
infection; or
(b) prostatitis; or
(c) pyelonephritis; or
(d) gonorrhoea; or
ii. Prescription or PSO is written by, or on the recommendation of, an infectious
disease physician or a clinical microbiologist; and
b) The prescription or PSO is endorsed accordingly.

The restriction applying to norfloxacin would be replaced as follows:

Subsidy by endorsement

Only if prescribed for a patient with an uncomplicated urinary tract infection that is
unresponsive to a first line agent or with proven resistance to first line agents and the
prescription is endorsed accordingly.
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Products to be delisted

We are also proposing to delist the following items from Section B of the Pharmaceutical Schedule
from 1 July 2013:

Chemical Formulation Brand(s)
Cefoxitin sodium Inj1g Mayne
Cefuroxime sodium Inj 250 mg Mayne
Cefuroxime sodium Inj1.5¢g Mylan / Zinacef
Fusidic acid Inj 500 mg sodium fusidate per 10 ml Fucidin

We are also proposing to delist an additional strength of cefuroxime sodium from Section B of the
Pharmaceutical Schedule from 1 January 2015:

Chemical Formulation Brand(s)

Cefuroxime sodium Inj 750 mg m-Cefuroxime

The proposal to delist these items from Section B is based on recommendations from the Anti-
Infective Subcommittee that it is not necessary for these items to be subsidised in the community. We
note that cefoxitin and cefuroxime sodium (750 mg and 1.5 g) would still remain available for use by
DHB hospitals.
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RESPIRATORY SYSTEM AND Antihistamines
CETIRIZINE HYDROCHLORIDE
ALLERGIES

Oral lig 1 mg per ml

Tab 10 mg
CHLORPHENIRAMINE MALEATE

Inj 10 mg per ml, 1 ml ampoule

Oral lig 2 mg per 5 ml

Antiallergy Preparations

Allergy Desensitisation
BEE VENOM ALLERGY TREATMENTS

Restricted CYPROHEPTADINE HYDROCHLORIDE
Must meet community Special Authority criteria Tab 4 mg
Maintenance kit - 6 vials 120 mcg freeze dried FEXOFENADINE HYDROCHLORIDE
venom, 6 diluent 1.8 ml Tab 60 mg
Treatment kit - 1 vial 550 mcg freeze dried venom, Tab 120 mg
1 diluent 9 ml, 3 diluent 1.8 ml Tab 180 mg
WASP VENOM ALLERGY TREATMENT LORATADINE

Restricted Oral lig 1 mg per ml
Must meet community Special Authority criteria Tab 10 mg

Treatment kit (paper wasp venom) - 1 vial 500 mcg  pROMETHAZINE HYDROCHLORIDE

freeze dried polister venom, 1 diluent 9 ml, 1 Ini 25 Lo m I
diluent 1.8 ml nj 25 mg per mil, 2 ml ampoule

Treatment kit (yellow jacket venom) - 1 vial 550 Oral liq 5 mg per 5 ml

mcg freeze dried vespula venom, 1 diluent 9 ml, Tab 10 mg
1 diluent 1.8 ml Tab 25 mg

TRIMEPRAZINE TARTRATE
Oral lig 30 mg per 5 ml

Allergy Prophylactics
BECLOMETHASONE DIPROPIONATE
Aqueous nasal spray 50 mcg per dose

Aqueous nasal spray 100 mcg per dose IPRATROPIUM BROMIDE

BUDESONIDE Aerosol inhaler 20 mcg per dose
Aqueous nasal spray 50 mcg per dose Nebuliser soln 250 mcg per ml, 1 ml

Aqueous nasal spray 100 mcg per dose Nebuliser soln 250 mcg per ml, 2 ml
FLUTICASONE PROPIONATE TIOTROPIUM BROMIDE

Aqueous nasal spray 50 mcg per dose Restricted
IPRATROPIUM BROMIDE

Aqueous nasal spray 0.03%
SODIUM CROMOGLYCATE

Aqueous nasal spray 4%

Anticholinergic Agents

Must meet community Special Authority criteria
Powder for inhalation 18 mcg per dose

Anticholinergic Agents with Beta-Adrenoceptor
Agonists
SALBUTAMOL WITH IPRATROPIUM BROMIDE

Aerosol inhaler 100 mcg with ipratropium bromide
20 mcg per dose

Nebuliser soln 2.5 mg with ipratropium bromide 0.5
mg per 2.5 ml vial
Beta-Adrenoceptor Agonists

SALBUTAMOL
Aerosol inhaler, 100 mcg per dose
Infusion 1 mg per ml, 5 ml ampoule
Inj 500 mcg per ml, 1 ml ampoule
Nebuliser soln 1 mg per ml, 2.5 mi
Nebuliser soln 2 mg per ml, 2.5 mi
Oral lig 2 mg per 5 ml

TERBUTALINE SULPHATE
Powder for inhalation 250 mcg per dose
Inj 0.5 mg per ml, 1 ml amp

Cough Suppressants

PHOLCODINE
Oral lig 1 mg per ml

Decongestants

OXYMETAZOLINE HYDROCHLORIDE
Aqueous nasal spray 0.25 mg per ml
Aqueous nasal spray 0.5 mg per ml
PSEUDOEPHEDRINE HYDROCHLORIDE
Tab 60 mg
SODIUM CHLORIDE
Aqueous nasal spray 6.5 mg per ml
SODIUM CHLORIDE WITH SODIUM BICARBONATE
Soln for nasal irrigation
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XYLOMETAZOLINE HYDROCHLORIDE SALMETEROL
Aqueous nasal spray 0.05% Aerosol inhaler 25 mcg per dose AMINOPHYLLINE
Aqueous nasal spray 0.1% Powder for inhalation 50 mcg per dose Inj 25 mg per ml, 10 ml ampoule
Nasal drops 0.05% Inhaled Corticosteroids with Long-Acting Beta- CAFFEINE CITRATE
Nasal drops 0.1% Adrenoceptor Agonlsts Inj 20 mg per ml, 2.5 ml ampoule (caffeine 10 mg

BUDESONIDE WITH EFORMOTEROL per ml)

BECLOMETHASONE DIPROPIONATE Restricted Oral lig 20 mg per ml (caffeine 10 mg per ml)
Aerosol inhaler 50 mcg per dose Must meet community Special Authority criteria THEOPHYLLINE
Aerosol inhaler 100 mcg per dose Aerosol inhaler 100 mcg with eformoterol fumarate Oral lig 80 mg per 15 ml
Aerosol inhaler 250 mcg per dose 6 meg . . Tab long-acting 250 mg

BUDESONIDE Agr%s% inhaler 200 mcg with eformoterol fumarate
Powder for inhalation 100 mcg per dose Powder for inhalation 100 mcg with eformoterol DORNASE ALFA
Powder for inhalation 200 mcg per dose fumarate 6 mcg Restricted
Powder for inhalation 400 mcg per dose Powder for inhalation 200 mcg with eformoterol Either:
Nebuliser soln 250 mcg per ml, 2 ml fumarate 6 mcg 1. for use in patients with approval by the Cystic
Nebuliser soln 500 mcg per ml, 2 ml Powder for inhalation 400 mcg with eformoterol Fibrosis Advisory Panel; or

FLUTICASONE fumarate 12 mcg 2. for use in the treatment of pleural effusion.
Aerosol inhaler 50 mcg per dose FLUTICASONE WITH SALMETEROL Nebuliser soln 2.5 mg per 2.5 ml ampoule
Aerosol inhaler 125 mcg per dose Restricted SODIUM CHLORIDE
Aerosol inhaler 250 mcg per dose Must meet community Special Authority criteria Nebuliser soln 7%
Powder for inhalation 50 mcg per dose Aerosol inhaler 50 mcg with salmeterol 25 mcg
Powder for inhalation 100 mcg per dose Aerosol inhaler 125 mcg with salmeterol 25 mcg BERACTANT
Powder for inhalation 250 mcg per dose P%vz(;er for inhalation 100 mcg with salmeterol 50 Soln 200 mg per 8 ml vial

Powder for inhalation 250 mcg with salmeterol 50 PORACTANT ALFA

MONTELUKAST mcg Soln 120 mg per 1.5 ml vial

Restricted Soln 240 mg per 3 ml vial

Must meet community Special Authority criteria NEDOCROMIL
Tab 4 mg Aerosol inhaler 2 mg per dose DOXAPRAM
Tab 5mg SODIUM CROMOGLICATE Inj 20 mg per ml, 5 ml vial

Long-Acting Beta-Adrenoceptor Agonists Powder for inhalation 20 mcg per dose TALC

EFORMOTEROL FUMARATE Powder

Powder for inhalation 6 mcg per dose
Powder for inhalation 12 mcg per dose

Soln (slurry) 100 mg per ml, 50 ml
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Tumor Necrosis Factor (TNF) Inhibitors
INFLIXIMAB

Restricted
Both:

1. Patient has life-threatening pulmonary sarcoidosis
that is refractory to other treatments; and

2. Treatment is to be prescribed by, or has been
recommended by, a physician with expertise in the
treatment of pulmonary sarcoidosis.

Inj 100 mg

Products proposed not to be included

The following products were considered as part of the
review of this section, and we are proposing that they
not be listed in Part Il of Section H at this time. Please
note that this would not prevent them from being
considered for inclusion at a later date.

Adrenaline (auto-injectors)

Bromhexine hydrochloride
Dextrochlorpheniramine maleate
Dextromethorphan

Diphenhydramine hydrochloride
Guaifenesin

Guaifenesin with bromhexine hydrochloride
Menthol

Omalizumab

Opiate squill

We are also proposing that the following products not
be included. Please note that for each of these, we are
proposing that other presentations or strengths would
be included in this section.

Aminophylline
Tab modified-release 350 mg
Fluticasone with salmeterol

Aerosol inhaler 250 mcg with salmeterol 25
mcg

Powder for inhalation 500 mcg with salmeterol
50 mcg

Pholcodine
Oral lig 2 mg per ml
Oral lig 3 mg per ml
Sodium chloride

Aqueous nasal spray 7.4 mg per ml

Dornase alfa

The issue of dornase alfa in acute settings has been
raised through this process. While we are not proposing
that this be included in the prescribing criteria at this
time, we intend to consider this further over the coming
months, and we will be discussing this issue with
relevant parties.

Infliximab

Please note that we will be addressing the use of
infliximab in other specialities in other consultation
documents; it is also included in the Sensory Organs
and the Alimentary Tract and Metabolism therapeutic
groups, which are the subject of consultation at this
point in time.

Desensitisation products

Bee and wasp venom desensitisation kits, which are
subsidised in the community, have been proposed for
inclusion in Section H. We are intending to review the
use of other desensitisation products in DHB hospitals,
and will be discussing this issue with relevant parties as
this review progresses.
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DIBROMPROPAMIDINE (PROPAMIDINE i i
SENSORY ORGANS ( ) 2.3. The patient has failed to respond to

ISETHIONATE bevacizumab following three intraocular
. Eye drops 0.1% injections; or
Ear Preparations FUSIDIC ACID 2.4. The patient is of child-bearing potential and

has not completed a family.
ACETIC ACID WITH PROPYLENE GLYCOL Eye drops 1% P Y.

Ear drops 2.3% with propylene glycol 2.8% Continuation:
CHLORAMPHENI(;OL GENTAMICIN SULPHATE 1. Documented benefit after three doses must be

. Eye drops 0.3% demonstrated to continue.
Ear drops 0.5% NATAMYCIN 2. Inthe case of but previous non-response to
CIPROFLOXACIN WITH HYDROCORTISONE Eye drops 5% bevacizumab, a retrial of bevacizumab is required
Ear drops 0.2% with hydrocortisone 1% SULPHACETAMIDE SODIUM to cppﬁrm non-response before continuing with
DOCUSATE SODIUM Eye drops 10% ranibizumab.
Ear drops 0.5% TOBRAMYCIN Inj 10 mg per ml, 0.23 ml vial
FLUMETASONE PIVALATE WITH CLIOQUINOL Eye drops 0.3% Inj 10 mg per ml, 0.3 ml vial
Ear drops 0.02% with clioquinol 1% Eye oint 0.3% Beta Blockers
LE@M&&TS kﬂgi?g?;%ﬁmlz WITH GRAMICIDIN, Antineovascularisation Agents BETAXOLOL HYDROCHLORIDE
Eye drops 0.25%
Ear drops 1 mg with nystatin 100,000 u, neomycin BEVACIZUMAB Eye drops 0.5%
sulphate 2.5 mg and gramicidin 250 ug per g Restricted LEVOBUNOLOL
Ear / Eye Preparations Either: Eye drops 0.25%
DEXAMETHASONE WITH FRAMYCETIN AND 1. Ocular neovascularisation; or Eye drops 0.5%
GRAMICIDIN 2. Exudative ocular angiopathy.
: . TIMOLOL MALEATE
Ear/eye drops 500 ug with framycetin sulphate 5 Inj 25 mg per ml, 4 ml vial Eye drops 0.25%
mg and gramicidin 50 ug per mi Inj 25 mg per ml, 16 ml vial Eve 0'250/ | formi
FRAMYCETIN SULPHATE RANIBIZUMAB Eye d“’ps 050 o gelforming
arieye drops 0.5% Restricted EyZ d:gpz 0'50/" el formin
Eye Preparations Initiation: 4 ps 097, 9 J
Py - 1. Either: Carbonic Anhydrase Inhibitors
nti-Infective Preparations ' '
P 1.1.  Age-related macular degeneration; or ACETAZOLAMIDE
ACICLOVIR 1.2.  Chorodial neovascular membrane; and Tab 250 mg
H o
Eye oint 3% 2. Any of the following: Inj 500 mg in 10 ml vial
CHLORAMPHENICOL 2.1.  The patient has had a severe ophthalmic BRINZOLAMIDE
Eye drops 0.5% inflammatory response following Eye drops 1%
Eye drops 0.5%, single dose bevacizumab; or
Eye oint 1% 2.2. The patient has had a myocardial infarction DORZOLAMIDE HYDROCHLORIDE

or stroke within the last three months; or Eye drops 2%

CIPROFLOXACIN (continued...)

Eye drops 0.3%
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DORZOLAMIDE HYDROCHLORIDE WITH TIMOLOL
MALEATE

Eye drops 2% with timolol maleate 0.5%
Corticosteroids and Other Anti-Inflammatory
Preparations
DEXAMETHASONE

Eye drops 0.1%

Eye oint 0.1%

DEXAMETHASONE WITH NEOMYCIN AND
POLYMYXIN B SULPHATE
Eye drops 0.1% with neomycin sulphate 0.35%
and polymyxin B sulphate 6,000 u per g
Eye oint 0.1% with neomycin sulphate 0.35% and
polymyxin B sulphate 6,000 u per g
DEXAMETHASONE WITH TOBRAMYCIN

Eye drops 0.1% with tobramycin 0.3%
DICLOFENAC SODIUM

Eye drops 1 mg per ml

Eye drops 1 mg per ml, single dose
FLUOROMETHOLONE

Eye drops 0.1%

INFLIXIMAB

Restricted

Initiation - severe, vision-threatening ocular

inflammation requiring rapid control:

Both:

1. Patient has severe, vision-threatening ocular
inflammation requiring rapid control, and

2. Either:

2.1. Patient has failed to achieve control of
severe vision-threatening ocular
inflammation following high-dose steroids
(intravenous methylprednisolone) followed
by high dose oral steroids; or

2.2. Patient developed new inflammatory
symptoms while receiving high dose
steroids.

(continued...)

Initiation - chronic ocular inflammation resistant to other

agents:

Both:

1. Patient has severe uveitis uncontrolled with
treatment of steroids and other
immunosuppressants with a severe risk of vision

loss; and
2. Patient has tried at least two other
immunomodulatory agents.

For indications other than Behcet's disease, patients
should undergo a trial withdrawal of infliximab once
inflammation is controlled.

Inj 100 mg
KETOROLAC
Eye drops 0.5%
LEVOCABASTINE
Eye drops 0.5 mg per ml
LODOXAMIDE TROMETAMOL
Eye drops 0.1%
PREDNISOLONE ACETATE
Eye drops 0.12%
Eye drops 1%
PREDNISOLONE SODIUM PHOSPHATE
Eye drops 0.5%, single dose
SODIUM CROMOGLYCATE
Eye drops 2%
Decongestants and Antiallergics
NAPHAZOLINE HYDROCHLORIDE
Eye drops 0.1%
OLOPATADINE
Restricted — patients under 12 years of age
Eye drops 0.1%
PHENYLEPHRINE HYDROCHLORIDE
Eye drops 0.12%

Diagnostic Agents

FLUORESCEIN SODIUM
Eye drops 2%, single dose
Ophthalmic strips 1 mg

FLUORESCEIN SODIUM WITH LIGNOCAINE
HYDROCHLORIDE

Eye drops 0.25% with lignocaine hydrochloride
4%, single dose

ROSE BENGAL

Ophthalmic strips 1%
LISSAMINE GREEN

Ophthalmic strips 1.5 mg
Miotics
ACETYLCHOLINE CHLORIDE

Irrigation soln 20 mg in 2 ml vial
PILOCARPINE

Eye drops 1%

Eye drops 2%

Eye drops 2%, single dose

Eye drops 4%
Mydriatics and Cycloplegics
ATROPINE SULPHATE

Eye drops 0.5%

Eye drops 1%

Eye drops 1%, single dose
CYCLOPENTOLATE HYDROCHLORIDE

Eye drops 0.5%, single dose

Eye drops 1%

Eye drops 1%, single dose
PHENYLEPHRINE HYDROCHLORIDE

Eye drops 2.5%, single dose

Eye drops 10%, single dose
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TROPICAMIDE
Eye drops 0.5%
Eye drops 0.5%, single dose
Eye drops 1%
Eye drops 1%, single dose
Ocular Anaesthetics

OXYBUPROCAINE HYDROCHLORIDE
Eye drops 0.4%, single dose
TETRACAINE (AMETHOCAINE) HYDROCHLORIDE
Eye drops 0.5%, single dose
Eye drops 1%, single dose
Other Eye Preparations
BALANCED SALT SOLUTION
Eye drops
Irrigation soln 250 ml
Irrigation soln 500 ml

Preparations for Tear Deficiency and Ocular
Lubricants

CARBOMER
Ophthalmic gel 0.2%
Ophthalmic gel 0.3%, single dose
CARMELLOSE SODIUM
Eye drops 0.5%
Eye drops 0.5%, single dose
Eye drops 1%
Eye drops 1%, single dose
HYPROMELLOSE
Eye drops 0.5%
HYPROMELLOSE WITH DEXTRAN
Eye drops 0.3% with dextran 0.1%
Eye drops 0.3% with dextran 0.1%, single dose
PARAFFIN LIQUID WITH SOFT WHITE PARAFFIN
Eye oint with soft white paraffin

PARAFFIN LIQUID WITH WOOL FAT LIQUID
Eye oint 3% with wool fat liquid 3%
POLYVINYL ALCOHOL
Eye drops 1.4%
Eye drops 3%
POLYVINYL ALCOHOL WITH POVIDONE
Eye drops 1.4% with povidone 0.6%, single dose
TYLOXAPOL
Eye drops 0.25%
Prostaglandin Analogues
BIMATOPROST
Eye drops 0.03%
LATANOPROST
Eye drops 50 ug per ml
TRAVOPROST
Eye drops 0.004%
Sympathomimetics
APRACLONIDINE
Eye drops 0.5%
BRIMONIDINE TARTRATE
Eye drops 0.2%

BRIMONIDINE TARTRATE WITH TIMOLOL
MALEATE

Eye drops 0.2% with timolol maleate 0.5%
Viscoelastic Substances
HYPROMELLOSE

Inj 2%, 1 ml syringe
SODIUM HYALURONATE

Inj 10 mg per ml, 0.4 ml

Inj 10 mg per ml, 0.55 mi

Inj 10 mg per ml, 0.85 ml

Inj 14 mg per ml, 0.55 mi

Inj 14 mg per ml, 0.85 ml

Inj 23 mg per ml, 0.6 ml

SODIUM HYALURONATE WITH CHONDROITIN
SULPHATE
Inj 10 mg per ml, 0.4 ml (1) and inj 30 mg per ml
with chondroitin sulphate 40 mg per ml, 0.35 ml
(1)
Inj 10 mg per ml, 0.55 ml (1) and inj 30 mg per ml
with chondroitin sulphate 40 mg per ml, 0.5 ml

(1)
Inj 30 mg with chondroitin sulphate 40 mg per ml,
0.75 ml
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Products proposed not to be included

The following products were considered as part of the
review of this section, and we are proposing that they
not be listed in Part Il of Section H at this time. Please
note that this would not prevent them from being
considered for inclusion at a later date.

Acetylcysteine (proprietary eye drops)
Carbachol

Ciclosporin (ophthalmic preparations)
Flurbiprofen

Homatropine

Macrogol 400 with propylene glycol

Naphazoline hydrochloride with antazoline
phosphate

Phenylephrine hydrochloride with zinc sulphate
Proxymetacaine

Travoprost with timolol

Verteporfin

Please note that while we are proposing not to include
commercially-manufactured acetylcysteine eye drops,
compounded eye drops (from acetylcysteine injection)
would be able to be used.

We are also proposing that the following products not
be included. Please note that for each of these, we are
proposing that other presentations or strengths would
be included in this section.

Brimonidine tartrate
Eye drops 0.15%
Fluorescein sodium

Eye drops 1%, single dose

Hypromellose
Eye drops 0.3%
Eye drops 2%
Rose bengal
Eye drops 1%, single dose
Sodium hyaluronate
Inj 16 mg per ml, 0.25 mi
Inj 16 mg per ml, 0.5 ml
Inj 16 mg per ml, 0.8 ml

Please note that we have received clinical advice on
the benefits of ciclosporin eye drops and prednisolone
sodium phosphate eye drops. We will be considering
these products further over the coming months, and will
discuss this issue further with relevant parties as this
work progresses.

Biologic agents

Please note, that in relation to the proposed listing of
bevacizumab and infliximab, this list relates only to their
use in ophthalmology. We will be addressing use of
these in other specialities in other consultation
documents.

In particular, please note that infliximab is also included
in the Respiratory System and Allergies and the
Alimentary Tract and Metabolism therapeutic groups,
which are also the subject of consultation at this point in
time

Proposed changes to community
pharmaceutical funding

To create more alignment with the community
Pharmaceutical Schedule (section B), we are proposing
to make two amendments in Section B.

Olopatadine

We propose that olopatadine would be subsidised in
the Sensory Organs therapeutic group in the
community (Section B of the Pharmaceutical Schedule)
from 1 January 2013 as follows (prices and subsidised
are ex-manufacturer, and exclusive of GST):

Pack Price and

Chemical Formulation Brand . .
size  subsidy
. Eye drops 5 ml
Olopatadine 01% Patanol oP $17.00

Olopatadine would be subject to
prescribing restrictions in Section B:

the following

a) Only for patients under 12 years of age.
b) Prescriptions must be recommended by an
ophthalmologist.

Homatropine

We are also proposing to delist homatropine (eye drops
2%) from Section B of the Pharmaceutical Schedule
from 1 July 2013. We note that usage of homatropine is
now at very low levels, and the Ophthalmology
Subcommittee has advised us that there is not a need
for this to remain subsidised in the community or to be
available in DHB hospitals.
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CONSULTATION PHARMAC

Pharmaceulical Managemeni Agency

30 July 2012

Proposal for various Roche products: rituximab, bevacizumab,
valganciclovir and midazolam

PHARMAC is seeking feedback on a proposal to:
« from 1 October 2012:

- fund bevacizumab (Avastin), for the neoadjuvant treatment of patients with
metastatic colorectal cancer where metastases are confined to the liver and
surgical resection is planned; and

- fund valganciclovir (Valcyte), for the prophylaxis and treatment of
cytomegalovirus (CMV) in immunocompromised patients and patients receiving a
solid organ or bone marrow transplant;

« as soon as practicable following Medsafe approval (expected early 2013):

« list midazolam tablets (Hypnovel) in Part || of Section H of the Pharmaceutical
Schedule; and.

- from the date of its implementation (currently estimated to be 1 July 2013):

« list rituximab (MabThera) in the national Preferred Medicine List (PML), in Section
H of the Pharmaceutical Schedule, such that it would be funded in DHB hospitals
for patients with rheumatoid arthritis; and

» list bevacizumab, valganciclovir and midazolam tablets in the national Preferred
Medicine List (PML), in Section H of the Pharmaceutical Schedule.

The proposal is consistent with advice from the Pharmacology and Therapeutics Advisory
Committee (PTAC) and its relevant Subcommittees.

Further details of this proposal, including how to provide feedback and background
information, can be found below and on the following pages.

Feedback sought

PHARMAC welcomes feedback on this proposal. To provide feedback, please submit it in
writing by 5 pm Tuesday, 14 August 2012 to:

Jackie Evans Email: jackie.evans@pharmac.govt.nz
Therapeutic Group Manager Fax: 04 460 4995
PHARMAC Post PO Box 10 254, Wellington 6143

All feedback received before the closing date will be considered by PHARMAC's Board (or
Chief Executive acting under delegated authority) prior to making a decision on this
proposal.
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Bevacizumab would be subject to a confidential rebate, which would reduce its net price
to the Funder.

Bevacizumab would be listed in Section B of the Pharmaceutical Schedule subject to
Special Authority criteria as follows:

Bevacizumab — PCT only — Specialist — Special Authority

Special Authority for Subsidy

Initial application only from a relevant specialist or medical practitioner on
the recommendation of a relevant specialist. Approvals valid for 4 months for
applications meeting the following criteria;

All of the following:

1 The patient has metastatic colorectal cancer; and

2 Metastases are confined to the liver only; and

3 Neoadjuvant chemotherapy treatment prior to surgical resection of liver

metastases is planned; and
4 Bevacizumab to be used in addition to combination neoadjuvant chemotherapy

for a maximum of 4 treatment cycles.

Bevacizumab would have protection from subsidy reduction and delisting until 30 June
2016.

Bevacizumab would be listed in the national Preferred Medicine List (PML) in Section H
of the Pharmaceutical Schedule from the date of its implementation (currently estimated
to be 1 July 2013).

Any restrictions in the PML applying to the prescribing and dispensing of bevacizumab
would be no more restrictive than those applying to the listing of bevacizumab in Section
B of the Pharmaceutical Schedule.

In relation to valganciclovir (Valcyte):

Valganciclovir would be listed in Section B and in Part Il of Section H of the
Pharmaceutical Schedule from 1 October 2012. The following price and subsidy would
apply (ex-manufacturer, excluding GST):

Pharmaceutical Brand Pack size Price _and
subsidy
Valganciclovir 450 mg tablet Valcyte 60 $3,000.00

Valganciclovir would be listed in Section B of the Pharmaceutical Schedule subject to
Special Authority criteria as follows:

Valganciclovir — Special Authority for Subsidy
Initial application - (transplant cytomegalovirus prophylaxis) only from a
relevant specialist. Approvals valid for 3 months for applications meeting the
following criteria:
Any of the following:
1 Both:
1.1 Adult patient has undergone a heart transplant; and
1.2 Donor is cytomegalovirus positive and recipient is cytomegalovirus negative;
or
2 Both:
2.1 The patient has undergone a kidney transplant; and
2.2 Either:
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2.2.1 Donor is cytomegalovirus positive and recipient is cytomegalovirus
negative; or
222 Both:
2.2.2.1  The recipient is cytomegalovirus positive; and
22.2.2 The patient has received anti-lymphocte agent or rituximab;
or
3 Both:
3.1 Paediatric patient has undergone a kidney transplant; and
3.2 Either:
3.2.1 The donor is cytomegalovirus positive and recipient is
cytomegalovirus negative; or
3.2.2 The recipient is cytomegalovirus positive; or
4 Both:
4.1 Patient has undergone a liver transplant; and
4.2 Any of the following:
4.2.1 The Donor is cytomegalovirus positive and the recipient is
cytomegalovirus negative; or
4.2.2 Transplant for acute liver failure; or
4.2.3 Re-transplantation; or
4.2.4 Patient is receiving an anti-lymphocte agent.

Initial application - (Consolidation course following cytomegalovirus treatment)
only from a relevant specialist. Approvals valid for 1 month for applications meeting
the following criteria;

Both:

1 Patient has undergone a transplant; and

2 Patient has received IV ganciclovir for treatment of cytomegalovirus disease.

Initial application - (Lung transplant cytomegalovirus prophylaxis) only from a
relevant specialist. Approvals valid for 6 months for applications meeting the
following criteria:

Both:
1 Patient has undergone a lung transplant; and
2 Either:
2.1 The donor was cytomegalovirus positive and the patient is cytomegalovirus

negative; or
2.2 The recipient is cytomegalovirus positive.

Initial application - (Kidney transplant cytomegalovirus prophylaxis) only from a
relevant specialist. Approvals valid for 6 months for applications meeting the
following criteria:
All of the following:
1 Patient has undergone a kidney transplant; and
2 Maximum dose of valganciclovir will be 450 mg daily; and
3 Either:
3.1 Donor is cytomegalovirus positive and recipient is cytomegalovirus negative;
or
3.2 Both:
3.2.1 The recipient is cytomegalovirus positive; and
3.2.2 The patient has received anti-lymphocte agent or rituximab.

Initial application - (Haemopoietic Stem cell transplant cytomegalovirus
infection; pre-emptive therapy) only from a relevant specialist. Approvals valid
for 6 weeks for applications meeting the following criteria:

Both:
1 Patient is an allogeneic stem cell transplant recipient; and
2 Either:

2.1 Patient shows evidence of cytomegalovirus infection/disease: or
2.2 Patient shows evidence of cytomegalovirus reactivation/infection based on
DNA or antigen based testing.
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Renewal - (Haemopoietic Stem cell transplant cytomegalovirus infection; pre-
emptive therapy) only from a relevant specialist. Approvals valid for 6 weeks for
applications meeting the following criteria:

Both:
1 Patient is an allogeneic stem cell transplant recipient; and
2 Either:

2.1 Patient shows evidence of cytomegalovirus infection/disease; or
2.2 Patient shows evidence of cytomegalovirus reactivation/infection based on
DNA or antigen based testing.

Initial application - (Cytomegalovirus in immunocompromised patients) only
from a relevant specialist. Approvals valid for 3 months for applications meeting the
following criteria:
Both:
1 Patient is immunocompromised; and
2 Any of the following

2.1 Patient has cytomegalovirus syndrome or tissue invasive disease, or

2.2 Patient has rapidly rising plasma CMV DNA (>3logs) in absence of disease;

or
2.3 Patient has cytomegalovirus retinitis

Renewal application - (Cytomegalovirus in immunocompromised patients) only
from a relevant specialist. Approvals valid for 3 months for applications meeting the
following criteria:
Both:
1 Patient is immunocompromised; and
2 Any of the following

2.1 Patient has cytomegalovirus syndrome or tissue invasive disease, or

2.2 Patient has rapidly rising plasma CMV DNA (>3logs) in absence of disease;

or
2.3 Patient has cytomegalovirus retinitis

o From 1 October 2012 valganciclovir would be delisted from Part Il of Section H
(Discretionary Community Supply Pharmaceuticals) of the Pharmaceutical Schedule.

¢ Valganciclovir would be listed in the national Preferred Medicine List (PML) in Section H
of the Pharmaceutical Schedule from the date of its implementation (currently estimated
to be 1 July 2013).

¢ Any restrictions in the PML applying to the prescribing and dispensing of valganciclovir
would be no more restrictive than those applying to the listing of valganciclovir in Section
B of the Pharmaceutical Schedule.

In relation to midazolam tablets (Hypnovel):

e Midazolam tablets would be listed in Part Il of Section H of the Pharmaceutical Schedule
as soon as practicable, following Medsafe approval and stock becoming available in NZ,
expected in early 2013. The following price would apply (ex-manufacturer, excluding
GST):

Pharmaceutical Brand Pack size Price

Midazolam 7.5 mg tablet Hypnovel 100 $40.00

e Midazolam tablets would be listed in the national Preferred Medicine List (PML) in
Section H of the Pharmaceutical Schedule from the date of its implementation (currently
estimated to be 1 July 2013).
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the addition of bevacizumab to standard neoadjuvant chemotherapy treatment for a small
number of patients.

PTAC and its Cancer Treatments Subcommittee recommended that bevacizumab be funded
as proposed. PTAC gave this recommendation a low priority. Relevant minutes can be
found on our website here:

www.pharmac.govt.nz/patients/DecisionMakingProcess/Application Tracker?Proposalld=329

CaTSoP noted that ideally bevacizumab funding should be limited to those mCRC patients
who present with unresectable liver metastases but for whom treatment with bevacizumab
plus chemotherapy could convert (downstage) them to completely resectable liver
metastases. However, CaTSoP considered that it would be very difficult to define and limit
funding to these patients with ‘potentially resectable’ disease and in reality, if funded, the
majority of patients with liver only disease who were reasonably fit, i.e. those eligible for
neoadjuvant chemotherapy treatment, would be treated.

Overall, we consider that the proposal would result in up to 350 patients per annum
receiving funded bevacizumab for mCRC.

Valganciclovir for CMV

Valganciclovir is indicated for the treatment of cytomegalovirus (CMV) retinitis in acquired
immunodeficiency syndrome (AIDS) patients and for the prevention of CMV disease in solid
organ transplant patients.

PTAC and its Anti-Infective Subcommittee have recommended funding of valganciclovir with
a high priority under Special Authority for CMV prophylaxis and treatment. Relevant minutes
can be found at the following links: http://pharmac.govt.nz/2011/08/02?g=PTACminutes, and
http://pharmac.govt.nz/2012/06/207g=2012-03+Anti-Infective

PTAC also reviewed an application for 6 month therapy following renal transplant at a dose
of 450 mg at its February 2012 meeting and the relevant minute is as follows:

The Committee noted a letter from [a clinician], regarding the duration of supply of
valganciclovir for the prophylaxis of cytomegalovirus (CMV) following renal transplantation in
high risk patients. [The clinician] noted that at its August 2011 meeting PTAC recommended
funding valganciclovir for this indication at full dose (900 mg per day) for 90 days, however
since this recommendation was made new research suggested that half the dose (450 mg
per day) for double the time (180 days) is more effective. In light of this new information and
the cost-neutral nature of the request the Committee resolved that the Special Authority be
changed to allow this.

Under this proposal funding for either three or six months of valganciclovir would be
available for kidney transplant patients, the three month course would have no dose
restriction, whilst the 6 month course would be limited to @ maximum 450 mg daily dose.

Valganciclovir is currently listed in Part Il of Section H of the Pharmaceutical Schedule, the
Discretionary Community Supply (DCS) list, for up to 14 weeks treatment of CMV retinitis in
immunocompromised patients and prophylaxis of CMV following solid organ transplant. As
these indications would be covered by the proposed Special Authority PHARMAC propose
to remove this product from the DCS list. Hospitals would stil be able to dispense
valganciclovir on discharge to patients who meet the Special Authority criteria provided they
have a dispensing for discharge policy.

PHARMAC estimate that the widening of access to include Haemopoietic Stem Cell
Transplant cytomegalovirus infection treatment and pre-emptive therapy and extension of
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lung transplant prophylaxis from three months to six months would allow around 40
additional patients access to funded therapy per annum.

Midazolam

Midazolam 7.5mg tablets were previously partially subsidised in the community (Section B of
the Pharmaceutical Schedule) but were discontinued by Roche earlier this year. Roche has
now managed to secure supply of this pharmaceutical and stock is expected to be registered
and available in New Zealand from early 2013. We will notify the market of the exact date of

listing nearer that date.

Clinicians have informed us that Midazolam 7.5mg tablets would mainly be used in hospitals
as a sedative or a pre-med prior to procedures and that it is not necessary to fund the
tablets in the community (Section B of the Pharmaceutical Schedule) because there are
other funded alternatives.

Qverall

Overall this proposal is expected to increase health gains in immunocompromised and
transplant patients and patients with severe rheumatoid arthritis and metastatic colorectal
cancer. We estimate that proposal would cost the Combined Pharmaceuticals Budget
around $7 million over five years and would a cost to the DHBs of around $12 million over
five years, however, we note that the incremental cost to DHBs may be less than this as
some DHB Hospitals are already funding rituximab for some RA patients.
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National Renal
Advisory Board

Sunday, 30 September 2012

Dear Rowan/Richard,

Thank you for being so receptive with respect to New Zealand’s requirements within
the broader Australasian nephrology community. The New Zealand Chapter (“the
Chapter”) of the Australian and New Zealand Society of Nephrology (“the Society”)
would like Council to consider formalizing the Chapter within the Society’s structure
as one of the outcomes of its current constitutional overhaul.

The current situation is that the Chapter is an informal collection of New Zealand
nephrologists, registrars, fellows, scientists and nurse practitioners. Given the
activities of the Chapter, there is now a need to either incorporate itself as a
separate entity or become a more formal part of the Society’s structure and
constitution. The Chapter's strong preference would be for the second option,
thereby maintaining its current schedule of activities under the auspices of the
Society.

The important background elements to this situation are to be found in the
Chapter’s local activities, and also the structure of the clinical leadership in New
Zealand which prioritises these activities. With respect to the activities themselves,
some are generic such as the Society’s scientific and clinical guideline activities.
However, others activities are unique to New Zealand, and most often relate to
work streams and meetings as determined and prioritized by the National Renal
Advisory Board (NRAB). The Board embodies clinical leadership for renal care in
New Zealand, advising on and monitoring service provision at a District Health
Board, regional and national level. The structure and function of the Board including
its Terms of Reference of can be found on the New Zealand Ministry of Health
website!. At the current time, the most important priorities of the Board relate to
the maintenance of renal service standards across New Zealand?, the development
of a national funding system for a harmonized model of renal transplantation, and
the development of a national renal IT system. These priorities lead to activities
that are specific to the New Zealand nephrology community but of high priority to
its members both as both stakeholders and contributors. The link between the New
Zealand Chapter and the Ministry of Health is vital to the maintenance of service
provision in our country, with significant buy-in from both parties resulting from

1 www.moh.govt.nz/nrab
2 http://www.nsfl.health.govt.nz/apps/nsfl.nsf/pagesmh/300






many Yyears of collaboration. For instance, the Ministry directly supports the
ANZDATA Registry and is being lobbied at the current time by the NRAB to provide
similar support to the KHA-CARI guidelines. | use these examples as an indication
of the value of this relationship to the Chapter which must be preserved.

The link between the clinical leadership structure of the Chapter and the Society is
through the member who is elected as Chair of the New Zealand Chapter (who is
therefore the Chair of the NRAB). Through historical precedent, this person is also
New Zealand’s representative to the Society by way of occupying New Zealand’s
sitting position on Council.

There are two important disadvantages of the current informal arrangement, one
for the Chapter and one for the Society. For the Chapter, we have up until this time
been able to perform most of our activities without direct involvement from the
Society. However, one of our most important activities is now in jeopardy, which is
the Annual Scientific and General Meeting of the Chapter (“the Meeting”). This
Meeting has long served as a local networking opportunity and scientific exposition,
and has enabled interaction within the Chapter around important issues of clinical
care and health care delivery within the country. Being a separate country, the local
context of these issues often requires involvement of other New Zealand
governance and stakeholder groups. The forum for communication and decision-
making is therefore best hosted within a local meeting in New Zealand, allowing for
maximal engagement within the Chapter and well as good access to the meeting by
other involved parties. The Meeting has also been used by the New Zealand
Specialist Advisory Committee to facilitate site credentialing and resolve issues
around advanced training within the country. Previously, the Meeting have been
wholly supported by pharmaceutical companies such as Janssen-Cilag and Roche.
In the current economic climate, this support has evaporated and as an informal
body the Chapter is unable to mount another meeting through a Professional
Conference Organizer. The absence of the Meeting as a mechanism for engagement
leaves a large gap for the Chapter. As indicated above, the Society’s Annual
Scientific Meeting does not provide an optimal opportunity for the Chapter to
engage and interact around issues unique to New Zealand.

The second disadvantage of the informal arrangement is that there is a risk that the
role of Chair of the Chapter will be split, such that there is one elected member to
the NRAB and a second to Council. This was almost subject to a general vote at the
Chapter’s last election. This suggestion arose because of the importance and
associated time commitment of the role on the NRAB, and the relatively lower
weight of both aspects with respect to the role on Council. In fact, all other
contenders at the last election other than for me were keen to pass over the role on
Council. In general terms, the split of this role would be detrimental to the Society.
The previous Chairs of the Chapter to date have been true opinion leaders within
the New Zealand renal community, such as Kelvin Lynn, John Collins, Richard
Robson, Grant Pidgeon. The risk to Council is that these individuals will be elected
to the NRAB leaving less relevant candidates to move onto Council. Objectively, it
makes most sense for the Society to have the Chair of the NRAB on Council as a
representative of clinical leadership in New Zealand.





There are innumerable precedents for having a local New Zealand structure within
Australasian organizations, such as the New Zealand Chapter of the RACP and the
New Zealand Nephrology SAC. Such structures have optimized local relevance of
deliverables, without sacrifice of high-level harmonization within Australasia. As
current Chair of the NRAB, | would be happy to work with the group reviewing the
Society’s constitution to detail the particulars of the New Zealand community, with
a view to formalizing the Chapter within the Society in much the same way as the
Australian and New Zealand Society of Interventional Nephrology and other special
interest groups.

Thank you for your consideration, and | look forward to your response.

m v

Mark R Marshall

Chair

National Renal Advisory Board

New Zealand Chapter of Australian and New Zealand Society of Nephrology
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INCREASING LIVE KIDNEY TRANSPLANTS IN NEW ZEALAND – BARRIERS IN THE LIVE KIDNEY TRANSPLANATION PATHWAY

The diagram to the right sets out a stylised live donor transplant pathway.  It identifies some of the key barriers  that could be addressed as part of a broad strategy to increase live donor transplants. 



Starting with the patient:

		    donor recruitment rests largely on the renal patient, but international studies indicate that a key barrier is that over 70% of patients do not know how to ask (because of guilt or fear factors).  Those patients who know that a live donor would not face serious health consequences are more likely to ask. (Barnieh et al, 2011).  

		  international studies show that renal patients who receive home-based education were more likely to talk to potential donors, to have more potential live donors evaluated and to have a transplant (Reese et al, 2008).





For the potential donors:

		   the current income support for live donors (who may need between 4-6 weeks off work) is  set at the Sickness Benefit – up to $335/week.  This would not meet typical mortgage costs of over $400/week, let alone other costs.

		  many people underestimate the impact of renal disease – in part because transplantation is often referred to as “improving the quality of life” rather than as “life saving”.  

		  many people underestimate the chances they could be a potential match and may not know they could donate.





To improve donor utilisation, many countries have introduced a national paired exchange scheme for  incompatible donors.   International experience suggests that setting these schemes up requires  nationally co-ordinated legislative, financial and logistical support. 



The current funding and service delivery model:

		  under-prices the costs of a live renal transplant by  xx%, leading to delays in renal transplantation

		   transplant units  are not funded for all aspects of a transplant – eg: they do not hold the funding for donor and recipient work-up (the costs are met by other DHB departments).  If  transplant units were funded for renal transplantation as a whole, they could avoid bottlenecks in work-ups by outsourcing diagnostic tests.

		   There is no extra funding in current DHB budgets for extra transplants when units are operating at capacity.





Capacity and capability to support a new strategy: The NRAB is ready to provide clinical leadership to a strategy to improve live donor transplantation, but it needs analytical, logistical and political support to address the issues above.  

1







2

INCREASING LIVE KIDNEY TRANSPLANTS IN NEW ZEALAND – THE NRAB’S FIVE POINT PLAN

The diagram to the right outlines the NRAB’s Five Point Plan to improve live donor transplant in NZ.  The plan specifically addresses key issues identified in the current live donor transplantation pathway. 





1 .  Piloting increased support  at the [3] transplant units for [3] years, with the staff supporting patients and their families with information on how to ask, the consequences of renal disease, and the (minimal) consequences for live renal transplantation donors.  These extra resources  would be used to support patients in recruitment. (eg: training in how to ask, supporting home-based education).   If the pilots are successful, on-going funding would come from the national funding pool for transplantation (see (4) below).   Cost: [$0.5m pa] for three years





2.  Implementing  current proposals for meeting 80% of live donor’s  lost incomes as a health programme, along the lines set out in the Private Members Bill sponsored by Michael Woodhouse, MP.  The proposals in the Bill could be implemented under current law.  Costs would be met by transferring un-used funding from MSD.





3.   Funding the development of a feasibility study for the development of a national paired exchange scheme, covering legislative, funding, logistical and management/governance issues.  One off cost: [$0.25m]





4. Funding live renal transplantation as a national service, to cover all costs associated with live donor transplantation (similar to the current approach to liver transplants).  The service would be funded via a top-slice of all DHB budgets on a population basis.   Fund an extra 50 transplants per annum ($4.5 million pa) via an increase to the top-slice - to increase total live renal transplantation funding to $13.5 million pa.





5.  Make increasing live renal transplantation one of the Government’s health priorities for the next three years,  to emphasise the Government’s commitment to the above initiatives, and to provide extra Ministry of Health support to the NRAB’s clinical leadership  on these initiatives.  Cost met within Ministry of Health baselines.









Renal Patient

Potential live donor

Clinical process to establish patient/donor sutabiliy for, and to undertake, live transplantation

Completed
transplant
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Hon Tony Ryall

Minister of Health



		



		19 June 2012 

		      Media Statement        



		Pharmac to purchase vaccines 

Health Minister Tony Ryall has today announced Pharmac will take over managing the National Immunisation Schedule, including purchasing vaccines, from the Ministry of Health.

“Pharmac, which is already responsible for purchasing medications and some medical devices in New Zealand, will now also be responsible for purchasing vaccines,” said Mr Ryall. “The Ministry of Health will remain responsible for the overall immunisation programme. 


“This decision means there is a more consistent and cost effective approach for purchasing medicines.

“Because Pharmac is negotiating with suppliers over a large range of products, it is expected they will be able to get better vaccine prices through leveraging off other pharmaceutical purchases.  Any savings made will be reinvested back into health.” 

The National Immunisation Schedule includes 11 vaccines which are offered free to babies, children and adults to protect them from diseases including tetanus, hepatitis B, polio, measles and mumps.


“Pharmac will establish a committee of immunisation experts to provide advice on which vaccines to purchase which is intended to include members on the existing Immunisation Technical Forum.” 


The contract with the Institute of Environmental Science and Research (ESR) to manage the storage and distribution of vaccines will continue.


Media contact: Jackie Maher 021 243 7803 or Jannel Carter 027 589 8884  
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Overview


This document


This document will describe the policy around the use of the Hepatits B vaccine in patients with renal disease under the care of the Waitemata Renal Service.
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Introduction


Purpose


Hepatitis B is a viral infection. It is caused by the hepatitis B virus (HBV). Almost half the world’s population has been exposed to HBV. When illness does occur, hepatitis B can be acute (short term) or chronic (long term). Acute hepatitis B (affecting approximately 20% of people infected) is usually a mild illness from which people fully recover. The chronic form of hepatitis B (affecting approximately 20% of people infected) is more serious and can lead to complications such as liver failure and liver cancer. An estimated 400 million worldwide have chronic infection and remain at life-long risk of developing hepatocellular carcinoma and liver failure. More than 90 percent of individuals with chronic HBV reside in the Asia–Pacific region, where most countries have endemic HBV infection with prevalence rates between 5 and 20 percent. 

HBV is spread from person to person in blood or body fluids. The virus is highly infectious. HBV has also been known to spread through blood transfusions.  However, all blood donated in New Zealand has been screened for hepatitis since 1992.


 


In New Zealand hepatitis B most commonly occurs in NZ Maori, Pacific Peoples and Asian ethnic groups. A safe, effective vaccine against hepatitis B is available, and has been part of New Zealand’s national immunisation schedule since 1985. Immunisation is a safe and effective way of preventing the spread of hepatitis B.

 


Hepatitis B immunisation is recommended and publicly funded for the following groups:


· All children up to their 16th birthday 


· Household and sexual contacts of known carriers.  


   Hepatitis B immunisation is recommended, but not publicly funded for the following adults:


· Those at risk because of their occupation e.g.: nurses, doctors, dentists 


· Those undergoing renal dialysis 


This policy will describe the use of vaccination in the Renal Service

Scope


Patients under the care of the Waitemata Renal Service

Associated Documents


The table below identifies associated documents.


		Type

		Title/Description



		Clinical guidelines for health professionals

		Ministry of Health (2011) Immunisation Handbook Wellington: Ministry of Health








Policy Statement


Hepatitis B vaccination is recommended, but not funded for people undergoing dialysis. 

Vaccination is not mandatory, and should be considered in on individual basis for patients with renal disease. 


A number of vaccinations are available in New Zealand. In general a higher dose of vaccine is required for patients with renal disease and the manufacturer’s recommendations should be followed.

		Classification:
tba

		

		Issued by:

Renal Service



		Date Issued:

August 2012

		RP : 24 mths

		Authorised by:
Clinical Director



		Page 6 of 6

		DRAFT

		Hepatitis B Immunisation in Patients                    With Renal Disease





This information is correct at date of issue. Always check in the relevant WDHB policy manual that this copy is the most recent version.

		Classification:
tba

		

		Issued by:

Renal Service



		Date Issued:

August 2012

		RP: 24 mths

		Authorised by:
Clinical Director



		Hepatitis B Immunisation in Patients              With Renal Disease

		DRAFT

		Page 5 of 5





This information is correct at date of issue. Always check in the relevant WDHB policy manual that this copy is the most recent version.




_1411789202.doc
[image: image1.jpg]I21©ney Health

NEW ZEALAND

Prevention o Support o Research






Report for National Renal Advisory Board meeting 19 November 2012

Financial position


The Board has resolved to adopt a balanced budget and to review its activities in the light of current commitments and expected revenue.

 Strategic Plan

A new Strategic Plan for 2012 to 2015 is near completion and will appear on the website. 

Medical Director’s retirement from Canterbury DHB


The Medical Director will finish work for CDHB on 21 December.


Home Dialysis Advisory Committee

Terms of reference (draft 2011)


The Home Dialysis Advisory Committee will report to the DNT and be responsible for:


A. Pursuing any issue relevant to the uptake of home dialysis throughout Australia and New Zealand with a view to facilitating appropriate expansion of the program and promoting that all people on dialysis wishing to access HHD & PD are able to do so.


B. Ensuring that all types of dialysis that lend themselves to practice in the home environment are pursued


C. The organisation of a biennial Conference including setting a budget, raising funds, arranging the scientific program and the appointment of a local organiser.

Current NZ member – Medical Director of KHNZ.

Method of replacing members being reviewed by DNT


Two face-to-face meetings in Sydney and two teleconferences each year.


Financial support from Kidney health Australia.

Ministry of Health - Live donor transplant Request for Proposal information  

KHNZ have submitted a proposal for $442,000 over four years “To develop resources that will promote increase live kidney donation for transplantation with particular emphasis on Maori.”
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The proposed theme for WKD 2013 is “Acute Kidney Injury”

KHNZ staff have concerns that this theme may not be marketable outside hospital communities. There is no information on the WKD website about the 2013 activities. 


KHNZ are reviewing the value of our “traditional” activities during Kidney Health Week.

Regional workshops


A workshop was held for the greater Canterbury region on 28 July. Further workshops are on hold until our financial position improves.

Work with the Ministry of Health

Work continues with the Ministry on three further information resources – “How do I ask for a kidney?”, “Kidney stones”, “Knowing your numbers” (basic advice on what kidney tests mean)


The revised version of “Living with Kidney Disease” is complete and will likely be printed by the Ministry for KHNZ.

Kelvin Lynn
Medical Director               

9 Oct 2012
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Executive Summary

The incidence of treated end-stage kidney disease in 2010 was 115 per million
population (pmp), which is similar to that seen in recent years, with the exception
of 2009 where it peaked at 135 pmp. The highest incidence was seen at
Middlemore (212 pmp) and the lowest at Christchurch (47 pmp).

Dialysis prevalence however continues to increase to 544 pmp in 2010, ranging
from 1014 pmp at Middlemore to just 206 pmp at Christchurch. The Auckland,
Middlemore and Waikato units showed the greatest increase in dialysis numbers.
The prevalent dialysis modality has changed little in recent years, with peritoneal
dialysis (PD) usage ranging from 22% at Palmerston North to 53% at Waikato
(national average 35%). Home haemodialysis usage ranges from 10% in
Hawke’'s Bay and Taranaki to 41% and 44% in Christchurch and Dunedin
respectively (national average 18%).

Most units now meet the standard of > 70% prevalent haemodialysis (HD)
patients using permanent vascular access, although there has been no
improvement in recent years. Catheter usage remains > 20% nationally with only
Taranaki and Dunedin achieving less that 10% catheter use.

Preparation for HD has declined with no unit currently meeting the standards for
use of permanent vascular access at first dialysis.

Similarly the preparation for PD has declined with now 20% of non-late start
patients established on PD at 90 days requiring initiation of dialysis with HD.
These data indicate slippage in the capacity of units to adequately prepare

patients for dialysis.





e High numbers of HD patients are receiving less than 4.5 hours per dialysis
session and this is reflected by reduced dialysis adequacy measures in these
units. There are increasing numbers of patients receiving more than 3 HD
sessions per week, but this is almost entirely at Christchurch and Dunedin.

e There remains considerable variation in the management of erythropoietin to
maintain haemoglobin (Hb) concentrations between 100-130 g/L. Many patients
with Hb > 130 g/L continue to have erythropoietin administered, with both safety
and cost implications. Taranaki appears to have the tightest control of its
erythropoietin use.

e 2010 saw the lowest transplantation rates for 5 years with only 108 transplants
nationally, of which 56% were live donor transplants. There is marked variation in
live donor rates across units. Even when patients are listed on the national
deceased donor waiting list there is significant variation in transplantation rates,

for reasons that are not easily explained.

If it is accepted that the above standards are reflective of best practice dialysis care
then there has been minimal improvement in most standards over the last 5 years,
with considerable variation between units. This suggests that many renal services
are constrained in their capacity to deliver optimal dialysis care for their population.
Specific service improvement work is warranted aimed at the achievement of these
standards and should be prioritised particularly in units where performance has

trended downwards in recent years.

Further analysis of the differences between units, particularly with regard to

transplantation rates is warranted.





Introduction

The National Renal Advisory Board (NRAB) presents its seventh annual audit report
of the New Zealand dialysis and transplantation care standards. This data is
predominantly derived from the annual return to the Australia and New Zealand
Dialysis and Transplant Registry (ANZDATA), but also includes specific data sets
provided by individual renal services. The New Zealand Peritoneal Dialysis (NZPD)
registry is currently undergoing a major overhaul, and it has not been possible to
include any data analysis with regard to peritoneal dialysis. It is expected that future
reports will be able to include more complete data from the NZPD registry. Once

again comparative data relating to transplantation rates has been reported.

For the first time data is presented for the renal service at Waitemata DHB, which at
the end of 2010 had taken over care of patients dialysing at the Waitakere
haemodialysis satellite facility. For all other comparisons Waitemata remains included

with the Auckland data but future reports will separate the two services completely.

The collection and collation of data for this report is critically dependent on the
goodwill and hard work of renal units and the staff of the ANZDATA and NZPD
Registries. The dialysis care standards have been appended to the Tier Two Renal
Service Specifications in the Ministry of Health’s National Service Framework library.
The standards are also available for review by health professionals and the public on

the Kidney Health New Zealand website http://www.kidneys.co.nz/.






The process of data collection

The 2010 Report includes data from the 2010 ANZDATA Registry Report, for the
calendar year ending 31 December 2010, and individual renal units’ audit
programmes. The timing of data collection and reporting from ANZDATA means that
the New Zealand Audit Report cannot be distributed until their work is completed and

this has led to some delay in the delivery of this report.

The audit data is shown in tabular and graphic form in the following pages. There
may be minor changes in the data from previous years which result from corrections
and updates to the ANZDATA and NZPD databases. The raw data has not been

included but is available to Heads of Renal departments on request.

The National Renal Advisory Board would appreciate feedback on this report.
Comments can be sent to Mark Marshall, Chair of NRAB

MRMarshall@middlemore.co.nz , or Grant Pidgeon grant.pidgeon@ccdhb.org.nz .






Tablel Demographic data

Renal Service Demographic Data 2010
Whangarei Auckland Middlemore Waikato Hawke’s Bay Palm Nth Taranaki. Wellington Christchurch Dunedin New Zealand
Population* | 157,800 988,650 490,350 725,865 155,270 231,830 109,530 615,560 506,125 302530 | 4,373,530
% Maori | 31.9% 9.0% 16.8% 26.0% 24.8% 20.4% 16.6% 12.3% 8.0% 8.8% 15.2%
% Pacific 16% 9.1% 22.1% 21% 3.2% 22% 1.0% 5.8% 2.0% 15% 8.4%
% Asian | 2.0% 21.7% 19.8% 46% 25% 42% 2.6% 7.8% 6.5% 3.8% 10.6%
% Other |  64.6% 60.2% 41.4% 67.3% 60.5% 73.2% 79.5% 74.1% 83.5% 85.0% 67.8%
Age 0-29yr 38.9% 42.7% A71% 41.6% 40.0% 41.5% 39.3% 40.5% 39.0% 40.4% 41.6%
Age 30-48yr 24.8% 30.3% 27.7% 26.0% 25.9% 24.8% 26.0% 28.6% 27.7% 26.3% 27.7%
Age 50-69yr 25.6% 19.7% 19.0% 22.5% 25.7% 22.7% 23.4% 22.0% 23.0% 23.1% 21.7%
Age 70+ 10.7% 7.3% 6.2% 9.9% 10.3% 10.9% 11.2% 8.9% 10.3% 10.2% 9.0%
neiient 15 a9 104 128 17 30 13 51 28 18 503
numbers
2521;;;5 05 100 212 176 100 120 119 83 a7 50 115
Prevalent
numbers 149 570 407 475 86 115 60 212 123 91 2378
(dialysis)
;T:?é;‘;f 944 577 1014 654 554 496 548 344 206 301 544

* Estimate from 1996 census (Ministry of Health) pmp — per million population

Incidence — number of new patients commencing renal replacement treatment (dialysis or pre-emptive

transplant) during the calendar year
Prevalence — number of patients receiving dialysis treatment at the end of the calendar year i.e. 31 December

2010

Unit Coverage

Whangarei Northland DHB

Auckland Waitemata and Auckland DHBs

Middlemore Counties Manakau DHB

Waikato Waikato, Bay of Plenty, Lakes and Tarawhiti DHBs

Hawke’s Bay Hawke’s Bay DHB

Palmerston North Whanganui and MidCentral DHBs

Taranaki Taranaki DHB

Wellington Capital & Coast, Hutt Valley, Wairarapa and Nelson Marlborough DHBs
Christchurch Canterbury, West Coast, and South Canterbury DHBs

Dunedin Otago and Southland DHBs





Demography

e In 2010 503 patients commenced renal replacement therapy (RRT) in New
Zealand, giving an incidence of 115 per million population (pmp) (Table 1). This is
similar to incidence rates over recent years with the exception of 2009 where 583
patients commenced RRT (incidence rate of 135 pmp).

¢ Incidence rates in 2010 continue to vary markedly across the country from a high
of 212 pmp at Middlemore to just 47 pmp in Christchurch (Table 1).

e There are considerable demographic differences in the populations served by the
various renal units. Whangarei, Waikato and Hawke’s Bay services have the
highest percentage of Maori at 25-32%, whereas the Middlemore unit has a
greatly increased number of Pacific people at 22% (national mean only 6.4%).
There is considerably less variation in the age structure of the populations of the
various renal units (Table 1).

e Although the overall national incidence rate of RRT fell in 2010 back to previous
stable levels, the prevalence of patients dependent on dialysis continues to rise
(Table 1). The dialysis prevalence at the end of 2010 was 544 pmp, an increase
of 3.8% compared to 2009, although absolute dialysis numbers increased by

5.2%. The overall prevalence of RRT (dialysis and transplant) increased in 2010

by 4.8% (Fig. 1). Prevalent ESKF Patients New Zealand 2006-2010
4,000

e Prevalence rates also vary

3,000

considerably and are highest in those

Number

2,000+

units serving populations with high

1,000+

percentages of Maori and Pacific

2006 2007 2008 2009 2010

Fig.1 Prevalence of ESKF (dialysis and transplant) by
people. year





Most units had similar prevalent
numbers of patients (dialysis and
transplant) compared to 2009, with
most of the growth seen in the
Auckland, Middlemore and Waikato

units (Fig. 2).

Dialysis Modality

In 2010 there were only 16 pre-
emptive transplants performed (3.1%

of incident patients) (Fig. 3).

Of patients commencing dialysis in
2010 67% initially received some form
of haemodialysis, compared to 61% in
2009. This varied from only 50% in
Christchurch to 87% in Palmerston
North. Starship Hospital commenced 4
of its 5 new dialysis patients on PD
(Fig. 3).

Prevalent modality continues to show
marked regional variation (Fig. 4). The
prevalence of

peritoneal dialysis

across NZ has changed minimally, and

Prevalent ESKF Patients 2006-2010

Whangarei 29

Waitemata 3398

Auckland City 2%

Starship 39

Middlemore 3008

Waikato 3%

Taranaki 2%
0f
Hawkes Bay 2008

Palmerston North 598

Wellington 3908

Christchurch 298

o
:

Dunedin 2%
10

T T T T
200 400 600 800

Niimher

o

Fia. 2 Total ESKF prevalence (dialysis & transplant)

Incident Modality 2006-2010

Mean HD Mean PDMean Tx

_63.9% TSZA%—ISJEO

Whangarei

Auckland City

Starship

Middlemore

Waikato

Hawkes Bay

Palmerston North

Wellington

Christchurch

-
.
.
.
%
Taranaki %Eé
.
-
0
.
i

Dunedin

I T T T
0 20 40 60 80 100
Percent

I ncident HD
I incident PD
I Fre-emptive Tx
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remains at 35% of all dialysis
patients, although ranges from 53%
in Waikato to just 22% in Palmerston
North. The number of patients

performing home haemodialysis
continues to increase and is now
17.7% of prevalent patients (Fig. 4),
ranging from 44% in Dunedin to just
10% in Hawke’s Bay and Taranaki.

e The use of automated peritoneal
dialysis (APD) has again increased

slightly to 43% of all PD patients but

continues to show marked variation

across units (Fig. 4).

Vascular access for haemodialysis
e All but one unit now achieves the
standard for optimal vascular access
(arteriovenous (AV) fistula or graft) for
prevalent patients (> 70% of patients)
been little

There has

(Fig. b5).
improvement over the last few years
with some units showing deterioration

in the achievement of this standard.

This is most marked for Palmerston
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Fig. 5 AV access used by prevalent haemodialysis patients at
end of year





North where only 44% of prevalent haemodialysis patients are dialysing via

permanent AV access, and Wellington, which only just achieves the standard at

71%.

There remains marked variation in the
use of AV grafts for permanent vascular
access with only Waikato, Taranaki and
Dunedin units employing grafts to any
significant degree.

Catheter use for HD remains high at
23% nationally, ranging from 56% at
Palmerston North to 8% at Taranaki.
Only two units, Taranaki and Dunedin,
achieve the 10% standard of catheter

use for prevalent HD patients, which is

an improvement on 2009 when no unit

achieved this standard

(Fig.

Notably both these units are higher

6).

users of AV grafts.
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Prevalent CVC Access 2006-2010
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Fig. 6 Use of catheters for AV access in prevalent patients
at end of year





Unfortunately the commencement of HD with permanent access has declined with
no unit currently meeting the standard of 80% for non-late referred patients (Figs.
7 & 8). Nationally only 32% of such patients commence dialysis with permanent
access, ranging from 25% in Hawkes Bay and Northland to 60% in Dunedin. It
should be noted that numbers of such patients are low in the smaller services

leading to marked year to year variation in the achievement of this standard.

Incident HD Access 2006-2010
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Fig. 7 AV access used for 1* haemodialysis
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Incident HD Access 2006-2010

NZ Standard: 80% AV Access
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All units, except Christchurch, are now
regularly reporting catheter associated
bloodstream infection (CABSI) rates
and all exhibit rates well under the
international standard of 4 episodes
per 1000 catheter days, ranging from
0.69 in Whangarei to 2.26 in Waikato.
However

given the high catheter

usage rates this still reflects

considerable morbidity (Fig. 9).

Peritoneal dialysis (PD)

As mentioned above there has been
little change in the percentage of
prevalent patients using PD, and a
slight increase in the use of APD (Figs.

3&4).

There has been a slight deterioration
in the percentage of non-late start
patients transferring to PD after
beginning dialysis with HD (usually
using a CVC) (Fig. 10). Nationally this
was 20% of all non-late start patients

established on PD by 90 days,
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CABSI 2006-2010
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Fig. 9 Catheter associated bloodstream (CABSI)
rates (per 1000 catheter days)
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compared with 17% in 2009. This
ranged from O patients in Taranaki,
Hawke’s Bay and Starship to 33% in
Palmerston North, 29% in Waikato
and 25% in Whangarei. This may be a
reflection of pre-dialysis planning and
access to timely placement of PD
access, although it is not clear from
ANZDATA whether all such patients
had chosen PD in the pre-dialysis
period. Again it should be noted that
low numbers in the smaller units can

lead to marked variation.

Peritonitis Rate 2006-2010

NZ Standard: 18 months/epidaode
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Fig.11 Peritonitis rates (months per episode of peritonitis)

Peritonitis rates reported to ANZDATA show considerable improvement in 2010

for many services (Fig. 11). 7 services currently achieve the standard of greater

than 18 months PD per episode of peritonitis, with Dunedin improving to 40

months per episode.
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Haemodialysis adequacy, frequency and duration of treatment

The number of haemodialysis patients
receiving less than 4.5 hours dialysis
per session has remained the same at
41% in 2010, ranging from just 15% in
Wellington to 58% in Auckland (Fig.

12).

Only a few patients receive less than 3

sessions per week, whereas the

number receiving more than 3

sessions per week continues to

increase, reaching 11.8% in 2010.

There remains considerable variation
with 42% of Christchurch patients

receiving more than 3 sessions per

week but only 2% of Palmerston North
patients (Fig. 13.).

Various markers of haemodialysis
adequacy are

used by dialysis

services, predominantly the urea
reduction ratio (URR) and Kt/V. The
URR can be converted to Kt/V and a

composite analysis of haemodialysis
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Palmerston North

HD Rx Length 2006-2010
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adequacy is given in Figure 14. A Kt/V
of less than 1.2 is generally held to
reflect under-dialysis, although this
remains controversial and some units
choose not to report adequacy at all.

Units reporting lower adequacy data
tend to be the same units with high
numbers of patients performing
shortened dialysis, with the exception of
Northland which has good adequacy

data despite 25% of patients receiving

less than 4.5 hours per dialysis session.
The amount of missing data reflects
both unit preference as well as the
difficulty in obtaining results from home-

based haemodialysis patients.

Anaemia management

It is increasingly accepted that raising
haemoglobin (Hb) concentrations too
high with erythropoietin (EPO) can be
hazardous, and consequently most

international guidelines have recently

revised their Hb targets to 100-120g/L.
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Some commentators believe this to be
too tight a guideline. For the purposes
of this report, data is presented for all
prevalent dialysis patients with Hb
concentrations less than 100g/L and for
those receiving EPO therapy with Hb
concentrations greater than 130g/L
(Figs. 15-17).

At the end of 2010 17% of NZ dialysis

patients had Hb concentrations less

than 100g/L, ranging from just 8% in

Taranaki to 29% in Christchurch (Fig. 15).

Of patients with Hb < 100 g/L the
majority were receiving EPO except in
Christchurch (20% not on EPO) (Fig.
16).

By contrast 11% of patients receiving
EPO have Hb concentrations > 130g/L
unchanged from 2009. Figure 17
shows that of all patients with Hb > 130
g/L up to 80% in some units, continue
to be administered EPO. The lowest
rates are seen in Christchurch and
Taranaki.

these data indicate

Taken together
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marked variation in EPO management across units. The tightest EPO and Hb

management is achieved by Taranaki.

Transplantation Rates
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Overall the transplant rate in NZ in 2010 was 24.7 pmp, down from 28.9 in 2007.
This varied from 64.4 pmp in Hawke’s Bay to just 11.0 and 11.3 pmp in Waikato
and Dunedin respectively. Taranaki received no transplants at all in 2010 (Fig.
18).

When transplantation rates are compared against each service's dialysis
population, there remains similar variation, from 16 transplants per 1000 dialysis
patients in Middlemore and Waikato to 116 in Hawke’s Bay (national average 45)

(Fig. 19).

Variation in transplantation rates can be largely explained by demographic

differences in the population served by the different renal units. A more
18





comparable measure might be the deceased donor transplantation rate for

dialysis patients on the waiting list at any time. This comparison (Fig. 20) reveals

considerable variation between the different units. In 2010 the overall deceased

donor rate for New Zealand was 7.3 transplants per 100 waitlisted patients,

ranging from 12.5 in Wellington to just 3.3 in Waikato. The explanation for this

variation is unclear, especially as this appears to be a trend over a number of

years and is not restricted to just 2010. The reasons for this variation merit further

analysis.
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				Technical Advisory Services (TAS) is the shared support agency for the Central Region DHBs, working with the Central Region Renal Network.

		The purpose of collecting this data on live renal transplants is to monitor and report on agreed time-frames within the renal transplantation pathway.

		Whether the timeframes have been met or there have been delays is automatically calculated in the data entry form once dates are entered. The timeframes are:

		Donor Targets

		Donor had nephrology assessment within 8 weeks of first referral

		Donor had completed work-up within 12 weeks of nephrology assessment

		Donor had surgery within 12 weeks of final surgery approval

		Recipient Targets

		Recipient had cardiac stress test within 8 weeks of referral

		Recipient had angiogram completed within 8 weeks of cardiac stress test

		Note:

		If there is no date recorded or a stress test or angiogram was not required leave the date field blank.

		Donor related activity is shown in the orange columns, recipient activity in the yellow columns.

		If you have issues with the use of this workbook contact Central TAS (the shared support agency working on behalf of the Central Region Renal Network) at

		it_support@centraltas.co.nz



it_support@centraltas.co.nz



Data entry form

														nephrology assessment of donor								completed work-up of donor						approval for surgery								cardiac tests for recipient

		Recipient name		Recipient NHI		Recipient date of birth		Recipient ethnicity (Other, Maori, Pacific, Asian)		Recipient DHB of  domicile		Pre-emptive transplant? Yes/No		Date of first referral of donor		Date of nephrology assessment of donor		From first referral of donor to nephrology assessment		If nephrology assessment for donor delayed, enter reason		Date work-up completed for donor		From first nephrology assessment to completed work-up		If work-up for donor delayed, enter reason		Date of final surgical approval for donor		Date surgery carried out		From final surgical approval to actual surgery date		If surgery delayed, enter reason		Date of referral to cardiology for recipient		Date cardiac stress test completed for recipient		From cardiology referral to completed cardiac stress test		If cardiac test delayed, enter reason		Date angiogram completed		From completed cardiac stress test to completed angiogram		If angiogram delayed, enter reason



&C&"Arial,Bold"&14Renal transplant reporting template (live donation)

Page &P of &N



original targets

		Targets shown in the Renal Transplantation Report

		Target		Timeframe measurement

		Donor Activity

		Time from first referral of donor to nephrology assessment		Less than or equal to 2 months

		Time from first nephrology assessment to completed work-up		Less than or equal to 3 months

		Time from final surgical approval to actual surgery date		Less than or equal to 3 months 

		Recipient Activity

		Expect discussion with pre-dialysis patients regarding transplantation and live donor options		Not measured

		Expect initial assessment regarding suitability for transplant in pre-dialysis period		Not measured

		Time from cardiology referral to completed cardiac stress test		Less than or equal to 8 weeks

		Time from completed cardiac stress test to completed angiogram		Less than or equal to 8 weeks

		Count number of patients with “unreasonable” delays in completing assessment – Renal or Other source of delay

		Converted to weeks

		Activity		Target (in weeks)

		DONOR: Time from first referral of donor to nephrology assessment		8

		DONOR: Time from first nephrology assessment to completed work-up		12

		DONOR: Time from final surgical approval to actual surgery date		12

		RECIPIENT: Time from cardiology referral to completed cardiac stress test		8

		RECIPIENT: Time from completed cardiac stress test to completed angiogram		8

		RECIPIENT: Count number of patients with “unreasonable” delays in completing assessment – Renal or Other source of delay





Mock results

		Renal Transplantation Project - Data collection

		Mock results

		Donor Targets				Number of donors		% of donors

		Donor had nephrology assessment within 8 weeks of first referral		Met		9		64%

				Delayed		5		36%

				Total		14		100%

		Donor had completed work-up within 12 weeks of nephrology assessment		Met		10		71%

				Delayed		4		29%

				Total		14		100%

		Donor had surgery within 12 weeks of final surgery approval		Met		8		57%

				Delayed		6		43%

				Total		14		100%

		Recipient Targets				Number of recipients		% of recipient

		Recipient had cardiac stress test within 8 weeks of referral		Met		11		79%

				Delayed		3		21%

				Total		14		100%

		Recipient had angiogram completed within 8 weeks of cardiac stress test		Met		12		86%

				Delayed		2		14%

				Total		14		100%

		Exception reporting of delays

		Donor Delays		Reason		Number of donors		% of donors

		Donor had nephrology assessment within 8 weeks of first referral		X		4		80%

				Y		1		20%

				Z		0		0%

				Total		5		100%

		Donor had completed work-up within 12 weeks of nephrology assessment		X		2		50%

				Y		2		50%

				Total		4		100%

		Donor had surgery within 12 weeks of final surgery approval		X		2		33%

				Y		3		50%

				Z		1		17%

				Total		6		100%

		Recipient Delays		Reason		Number of donors		% of donors

		Recipient had cardiac stress test within 8 weeks of referral		X		2		67%

				Y		1		33%

				Total		3		100%

		Recipient had angiogram completed within 8 weeks of cardiac stress test

		0		X		1		50%

				Y		1		50%

				Total		2		100%





Calculations

												DONOR										RECIPIENT (Patient)						DONOR wait time (number of weeks)						RECIPIENT wait time (number of weeks)						8.01		12.01		12.01		8.01		8.01

		Recipient name		Recipient NHI		Recipient date of birth		Recipient DHB of  domicile		Pre-emptive transplant? Yes/No		Date of first referral of donor		Date of nephrology assessment of donor		Date work-up completed for donor		Date of final surgical approval for donor		Date surgery carried out		Date of referral to cardiology for recipient		Date cardiac stress test completed for recipient		Date angiogram completed		From first referral of donor to nephrology assessment		From first nephrology assessment to completed work-up		From final surgical approval to actual surgery date		From cardiology referral to completed cardiac stress test		From completed cardiac stress test to completed angiogram				From first referral of donor to nephrology assessment		From first nephrology assessment to completed work-up		From final surgical approval to actual surgery date		From cardiology referral to completed cardiac stress test		From completed cardiac stress test to completed angiogram

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-										Number of donors		% of donors

																						12/31/99																		-		-		-		-0		-						Donor had nephrology assessment within 8 weeks of first referral		Met		0		0%

																																								-		-		-		-		-								Delayed		0		0%

																																								-		-		-		-		-										0		0%

																																								-		-		-		-		-

																																								-		-		-		-		-						Donor had completed work-up within 12 weeks of nephrology assessment		Met		0		0%

																																								-		-		-		-		-								Delayed		0		0%

																																								-		-		-		-		-										0		0%

																																								-		-		-		-		-

																																								-		-		-		-		-						Donor had surgery within 12 weeks of final surgery approval		Met		0		0%

																																								-		-		-		-		-								Delayed		0		0%

																																								-		-		-		-		-										0		0%

																																								-		-		-		-		-

																																								-		-		-		-		-										Number of recipients		% of recipient

																																								-		-		-		-		-						Recipient had cardiac stress test within 8 weeks of referral		Met		0		0%

																																								-		-		-		-		-								Delayed		0		0%

																																								-		-		-		-		-										0		0%

																																								-		-		-		-		-

																																								-		-		-		-		-						Recipient had angiogram completed within 8 weeks of cardiac stress test		Met		0		0%

																																								-		-		-		-		-								Delayed		0		0%

																																								-		-		-		-		-										0		0%

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-

																																								-		-		-		-		-
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Mark Marshall

From:
Sent:
To:
Cc:

Subject:

36 votes.

Mark Marshall [mrmarsh@woosh.co.nz]

Saturday, 10 March 2012 8:11 a.m.

Dittmer (IDittmer@adhb.govt.nz); Walter Van Der Merwe (WDHB)

Collins (JohnCo@adhb.govt.nz); Debbie Eastwood (nee Keys) (CMDHB); Fredric Doss
(FredricD@adhb.govt.nz); Kara (TonyaK@adhb.govt.nz); '‘Karin Norman'; Leikis
(Murray.Leikis@ccdhb.org.nz); Lynn (Kelvin.Lynn@cdhb.govt.nz); McGregor
(David.McGregor@cdhb.govt.nz); Michael Papesch (Michael.Papesch@dol.govt.nz);
Nick Polaschek@moh.govt.nz; 'Rachael Walker'; Schollum
(John.Schollum@southerndhb.govt.nz)

Vote for NRAB

Please find attached the final voting. No votes include no votes, self-votes and unsigned ballots.

| won't circulate this other than to specific members who ask.

Regards,

MM

Dittmer

Mo wote

van der Merwe

Mumber
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New Zealand Peritoneal Dialysis Registry Discussion document

History:-  

The New Zealand Peritoneal Dialysis Registry was established in 1990 to collect registry-type information on all New Zealand end-stage kidney disease patients who were managed on peritoneal dialysis.  At that time ANZDATA collected quite limited information on patients on PD and the physicians and nurses involved with the care of PD patients felt it would be important to have more comprehensive information available on New Zealand patients.  The intention at that time and subsequently was to provide regular reports to contributing Units around New Zealand detailing outcomes for peritonitis, catheter placement and other complications.  This occurred for many years. After 2000 the database on which the registry data was recorded was updated in to an Access database.  A number of different clinical nurse co-ordinators and analysts were involved with working with the data.  The database became increasingly more difficult to use in the mid-2000’s and it was clear that it needed updating.  In addition analyses that were undertaken during this last decade have utilised some data from ANZDATA.  

Funding support was gained in 2010 to update the database and this occurred in 2011 with the database being translated onto a relational database and SQL server.  A new front-end application was developed that can be utilised within District Health Board networks and is currently available on-line for the PD Unit at Auckland and is awaiting IT approval for implementation at Waitemata and Counties Manukau District Health Boards. This is available for use throughout NZ.


All data has been transferred from the old database to the new database and the data is integrated with the New Zealand ANZDATA database yearly. The SQL server used is a robust secure platform.  


 At transfer of the data from the old database it was apparent that there were a number of duplicate records and Megan Upjohn ,nurse co-ordinator with the PD registry, has been steadily working through these records to rationalise them. 

As a consequence of all this it has been difficult to provide reports over the last 3 years.  This has raised considerable concerns with the Peritoneal Dialysis Units around the country who have undertaken to forward records on all their patients on PD on a regular basis.  Several Units have indicated that they do not see a good reason to continue with data provision given the lack of PD Registry outputs.  


Data and Reports


The Registry collects 4 sets of information on each patient.  These sets of information are either provided on a regular basis (the assessment and 6 monthly form) or as events occur (catheter form, peritonitis form and peritoneal dialysis drop-out).  Some of the information that is being provided currently to the Registry has also been provided separately to the ANZDATA Registry.  Other sections of the information are not provided to the ANZDATA Registry and are thus unique to the Peritoneal Dialysis Registry.

In Australia PD Units currently submit a peritonitis form identical to the New Zealand peritonitis form (indeed we provided it to them and it was copied word for word from our form),  to the ANZDATA Registry and it has been included in analyses over the last few years.  It is imperative that New Zealand Peritonitis data also be included in those analyses, hence discussions with ANZDATA have occurred and it is planned for all the peritonitis information from New Zealand to regularly be made available to ANZDATA for analyses in conjunction with the Australian data.

Issues:-  

It is timely to review the role and place of the Peritoneal Dialysis Registry for the future.  Given that the initial intention was to provide information on peritonitis and catheter outcomes it is clear that the Peritoneal Dialysis Registry has been successful in doing that up until the last few years.  

One simple solution for the future would be to close the Registry completely and for units simply to provide peritonitis information directly to Australia similar to the Australian Units.  An alternative approach would be to continue to provide catheter and peritonitis information to the New Zealand PD Registry with the aim of having that entered on an electronic basis either for subsequent transfer or immediate transfer with the associated provision of analysis outputs to be made available at each Centre.  This approach is being progressively developed at ADHB and could be established throughout the country without a great deal of difficulty from the registry perspective (but could raise issues with information technology staff in resective DHB’s.)  

Of course currently there are 2 other sets of data being collected, 1 being the regular 6 monthly form and the second being the drop-out form.  Up to this point there have been relatively little analyses of data collected based on these 2 forms.  Much of the drop-out information is already provided separately to Australia although the Peritoneal Dialysis Registry collects slightly more information on the causes of drop-out.  The 6 monthly form (which may be a burden for nursing staff to complete) provides potentially very valuable information.  Up to this point there has not been any proper analysis of this and that needs to occur.  One proposal is that collection of data for both of those forms cease to be collected on a regular basis. This would however prevent any peritonitis rate assessment being available until ANZDATA collection was finalized and available (delay of 16-28 months from event) 

It is requested that you consider the following 3 options for the future of the Peritoneal Dialysis Registry.

Option 1:-  Closure of the Registry and provision of peritonitis information to Australia as part of the regular ANZDATA collection.



Option 2:-  Continuation of the Peritoneal Dialysis Registry with the following changes:

 

a. Reduce data collection to peritonitis and catheter information only and review forms for appropriateness of data .


b. Provide an on-site facility for electronic data input with applications for basic analysis to be made available for each Unit.


c. For the PD Registry to forward peritonitis information directly to Australia and to provide analyses of peritonitis and catheter information only for New Zealand.

d. For separate analyses to be undertaken on the existing database to address key questions ---related  to outcomes utilising data provided over the last 20 years


Option 3:-


As in option 2 but continuing with all current data collection (and forms reviewed). 

Appendix:-Potential local Centre Reports


Finally if we are to continue, there is an opportunity for several renal physicians and PD nurses interested in this Registry to take an active role in its on-going management. This will be essential for its continued functioning. 


This letter is being sent to NZ renal CDs, and nurses involved with PD. Please discuss this document and your views about how we should proceed in the future.  I look forward to your feedback not later than Friday 17th Feb..




John F Collins


Clinical Director Peritoneal Dialysis Registry

January, 2012


Appendix:


To be made available at each centre for individual centre analysis. 


1. Peritonitis 


Patient months/episode by year (up to end of last 6 months)


Organism distribution by year


Total number of peritonitis episodes/current patient (no date limitation) 


Outcomes within 6 weeks of episode (percentage/year)


.     Hospitalisation. Cure.  Recurrence.  Catheter removal. Transfer to HD. Death 


2. Catheters


Number placed in last 12 months broken down into first and subsequent


(By operator and by type)


Complications within 4 weeks of insertion


Number removed in last 12 months


(By reason for removal)


3. Technique failure


Number of permanent transfers to Hemodialysis 


(reason for transfer)


4. Current Dialysis System 


5. Blood Pressure by year


Mean Systolic BP (average of lying and standing) or sitting


Mean Diastolic BP (average of lying and standing) or sitting


6. Clearances: Mean and median Kt/V ,Creatinine clearance and DPI by year


7. Vascular events by year


CVA, MI, Amputation


8. Hospital admissions by year (mean and median/patient)


Days hospitalisation/year (mean and median/patients)
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New Zealand Peritoneal Dialysis Registry 


Issues raised in discussion document:-  


It is timely to review the role and place of the Peritoneal Dialysis Registry for the future.  Given that the initial intention was to provide information on peritonitis and catheter outcomes it is clear that the Peritoneal Dialysis Registry has been successful in doing that up until the last few years.  


One simple solution for the future would be to close the Registry completely and for units simply to provide peritonitis information directly to Australia similar to the Australian Units.  An alternative approach would be to continue to provide catheter and peritonitis information to the New Zealand PD Registry with the aim of having that entered on an electronic basis either for subsequent transfer or immediate transfer with the associated provision of analysis outputs to be made available at each Centre.  This approach is being progressively developed at ADHB and could be established throughout the country without a great deal of difficulty from the registry perspective (but could raise issues with information technology staff in resective DHB’s.)  


Of course currently there are 2 other sets of data being collected, 1 being the regular 6 monthly form and the second being the drop-out form.  Up to this point there have been relatively little analyses of data collected based on these 2 forms.  Much of the drop-out information is already provided separately to Australia although the Peritoneal Dialysis Registry collects slightly more information on the causes of drop-out.  The 6 monthly form (which may be a burden for nursing staff to complete) provides potentially very valuable information.  Up to this point there has not been any proper analysis of this and that needs to occur.  One proposal is that collection of data for both of those forms cease to be collected on a regular basis. This would however prevent any peritonitis rate assessment being available until ANZDATA collection was finalized and available (delay of 16-28 months from event) 


It is requested that you consider the following 3 options for the future of the Peritoneal Dialysis Registry.

Option 1:-  Closure of the Registry and provision of peritonitis information to Australia as part of the regular ANZDATA collection.



Option 2:-  Continuation of the Peritoneal Dialysis Registry with the following changes:

 


a. Reduce data collection to peritonitis and catheter information only and review forms for appropriateness of data .


b. Provide an on-site facility for electronic data input with applications for basic analysis to be made available for each Unit.


c. For the PD Registry to forward peritonitis information directly to Australia and to provide analyses of peritonitis and catheter information only for New Zealand.


d. For separate analyses to be undertaken on the existing database to address key questions ---related  to outcomes utilising data provided over the last 20 years


Option 3:-


As in option 2 but continuing with all current data collection (and forms reviewed). 


Finally if we are to continue, there is an opportunity for several renal physicians and PD nurses interested in this Registry to take an active role in its on-going management. This will be essential for its continued functioning. 


This letter is being sent to NZ renal CDs, and nurses involved with PD. Please discuss this document and your views about how we should proceed in the future.  I look forward to your feedback not later than Friday 17th Feb..


2. Feedback from nurses prior to circulation of document

[image: image1.emf]
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3. Responses to PD Registry discussion document

1. Waikato


Have discussed your proposal  with the PD team. We wonder if there is a 4th option, viz:


1. ANZDATA take over the peritonitis data collection 


2. we continue with the catheter forms with some minor modifications


3. we abandon the drop out form-most of this information (in simplified form) is collected already by ANZDATA


4. the assessment and subsequent progress form is cancelled. Most (not all) of the information is already collected by the ANZDATA team each year. If the group decides to continue with the assessment form we feel it should be filled out at initiation of dialysis and thereafter at the end of each calendar year and the form requires modification.


I would imagine that there will be further discussion about the PD registry at the Baxter meeting in a few weeks time.


2. Northland

We've discussed your options within the PD team, and so I thought I would forward these to you:

 


Option 1 - We feel that this would be a backward step, and a loss of hard work and good data.

 


Option 2 - A fair compromise, but again, we feel that the NZ PD data is better than ANZData, and could be adjusted such that the ANZData form can obtain data direct from NZPD registry without filling yet another form.  Real time data entry and feedback would be brilliant!

 


Option 3 - Our preferred, with forms being adjusted such that all ANZData requirements are held within eg the 6mthly form, and that this data is directly transferred to ANZData without further unit data entry.

 


The idea of real-time data entry is great, and is something that we've been talking about for a while now.  2 other points are worthy of mention:

1) Exit site data - I know that this is something that has been raised before, but it would be good to collect this data for comparative reasons etc

2) Use of existing data entry eg POET - I realise that this is an old system, but many units still use it...I wonder if Baxter could look into linking it with NZ PD registry to allow data transfer in real time without adding another local system...but I am not up to speed with all the issues that you have had with the system currently in use by NZ PD Registry.

3. Auckland 

This has been discussed and we would like to continue to support the NZ PD registry


4. Counties-Manukau

Supported continued involvement with registry and alignment with PD-DOPPS


5. Waitemata


We are happy with the data we are collecting through our new IT system, and also what is available through ANZData.


We don’t have a strong interest in continuing to submit information to the PD registry – unless it’s a really streamlined user-friendly on-line version.


6. Capital Coast and Nelson-Marlborough

Much rigorous debate has been had here in Wellington over your discussion document in two separate forums.  Both the home therapies nursing group and the SMO groups' preference is for option 1 with closure of the NZ registry and providing data only to ANZDATA.   Bruce King form Nelson has also indicated a preference for option 1.


7. Canterbury


The Christchurch nephrologists discussed this document at our departmental meeting last week and the consensus view was that option 1 was preferred. While some would be saddened to see the registry go most of us thought long term sustainability of a smaller registry was a which meant option 1 was favoured.


4. Other developments

· There is a proposal to include Australia and NZ in PD-DOPPS. This will be similar to DOPPS and collect extensive information on groups of PD patients enabling investigation of the contribution of multiple factors to outcomes, particularly technique survival, analysed by centre and by patient groups. Discussions on-going involving Mark Marshall, Peter Kerr and John Collins and Bruce Robinson from DOPPS. Funding issues will require a NZ grant


· Renal Research Fellow at ADHB from August,2012, will work 0.3 FTE part-time with a statistician (up to 6 hours/week) over 12 months on analyses of PD outcomes utilising the PD registry data


Conclusions. 


1. There is not a universal consensus to continue with a separate NZ PD Registry


2. It is important to continue to collect data on PD patients for the purpose of audit with a view to optimising the quality of care.


3. It is recommended that all units in NZ continue to collect peritonitis episode data and that a request be made to ANZDATA for this to be included as part of  routine ANZDATA collection


4. Units proposing to continue collection of data for the PD registry are all located in the northern part of the country and encompass the majority of NZ patients on PD.


5. It is proposed that this group of units establish a small working group to review: a. Whether to continue with the PD Registry as proposed in Option 3 and/or adapt it to future needs/requirements; b. This discussion would occur in the context of proposals from PD DOPPS; c. To review proposed analysis of existing data to be undertaken later this year. Any other unit wanting to be involved in this process could opt in.


6. PD working group needs 2-3 motivated nephrologists (2 have already put their names forward) and at least 1 PD senior nurse.  


John Collins


March 5, 2012
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   New Zealand Board of Dialysis Practice




ROLES AND RESPONSIBILITIES 


OF RENAL TECHNICIANS


Renal technicians perform dialysis for renal patients with both acute and chronic renal failure. They provide care associated with dialysis, and contribute to training for patients who are undertaking their own dialysis.


They also monitor and maintain haemodialysis machines and related machinery such as water purification systems. 


CONTENTS

1. Purpose

2. Training and Certification required to practice


a. Training in dialysis practice

b. Associated clinical training 


c. Applicable Legislation

d. Relationship to dialysis nurses


3. Renal technician’s scope of practice

a. Haemodialysis (HD) core clinical skills

b. HD advanced clinical skills

c. Specialised clinical training in HD related procedures 


d. HD core technical skills

e. HD advanced technical skills

f. Peritoneal dialysis (PD) core clinical skills     


g. PD advanced clinical skills


h. Behavioural competencies

4. Fluids and medications administered in practice

a. Intravenous/ Intra dermal / Subcutaneous/Intraperitoneal


b. Oral

c. Blood Products 


5. Communication 


6. Supervision and ongoing competence to practice

7. Associated DHB Policies

8. Review


1. Purpose


This document defines the authorised scope of the role of the renal technicians at a specific District Health Board.  The role described here may have different titles in different DHBs, all encompassing clinical functions with patients, as opposed to a technician whose functions relate solely to installing and maintaining dialysis machines.  


This document has been developed by the New Zealand Board of Dialysis Practice and endorsed by the National Renal Advisory Board.


This base document includes the full range of activities undertaken by renal technicians in New Zealand. Each DHB will modify,it, deleting or adding any activities according to its own needs, practice and governance.   
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2. Training and Certification required to practice


The renal technician must complete the following dialysis training and associated clinical training.


a. Training in dialysis practice


· Completion of training course approved by the New Zealand Board of Dialysis Practice (NZBDP) and internship


· Pass in BONENT examination/ any other NZBDP approved dialysis certification exam


· Maintain current Annual Practising Certificate with NZBDP


· Undertake local DHB training and review of clinical skills as required.
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b. Associated clinical training 


· Completion of approved Resuscitation training course


· Completion of IV certification  


· Infection control training 


· Health & Safety training 


· Patient Restraint training 


· Emergency & Disaster management


· Lifting and Handling training 


· Code of Rights 


· Clinical IT Applications


· Tikanga Best Practice
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c. Applicable Legislation


Renal technicians need to understand their responsibilities under the following legislation:


· Code of Health and Disability Services Consumer Rights


· Medicines Act


· Privacy Act
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d.  Relationship to dialysis nurses

Renal technicians commonly work alongside nurses who also dialyse patients. Nurses are not responsible for the work of trained and certified renal technicians who are independent health professionals.
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3. Renal technician’s scope of practice


Renal technicians undertake dialysis for renal patients, provide care associated with dialysis, and contribute to training for patients undertaking their own dialysis.


Renal Technicians complete their training, work book and competency audits to be competent as appropriate for the following activities.


All of the following clinical and technical actions listed are undertaken according to local DHB Department of Renal Medicine protocols.
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a. Haemodialysis (HD) core clinical skills



· Assessment and monitoring pre HD 


· Carrying out diagnostic tests as prescribed (biochemistry, Haematology, microbiology & virology), and following up results 


· Commencement of HD via all types of access; Temporary catheter, Tunneled line, AV Fistula (AVF) and AV Grafts (AVG) cannulation


· Completing HD treatment as prescribed and implementing changes as directed by the medical team


· HD treatment, including low flux dialysis, Hi flux dialysis, online Hemodiafiltratrion (HDF)


· Assessment, monitoring and management of complications intra-dialysis according to protocols 


· Assessment and monitoring post HD


· Performing HD access assessment, monitoring and management, adequacy of dialysis and recirculation assessment


· Assessing dressings and perform dressing changes related to HD


· Performing HD appropriately in chronic / dependent and satellite settings


· Ability to assess HD patient’s clinical needs and when needs are outside scopes of renal technician care, then referring to appropriate health professionals of MDT.
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b. HD advanced clinical Skills


· Performing Haemodialysis (low flux/ High Flux/Online HDF) appropriately in acute, critical care, paediatric, patient training environments


· Use and monitoring of new needled access, AVF/ AVG


· Training and case management of home patients.
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c. Specialised clinical training in HD related procedures 


These procedures require specific certification from the educator in haemodialysis at the local DHB:


· Plasmaphoresis


· Haemoperfusion


· High Cut off (Free Light chains) Dialysis


· Tunnelled line Repair Kit change


d. HD core technical skills


          The renal technician’s practice involves the following technical skills.


· Ability to competently use all types of dialysis machines used in renal services, perform preventative maintenance and minor technical trouble shooting, machine disinfection and cleaning


· Ability to perform water quality monitoring tests (such as Hardness and Chlorine), filter change etc


· Central RO system: chemical disinfection, water sampling, periodic water treatment plant monitoring, testing and documentation


· Portable RO: Use and operation, filter changes, chemical disinfection, trouble shooting. Water quality testing and monitoring


· Testing, monitoring and operation of essential equipment associated with dialysis: Automated External Defibrillator, Oxygen and suction, Glucometer, Activated clotting time Monitoring machine & Drug fridge.


Back to Contents

e. HD advanced technical Skills


· Endotoxin testing and use of Endo safe


· Emergency bypass of Central RO


· Water sampling for online substitute fluid


· Central RO and HDF machine baseline programming
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   f.  Peritoneal dialysis (PD) core clinical skills 


· Assessment and monitoring pre dialysis 


· PD bag changes


· Carrying out diagnostic tests as prescribed (biochemistry, Haematology, microbiology & virology), and following up


· Peritonitis management according to protocols


· Peritoneal dialysis catheter care according to protocols


· Automated PD machine setup, operation and troubleshooting


· Ability to assess when patient’s needs and when needs are outside scopes of dialysis technician care, then referring to appropriate health professionals of MDT.


g.  PD advanced clinical skills


· Tenckhoff line decontamination an repairs


· Performing an interpreting PD adequacy tests


· Recognition and management of extraperitoneal leaks


· Training and case management of home PD patients.


h.  Behavioural competencies


The renal technician will:


· Provide culturally appropriate care by understanding the client and family/ whanau’s cultural needs


· Recognise and value the role of all members of healthcare team in the delivery of care


· Maintain professional boundaries, responds to patients with appropriate behaviour and in a therapeutic manner


· Treat patients and family/Whanau with courtesy, respect & compassion in care decision making


· Demonstrate confidence in own practice, maintaining trust of the patient and their family/Whanau
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4. Fluids and medications administered in dialysis practice


The renal technician completes and maintains IV certification in order to administer fluids, medicines and blood products with dialysis. All medications administered as prescribed according to the local DHB or Department of Renal Medicine protocol.


Below are listed fluids and medications renal technicians commonly administer as part of or in association with dialysis procedures. Renal technicians may administer other medications in their individual DHBs according to their local protocols.  
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a. Intravenous(IV)/ Intra dermal (ID)/ Subcutaneous (SC)/ Intraperitoneal (IP)


The following fluids and medications are administered as part of HD procedures:


· IV Normal Saline – in HD for treating hypotension/cramps and priming of extracorporeal circuit for flushes in heparin free dialysis


· IV Anticoagulants such as Heparin – in HD, anticoagulating the extracorporeal circuit through bolus and infusion doses to prevent the circuit from clotting, and to lock central venous catheters


· ID Xylocaine 1%- (ID) – In HD used prior to cannulation


· IV Glucose- in HD to treat Hypoglycaemia


The following medications are administered as part of HD and PD procedures, after checking with another IV certified health professional:


· IV/SC Erythropoietin – in HD/PD for anaemia management


· IV Iron Polymaltose / Iron Sucrose – in HD for Iron deficiency


· IV Antibiotics such as Gentamicin – in HD to lock central venous catheters


,     in PD to treat peritontitis


· IV Antithrombolytics such as Urokinase- in HD for CVC dysfunction.
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b. Oral


The following oral renal medications are administered independently by renal technicians in association with the Haemodialysis procedure as prescribed:


· Paracetamol


· Multivitamin


· Folic Acid


· Calcitriol


· Calcium carbonate.
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c. Blood Products 


The following blood products are administered by renal technicians in association with the Haemodialysis procedure, after a checking procedure in accord with DHB policy:


· Red blood cells


· Albumin


· Fresh frozen plasma


· Platelets
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5. Communication 


The renal technician in their practice:


· Works with the multidisciplinary team members; renal doctors, nurses, dieticians, social worker, physio therapist, occupational therapist, clinical psychologist, primary Health/Community health team members - referring and consulting as appropriate


· Collaborates with renal nursing staff in the management of dialysis patients, according to the relationships defined by the DHB or Department of Renal Medicine.


· Reports promptly any clinical or technical problems to appropriate staff


· Competently and promptly completes dialysis related documentation


· Interacts in a respective and supportive manner with patients and their families


· Contributes to dialysis patient education on relevant aspects of care - Dialysis machine and procedures, medication, diet, fluid balance.


· Documents all clinical and technical activity according to protocols
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6. Supervision and ongoing competence to practice


The renal technician reports operationally to the Manager of the dialysis area.


Professional oversight for the renal technician is provided by the Professional Leader or person delegated to provide professional leadership at service level in the local DHB.


Ongoing competence to practice is assessed via: 


· Maintenance of NZBDP Annual Practicing Certificate


· Annual review to maintain IV certification and other competencies according to the local DHB protocols  


· Annual performance review by Manager of the dialysis area in partnership with the person responsible for professional leadership.
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7. Associated DHB Policies


Informed Consent

Medication Administration
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8. Review date


The NZBDP will review this document in November 2012 and distribute the revised version to all DHBs with renal services. 
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