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The PHARMAC decision making process

The process set out in this diagram is intended to be indicative of the process that may follow where a supplier or other applicant wishes a
pharmaceutical to be funded on the Pharmaceutical Schedule. PHARMAC may, at its discretion, adopt a different process or variations of the
process (for example, decisions on whether or not it is appropriate to undertake consultation are made on a case-by-case basis).
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Highlights of 2007/08

- Medicines NZ, the strategy for the medicines system was
released. PHARMAC is committed to implementing its actions

- We made 20 major funding decisions — including new
medicines for migraines, mental illness and cancer

- Pharmaceutical funding was managed to less than 0.1%
within budget

«  Prescriptions subsidised during the year rose to 33.9 million

«  We held the first PHARMAC Forum - attended by over 100
delegates from a range of stakeholder groups

- He Rongoa Pai, He Oranga Whanau was launched — Maori
staying well with medicines project

«  One Heart Many Lives cardiovascular risk management
campaign expanded into Lakes DHB region — in addition to
Hawke’s Bay and Northland

«  Our Herceptin patient information booklet won a
Writemark plain English award

- The PHARMAC Seminar Series continued to be fully
subscribed and seen as a valuable source of improving
clinical knowledge

- We relaunched our website with improved navigation and
functionality, to help people better understand PHARMAC
and its processes

In this Review

‘Year'means year ending June 30.

‘This year'means the year ended June 30 2008;
'last year'means the year ended June 30 2007;
‘next year'means the year ending June 30 2009.

Unless otherwise stated, all values are in New Zealand dollars

Unless otherwise stated, all references to expenditure are unadjusted for any rebates that may be due or paid by suppliers under risk-sharing agreements



Medicines New Zealand will
define much of PHARMAC’s

work for the foreseeable future

writes chairman Richard Waddel

The release of New Zealand’s first medicines system strategy, Medicines New Zealand,
in late 2007, was a defining feature of the year.




The strategy defines the different roles and parts of the medicines
system, and identifies key areas of focus - including quality, safety and
efficacy of medicines; and the optimal use of medicines. Working with
others in the medicines system, we are committed to the aims and
activities of Medicines New Zealand, and this work will continue to be
important into the future.

The strategy dovetailed with PHARMAC's first forum, held in
December 2007, which focused on PHARMAC's role and possible
areas of improvement. There was open and frank discussion on
PHARMAC's work and it was clear that there are differing views on
many issues, largely driven by the different priorities and incentives
of stakeholder groups. However, it has been pleasing to see continual
improvement in PHARMAC's key relationships over the past year.

PHARMAC's core function is the management of District Health
Board (DHB) spending on pharmaceuticals. In 2007/08, we managed
spending within 0.1% of the budget figure: $635.4 million compared
to a budget of $636 million. Spending so close to a budget that

size, with so many moving parts across the medicines system, is a
very positive result; and equates less than the cost of half a day of
dispensings across New Zealand. This careful management continues
PHARMAC's record of achieving its statutory objective of maintaining
spending within budget.

Funding decisions

In all, PHARMAC made 20 major funding decisions, including

the lifting of specialist prescriber restrictions from 43 medicines
(grouped together as one major funding decision) which can now
be prescribed by more clinicians, or dispensed through community
pharmacies.

New and better access to cancer drugs was a major theme in
2007/08. PHARMAC made seven decisions that widened access to
existing drugs or listed new ones, including treatments for breast,
colon and lung cancers, which are the most common forms of cancer.
Other major decisions included widening access to the blood-
thinning drug clopidogrel and the respiratory disease treatment
tiotropium, and listing the new drugs ziprasidone (mental health) and
rizatriptan (migraines).

The breast cancer drug Herceptin was the centre of much attention
this year, after being funded from 1 July 2007. The Herceptin decision
was subject to judicial review. As a result there was a further round
of consultation and assessment, and ultimately a decision to remain
consistent with the nine-week funding decision reached in 2007.

Optimal Use

A central theme of Medicines NZ was correct use of medicines - or
‘optimal use” PHARMAC has already done extensive work through
campaigns such as Wise Use of Antibiotics, and the One Heart

Many Lives cardiovascular disease campaign, and this is continuing.
One Heart Many Lives goes from strength to strength; this year it
spread into its third DHB region (Lakes), with an opening conference
in Rotorua during April. It also provided the basis for a national
conference bringing together many people working in the heart
health area.

High quality people

PHARMAC is served by a high-quality group of people who continue to
take pride in the excellent job they perform on behalf of New Zealanders.
| am also grateful for the continuing commitment and professionalism

of my fellow PHARMAC Board members, and the ongoing high quality
advice and input from a range of experts from clinical and consumer
fields. | thank them all for the time and effort put into their deliberations.

During the year the Board appointed Matthew Brougham to the role of
Chief Executive, a role he had performed in an acting capacity since July
2006. | am confident he will continue to show the leadership required for
PHARMAC's ongoing success.

Subsidy, volume, mix and cost indices
Four-quarterly moving averages

Base: four quarters ending June 2000 = 1,000.
Getting more for less:

The subsidy volume and mix indices are like the consumer price
index, but for pharmaceuticals. The graph shows that while the
amount of pharmaceuticals used, and their cost has been rising, the
subsidy index is decreasing.
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=== Cost Index is the drug cost to DHBs ex-manufacturer before GST

=== Subsidy Index is like the Consumer Price Index but for subsidised
pharmaceuticals only

=== \/olume Index is the number of prescriptions multiplied by a standardised
measure of the amount prescribed per prescription

=== Mix Index is the residual from cost index divided by (volume index X
subsidy index)















Getting the most
from our medicine

Everyone in New Zealand has the same entitlement to medicines, but there are
differences in the way medicines are prescribed and used, and differences in people’s
health status as a result, writes Manager Access and Optimal Use Marama Parore

(Ngati Whatua, Ngati Kahu, Nga Puhi).

Part of PHARMAC's role includes
promoting the responsible (or optimal)
use of medicines, helping everyone use
the medicines that are available as well as
possible.

Why PHARMAC?

Like others, PHARMAC wants the best possible outcomes from use

of medicines. This means being focused on the way medicines

are prescribed, dispensed and used by patients. Further, as the
pharmaceutical budget is a product of both medicines prices and the
quantity of medicines used, we need to be concerned about both price
and quantity. Economists call this promoting ‘efficient expenditure,
which is jargon for making the best use of what we spend and avoiding
wastage.

PHARMAC can also take a national perspective on optimal use work,
which can be beneficial in terms of nationally consistent approaches and
use of resources, compared to multiple campaigns in different parts of
the country.

[tis easy to become obsessed with the next exciting medicine, but the
funding of new medicines is a very small part of what we spend each
year. The medicines strategy, Medicines New Zealand, recognised this
imbalance and required a stronger focus of the medicines system on
optimal use. This activity has costs, but the gains from avoiding wastage
and improving people’s lives can be significant.

Addressing disparities

Our work involves identifying usage patterns, where there is under

or over prescribing, and taking steps to address disparities. One such
disparity is comparative medicine use between Pacific, Maori and other
New Zealanders.

We know that Maori have higher burdens of disease in areas like heart
disease and respiratory illnesses and on average die sooner than non-
Maori.

When these differences are taken into account, PHARMAC's analysis

shows that prescribing rates for Maori are 23% below those of non-Maori.

Particular areas of under-prescribing in Maori are in areas of high health
need, such as heart disease, infections, diabetes, mental health and
respiratory disease.

Access and Optimal Use

. The Path to Wellbei
Te Whaioranga € ratnway o TETbEng

It's clear that medicines use by Maori is lower than optimal. Even when
prescribed medicines, Maori dispensing rates are lower than non-Maori. A
close look at data for Pacific people reveals a similar pattern.

Why do these differences exist? That's hard to explain. It's been said some
of these people are “hard to reach” - but that doesn’t wash with us. Those
of us working in the health system need to find solutions to make it
easier for people with high needs to use our health system.

He Rongoa Pai, He Oranga Whanau @)
Whanou olaging well With wediies

This sort of thinking drives PHARMAC's Access and Optimal Use work, and
programmes like the He Rongoa Pai, He Oranga Whanau programme that
we rolled out in the 2007/08 financial year.

He Rongoa Pai, He Oranga Whanau kicked off with a two-day training
course in Whangarei in April 2008 to help improve Méaori health through
medicine use. Further workshops have been held throughout the
country since.

PHARMAC developed the programme for Maori community-based
health workers. It aims to improve knowledge and provide information to
whanau about the safe and effective use of medicines. The course aims
to:

- Increase awareness of safe and appropriate use of medications
« Improve access to medicines

« Develop patient and whanau education resources to be used by
Maori community-based health workers (kaimahi)

« Promote medications as part of managing overall healthcare.

Programmes like He Rongoa Pai are part of our Access and Optimal Use
work, which is really about making best use of the medicines that are
currently available.

Many of our programmes include working co-operatively with other
parts of the sector, particularly District Health Boards who are the main
medicine funders. Here's a rundown on two of our campaigns and who
we work alongside to put them in place.
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pharmaceutical
issues have been
highlighted in
the international
media during

There’s growing scepticism about claims
promoting new pharmaceuticals, as
international concern increases over
what appears in the media. Issues that
have made headlines this year include
‘publication bias, when negative

results are not published, and positive
reporting that does not mention that the
manufacturer funded the research.

Publication bias was a recurring theme and PHARMAC made a
contribution through an article, co-authored by PHARMAC staff, that was
published in the Lancet in May 2008. The article argued that, taking into
account data not published in peer-reviewed publications, the way that
Herceptin is used in most of the world may be a third less effective than
originally thought.

This general theme was taken up in The Oncologist, which devoted an
entire issue to publication bias, describing it as the largest barrier to
transparency in oncology. The Oncologist had reported how only one
in every five oncology trials is published — and only six out of every 100
industry-sponsored ones.

“Uncritical reporting™

Studies published in The Journal of the Royal Society of Medicine
examined media coverage of the breast cancer drug trastuzumab
(Herceptin) in Australia and the UK.

In a paper examining the reporting of Herceptin in the UK’s national
press, the Royal Society of Medicine’s journal concluded: “Newspaper
coverage of trastuzumab has been characterised by uncritical reporting.
Journalists (and consumers) should be more questioning when
confronted with information about new drugs and of the motives of
those who seek to set the news agenda!’

“news reports commonly overemphasise the
benefits of treatments, fail to discuss their
side effects, and exaggerate their uses.”

In the United States, the Journal of the American Medical Association
(JAMA) published a study that reviewed 300 news stories about
medication studies — all funded by pharmaceutical companies - and
found 42 percent failed to mention the funding source.

Writing in the Boston Globe, one of the study’s authors said:“As a

result, readers were left in the dark about an important source of study
bias. Previous research has suggested that news reports commonly
overemphasise the benefits of treatments, fail to discuss their side effects,
and exaggerate their uses.

Non-publication of studies was another recurring theme in the
international press, particularly in the United States.

“Evidence obscured”

The New York Times was critical of Merck and Schering-Plough of failing
to publish studies that raised questions about the risks of a cholesterol
drug when used with statins (@ common therapeutic combination).

We keep telling people we want to practice evidence-based medicine,
and what we keep finding out is that much of the evidence is obscured,
said Dr Harlan Krumholz, a cardiologist at Yale when told about the
previously undisclosed studies. “There is important evidence, but it's not
in public view. It's hidden from investigators”.

“We keep telling people we want to practice
evidence-based medicine, and what

we keep finding out is that much of the
evidence is obscured”

Meanwhile, two American medical journals suggested Merck & Co
violated scientific-publishing ethics by ghost-writing dozens of academic
articles, and minimised the impact of patient deaths in trials of Vioxx, the
top selling drug later linked to cardiac problems (for which PHARMAC
declined funding). An editorial in JAMA said medical journals, academic
scientists and drug companies all bear part of the blame for practices
that undermine the integrity of medical research.

In the light of such findings, the US Association of Healthcare Journalists
published guidelines calling on medical journalists to “investigate and
report possible links between sources of information and those who
promote a new idea or therapy”. The guidelines also exhort journalists

to “report the complete risks and benefits of any treatment, along with
possible outcomes of alternative approaches”. As the Boston Globe states,
“the medical community has a responsibility to help journalists comply
with these stipulations by ensuring medical journal articles and press
releases about research emphasise commercial influences that may have
biased their findings”.





