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CURRENT POPULATION PROJECTED POPULATION
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ETHNIC BREAKDOWN

NZ European - 67.6%°

Maori — 14.6%*
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)\KMEV{EAJAND HEALTH STATISTICS

Main Causes of death / Health Risks in NZ

Cardiovascular disease (heart, stroke
. / and blood vessel disease) is the leading
@/\ 1. CARDIOVASCULAR DISEASE STATISTICS cause of death in New Zealand, account-
ing for 40% of deaths annually.

4 00/ 9 0 . Every 90 minutes a New Zealander dies
0 MINS  from coronary heart disease (16 deaths

\

a day).
o In New Zealand, it is estimated that the
number of people diagnosed with diabe-
tes exceeds 200,000 people (predomi-
@\ nantly type 2 diabetes).
2. DIABETES STATISTICS

There are also about 100,000 people who

have diabetes but have not yet had it
diagnosed. >

Within the New Zealand population, the
prevalence of diabetes in Maori and Pacifi
C populations is around three times higher
than among other New Zealanders.

Approximately one in two New Zealand-
ers are obese or overweight.

3. OBESITY STATISTICS 44.7% of Maori adults are obese.
57.9% of Pacifi ¢ adults are obese. e
. One in twelve children (aged 2 to 14 |
In years) are obese (8.3%). e
One in fi ve children are overweight
(20.9%).

Cancer is a leading cause of death in

New Zealand accounting for 29.4% of all 4. CANCER STATISTICS

deaths.

Every day around 51 people are diag-

nosed with cancer in New Zealand and People diagnosad with cancer per day

there are 22 cancer deaths.
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MEV{EALIAND HEALTH STATISTICS

Main Causes of death / Health Risks in NZ

New Zealand is aiming to be smoke-free
by 2025.

One in five New Zealanders older than
15 smoke.

It is estimated that 5,000 people in New
Zealand die prematurely from smoking
each year - this equates to

around 12 people a day dying from
smoking.

5. SMOKING STATISTICS

2025

New Zealand has the second highest
prevalence of asthma in the world (after
the UK).

6. ASTHMA STATISTICS

1in6Adl.Itﬁ

One in six New Zealand adults and
one in four children experience asth-
ma symptoms (approximately 600,000
Kiwis).

1in 4Dhiltl'Erl

The Health of New Zealand vs the OECD

[SCHEMIC HEART DISEASE MORTALITY RATES, 2009 (OR NEAREST YEAR)
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The Health of New Zealand vs the OECD

. / ALL CANCERS MORTALITY RATES, MALES AND FEMALES, 2009 (OR NEAREST YEAR)
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PREVALENCE ESTIMATES OF DIABETES, ADULTS AGED 20-79 YEARS, 2010
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THE PHARMAC BUDGET EQUATES TO APPROXIMATELY 5% OF THE TOTAL
NEW ZEALAND HEALTH BUDGET.

MNew Zealand Health Budjget! 16,000

-0
Lt Budget ($Bn) 14,000 O_____—=—C —0
20002010 13.40
2010/2011 14.00 12,000
2011/2012 1440
0,005

204 2/2013 1470 q

T o
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PHARMAGC Budget® -—
Yoar Budget ($Mn) -
2000/2010 604.0
201 0/2011 7100 2,000
20112012 778.0 O O —0— O
20122013 7485 ’ . . . .

200972010 201042011 i 1/2012 201273013

Medicines play an important part in maintaining the health of New Zealanders.
41.1 Million funded prescriptions were written between July 2011 and June 2012
and 3.3 million New Zealanders benefited from these medications.

TOTAL HEALTH EXPENDITURE AS A SHARE OF GDP, 2009 (OR NEAREST YEAR)
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T Zealand Healthrand PHARMAC Budgets

NEW ZEALAND HAS DELAYED ACCESS TO NEW MEDICINES COMPARED TO AUSTRALIA.

Humber of New Listings
-
1

< 1 yasr 1 year 2 ysare Jyears  Average A-Gyesr: G-yearm = Byears
3.6 Years

Delays in PHARMAC listing of medicines
relative to Medsafo approval (2000 - 20102

R&D is a Long and Costly Process

25,000 25 5 1 .

compounds start go to clinical make it recoups
in the laboratory?® trials?® to market* investment® L
@
The development of a new phamaceutical takes Onily & of 26,000 compounds tested in the laboratony .
between 12 and 15 years.! are actually approved by regulatory authorities following
dinical testing.?

approximately $1600m (USD)




T Zealand Healthrand PHARMAC Budgets

New Zealand ranks

+_ 31st out of 32 Countries

I in the amount they spend on pharmaceuticals as a share of GDP

/\ EXPENDITURE ON PHARMACEUTICALS PER CAPITA, 2009 (OR NEAREST YEAR)

.
’@\/ 1000 | & (Over-the-counter medicines

1 USA N

2 Spain Uptake of New OR

S e Medicines in |
enmar

5 Australia New Zealand \\

6 Switzerland is Slow. |

7 Canada

8 UK

9 Austria |

10 Norway ~

11  Germany

12  [taly

13 Sweden o

Now Foaland’s overall ranking for the uptake of now medicines’

14 New Zealand




Medicines New Zealand believes New Zealanders deserve better access to medicines when
they need them.

Coming last out of 20 comparable OECD countries for access to new and innovative medi-
cines reflects a harsh reality — New Zealand is a first world nation with second-rate access to
leading health interventions.

Medicines are an important part of the overall health equation for New Zealand. Our aging
population and increase of chronic diseases mean rapidly rising healthcare costs. We believe
continuous investment in the best medicines when patients need them is crucial in helping
the Government better manage healthcare solutions and costs.

Government, industry, and New Zealanders should be in partnership to ensure we can have
longer and healthier lives.

Hon Heather Roy | Medicines New Zealand Chair | 2015

New Zealand’s health expenditure compared to the rest of the world
based on OECD data and health spend per capita (USD)

$ = per caplta USD

HORWAY
8.8%

AUSTRALLA

8.8%

expenditure is r
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New Zealand’s Medicines'Landscape

Innovative medicines contribute to an increase in life expectancy”

2009 AGETE —

\ 2000 AGE 7426 — +1'] I YEARS
In 9 years, Innovative medicines
contributed to Increased life

@/\ expectancy by nearly 2 years

* Measured by the effect ofthe virtage (year of US FDA approvaly of prescription drugs usad by
eldery amercan patlents.

The Pharmac:DHB investment difference

Why the The arowth | vea!
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discre Pﬂl‘lﬂ}‘? ImMyestment |s U . irmve stmert
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imsestment in
medicines i not, 20 Y
despite medicines . g
lowering total future 5 £
healthcare spending, E
reducing the length B
of stays in hospital, L | £
preventing and treating |
chronic illinesses, 5 |
and improving life I | *
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NewZealand’s Medicines Landscape

Diabetes is on the rise

< 1st 2nd
. —
|
/\ United States Mew Zealand

Mew Zealand Is second to
the United States In the years

of life lost to diabetes.

Diabetes is most common among
Maori and Pacific Islanders

Maorl are 3 x more llkely to develop
dlabetes type Il than non-Maorl, and are
moare than 5 x lIkely to die from 1t.

Bx
e

MON MACRI MAoR

3x

There are

7 PTAC
recommended

type Il diabetes
medicines
walting for funding.

To see the detalled walting list visit
www.medicinesnz.co.nz

The number of people
with diabetes grows by
nearly

40 people per day

Health interventions
help people with
diabetes live longer
healthier lives than
those without support.
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The medicines waiting list is too long

What is the waiting list?

Following a Pharmacology and Therapeutics Advisory Committee (PTAC)* recommendation

and PHARMAC™™ in-house evaluation, an internal priority list of medicines is generated from

which potential investment options are then chosen.

PHARMAC does not publish this list, nor the process by which it is subsequently reprioritised
for final funding decisions.

Medicines New Zealand actively updates this waiting list to increase transparency around
PHARMAC decision making, timelines for listing, and help with budget forecasting.

*PTAC is PHARMAC's primary clinical advisory committee. PTAC'’s role is to provide objective clinical advice to the Board of PHARMAC.
** PHARMAC is the New Zealand government agency that decides which pharmaceuticals to publicly fund in New Zealand.

e EEEEEEEEEEEEEEE
129 EEEEEEEEEEEEEEE
ecommendationsfor  EREEEEEEEEEEEEE
91 EEECEEEEEEEEEEE
S EGEEEEEEEEEEEEE
to be funded EGEGEF
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G

2.7 YEARS

IS THE AVERAGE
WAITING TIME —_—

12 YEARS

\_ 24

74

IS THE LONGEST WAITING TIME
FOR A MEDICINE
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New Zealand has high cancer rates

Average cancer rate Cancer mortality rate

Mew Zealand's average cancer rates are

Mew Zealand’s cancer mortallty rate
over 62% higher than the world average.

exceeds Australla’s average by 8%.

MNew Zealand MNew Zealand

World Average Australla

ASR rate per 100,000 ASR rate per 100,000
All cancers excluding non-melanoma skin cancer rates &l cancers excluding non-melanoma skin cancer mortality rates

New Zealand only invests 0.8% on cancer medicines

New Zealand cancer facts

CPDOOO

13th nigheast rate Sth nighest rate 41h nighest rate 18th higheast rate 18th highest rate
of all cancers of colorectal cancer of colorectal cancer  of breast cancer of prostate cancer

Im the world M Wiomian
Highest Incidence  Lung cancer ks the Colorectal mortaltty  Melanoma skin Mew Zealand
rate of melanoma leading cause of rates are almost cancer rates are mriality rates
skIn cancer In cancer deaths doubile the world more than four excead the
the wond average times tha word overall world

average average
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Maori have poorer health outcomes

Life expectancy is less for Maori than non-Maori

MAORI MEN

6.8 3x 3.5x [1.5x |2.5x
~ years less more lkely maore lkely mare lkely more lkely
life expectancy to dle from to die from to die from to die from
lung cancer IVer cancer prostate cancer stomach cancer

MAORI WOMEN
o~ 7.3 1.5x | 2x 4x
~ years less more Ikely more lkely more lkely
life expectancy to die from to die from to die from
breast cancer cervical cancer lung cancer

Health burdens for Maori

12% of Maor familles
with Il chilldren
cannot afford

prescription costs

Maor make up 27%
Incldences of cancer

Maorl are 5 X more llkely to:

1.5 ¥ more likely to
develop asthma and
are 3 x more lkety
to be hospitalised
with eczema

Maorn chlldren are

Tne total cancer
mortality rate 15 1.5 x
migher for M3or than

non-saorl.

Walt longer for
chemotherapy

Have less iymph
nodes removed

Require emergency
surgery

Che after alacthea
surgery



Health and disability services in New Zealand are delivered by a complex network of
organisations and people. Each has their role in working with others across the system
to achieve better health for New Zealanders.

A complex system, working together

The Minister of Health (with Cabinet and the government) develops policy for the health and
disability sector and provides leadership. The Minister is supported by the Ministry of Health
and its business units, and advised by the Ministry, the strategic prioritisation function, Health
Workforce New Zealand and other ministerial advisory committees.

Most of the day-to-day business of the system, and around three quarters of the funding, is
administered by district health boards (DHBs). DHBs plan, manage, provide and purchase
health services for the population of their district to ensure services are arranged effectively
and efficiently for all of New Zealand. This includes funding for primary care, hospital services,
public health services, aged care services, and services provided by other non-government
health providers including Maori and Pacific providers.

Please see overview of the whole system on next page.
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The structure of the New Zealand health and disability sector

20 District Health Boards (DHBs)

Reporting for
¥ monitoring

Reporting for
maonitoring

Service

Agreements

ACClevies  ownership and

. / v formal accountability Central Tax payments

O Government

> /\ Accident ~agl) = - - - - Formal accountability

. Funding for . *
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Private
health
insurance

P .

Predominantly hospital
services, and some community
services, public health services,

= Pharmacists, laboratories,
radiology clinics

= PHOs, GPs, midwives,
- independent nursing
practices

and assessment , treatment and
rehabilitation services

» Voluntary providers Services

= Community trusts
» Private hospitals
= M3ori and Pacific providers

» Disability support services Some fees/

Services co-payments

New Zealand health and disability support service users

New Zealand population and businesses




District health boards (DHBs) are responsible for providing or funding the provision of
health services in their district. Disability support services and some health services are
funded and purchased nationally by the Ministry of Health.

Board membership

There are 20 DHBs in New Zealand and each DHB is governed by a board of up to 11 mem-
bers. DHB boards set the overall strategic direction for the DHB and monitor its performance.

The Minister of Health appoints up to four members to each board, and the board’s chair and
deputy chair. Seven members are publicly elected every three years at the time of local gov-
ernment elections. The Minister can also appoint Crown monitors to boards, in certain circum-
stances.

Objectives and roles of DHBs

The New Zealand Public Health and Disability Act 2000 created DHBs.
It sets out their objectives, which include:

*improving, promoting and protecting the health of people and communities
* promoting the integration of health services, especially primary and secondary care services

*seeking the optimum arrangement for the most effective and efficient delivery of health ser-
vices in order to meet local, regional, and national needs

* promoting effective care or support of those in need of personal health services or disability
support.

There are currently 20 DHBs in New Zealand. They are required to plan and deliver services
regionally, as well as in their own individual areas.

Public hospitals are owned and funded by DHBs.




What is PHARMAC?

PHARMAC is the New Zealand government agency that decides which pharmaceuticals to
publicly fund in New Zealand. PHARMAC makes choices about District Health Boards’ (DHBs)
spending on vaccines, community and cancer and other hospital medicines.

Background:

PHARMAC was created in 1993 to ensure that New Zealanders get the best possible health
outcomes from money the Government spends on medicines used in the community. Since
then our role has expanded to include cancer medicines, vaccines, and haemophilia treat-
ments, which are all funded by District Health Boards through the Combined Pharmaceutical
Budget (CPB). PHARMAC also makes decisions about the medicines funded in DHB hospitals
and negotiates national contracts for medical devices used in hospitals. They work towards
budget management of hospital medicines and medical devices in the longer term.

PHARMAC has four main functions:

1. Managing the Pharmaceutical Schedule
Consisting of about 1900 Government-subsidised community pharmaceuticals, 2600 medi-
cines used in public hospitals, and 20,000 hospital medical devices (August 2016)

2. Promoting the responsible use of medicines

3. Managing the Named Patient Pharmaceutical Assessment policy for patients in excep-
tional circumstances

4. Engaging in research as required

We are guided by a number of laws, regulations and Government guidelines, and Medicines
New Zealand — the Government’s strategy for the medicines system, as well as our own inter-
nal decision-making framework and the Factors for Consideration.

Managing within budget

PHARMAC manages a Combined Pharmaceutical Budget (CPB) and also holds further fund-
ing (CPB and Hospital Discretionary Pharmaceutical Funds (DPF)). The CPB DPF enables
PHARMAC to manage up to two percent variation in the expenditure figure which allows a
long-term approach to spending decisions. The CPB DPF may be supplemented by DHB un-
derspending in combined pharmaceuticals in any financial year and may also be used to pay
DHB:s if there is any collective overspend in combined pharmaceuticals.

The CPB is set each year by the Minister of Health, on the advice of District Health Boards
and PHARMAC. The CPB includes funding for community medicines and some medical devic-
es, hospital cancer medicines, haemophilia treatments and vaccines.

PHARMAC forecasts the level and cost of growth in demand for products already listed, and
then decides what additional pharmaceuticals (medicines and some medical devices) to fund,




About PHARMAC

negotiates prices, sets subsidy levels and conditions, and ensures spending stays within bud-
get. The list of subsidised pharmaceuticals is published in the Pharmaceutical Schedule.

PHARMAC also manages the cancer medicines DHBs must have available. Funding for hos-
pital cancer medicines has been part of the CPB since 2011/12.

PHARMAC is not able to spend more than the budgeted amount by law, so they try to keep
spending as close as possible to the target figure while remaining under it.

New Zealand Pharmaceutical Schedule

All of PHARMAC’s funding deci-
sions are listed in the Pharmaceutical
Schedule. It tells people what funded
medicines and devices are available,
what level of subsidy a particular item
has or the price to be paid.

However, the subsidy is the amount
for the pharmaceutical paid to the
pharmacist, and is not the amount of
money the patient pays. That amount
(known as the co-payment) is set by
Government and is free for children
under the age of 13 years and usually
$5 per item for each family’s first 20
items each year. A small number of
medicines require payment of an ad-
ditional manufacturer charge on top
of the patient co-payment. There are
some other costs that pharmacists
may charge for additional services
and they will explain these to you at
the time.

AS WELL AS MANAGING FUNDING, PHARMAC

ASSESSES & PRIORITISES

VACCINES, ALONGSIDE OTHER

PHARMACEUTICALS

.....................................

WORKS WITH SUPPLIERS
AGROSS THEIR FULL PRODL [:I

PORTFOLIOS T0 OBTAIN TH

SBEST VAlIlE$

For medicines the Pharmaceutical Schedule includes what formulation a medicine is
available in, how much can be prescribed at one time and what, if any, restrictions are in

place.

Anyone can look at the Schedule at: http://www.pharmac.govt.nz/about/your-guide-to-
pharmac/factsheet-14-pharmaceutical-schedule/




PHARMAC'’s place in the health system

PHARMAC'’s role within the New Zealand health system is to make decisions on which medi-
cines and medical devices are funded in order to get the best health outcomes from within the
available funding. Their effectiveness depends significantly on the work of others.

In the medicines area they need pharmaceutical companies to supply effective products and
Medsafe to approve medicines as safe and effective to use, and manufactured to good quality
standards. They also rely on prescribing decisions, dispensing services and consumer feed-
back to get the best health outcomes from medicines. In the medical devices area they rely on
suppliers, clinicians and DHB specialist staff, device users and Medsafe to share their knowl-
edge and perspectives.

Medicines New Zealand is the Government’s strategy for the medicines system. It de-
fines three main outcomes for the medicine system:

Access: New Zealanders have access to the medicines they need, including equity of access
to medicines

Optimal use: medicines are used to their best effect

Quality: medicines that are safe and effective.

PHARMAC'’s work focuses on access and optimal use of medicines.
Quality is primarily the role of other organisations, in particular Medsafe.
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GURRENT PROCESS

Pnﬁm apﬁlicatiﬁnﬁuﬁpﬁ:r. consumer, dinician)

Discuss application with

PHARMAC staff Submit application

Consider evidence (PHARMAC and clinical advisors) using factors for consideration

REVIEW APPLICATION, COLLATE BECOMMENDATIONS
ADDITIONAL INFORMATION AND &9 - POSITIVE

UNDERTAKE PRELIMINARY ANALYSIS - DECLINE
SUBCOMMITTEE OR OTRER
» CLINICAL ADYICE -

RANK APPLICATION AGAINST
OTRER APPLICATIONS

RESEARCH AND ASSESS
INFORMATION ON FACTORS FOR
CONSIDERATION

~ Negotiate (PHARMAC and supplier)

HIGH RANKING SRTIER DEVELOPMENT OF PROVISIBNAL AGREEMENT

Consult and decide using factors for consideration

L AMEND PROPOSALAS NECESSARY

PRARMAC BOARD DR

CONSIDER SUBMISSIONS DELEGATE DECISION

= PROPOSAL NOT PROGRESSED

Implement

NATIFY DECISION B ACTIVATE INPLEMENTATION PLAN FOR SEREDULE DECISIONG
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nedicines are funded: the process

Text verision of the process diagram

Prepare application (supplier, consumer, clinician)
s Discuss application with PHARMAC staff
2. Submit application

Consider evidence (PHARMAC and clinical advisors) using factors for consideration
Lf Review application, collate additional information and undertake preliminary analysis

2. Either or both:
* PTAC advice

* Subcommittee or other clinical advice
3. Recommendations:

* Positive
¢ Decline

Assess relative value (PHARMAC) using factors for consideration — prioritisation

1. Research and assess information on factors for consideration
2. Rank application against other applications
3= Either:

* PTAC review
e Board review

Negotiate (PHARMAC and supplier)

High ranking
1. Further development of proposal
2. Either:
a. Provisional agreement
b. No current action or consult on decline
Low ranking
1. No current action or consult on decline

Consult and decide using factors for consideration
1. Consider submissions
2. Either:

* Amend proposal as necessary, then PHARMAC Board or delegate decision
* PHARMAC Board or delegate decision
* Proposal not progressed

Implement
1. Notify decision
2. Activate implementation plan for Schedule decisions

Last updated: 31 August 2016




In today’s world, information about the latest medical treatment travels fast and publicity about

the latest ‘thing’ creates demand. When a new medicine becomes available, it is often present-
ed as doing the job better than older medicines, but it’s not always the case. Part of their job is
to assess all treatments and fund those that make the most improvement to the health of New

Zealanders.

All New Zealanders are, in some way and at some time, affected by the funding decisions we
make. To ensure our decisions are as fair and robust as possible they currently use the Fac-
tors for Consideration, along with expert clinical advice.

PHARMAC analyses clinical, economic and commercial issues, and seek the views of users
and the wider community through consultation. The processes we generally use are outlined in
their Operating Policies and Procedures.

The Factors for Consideration

The Factors for Consideration set out the things PHARMAC takes into account when making
funding decisions. The Factors became PHARMAC's decision-making framework from 1 July
2016.

The Factors cover four dimensions: need, health benefits, costs and savings, and suit-
ability.

The Factors are used for a range of PHARMAC decisions, but the extent of analysis that is
required under each aspect will differ depending on the type of decision that is being made.

The need dimension
We consider the impact of the disease, condition or illness on the person, their family or
whanau, wider society, and the broader New Zealand health system.

The health benefit dimension
Health benefit is about the potential health gain from the medicine or medical device being
considered.

The costs and savings dimension

We consider the costs and savings to the person and their family, whanau and to wider soci-
ety. The cost and savings to the health system covers both the pharmaceutical budget and the
wider health system.

The suitability dimension
Suitability considers the non-clinical features of the medicine or medical device that might
impact on health outcomes.
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P MAC: Making funding decisions

The Factors for Consideration

Costs and savings to
pharmaceutical
expenditure

Click the szegment to read maore

To work out what the level of 'need” is we
consider the impact of the diseasa,
condition or illness on the person, their
family or whanau, wider society, and the
broader Mew Zealand health system.

Health benefit is about the potential healtth
gain from the medicine or medical device
being considered.

Suitability

Suitablity onsiders the non-climical
features of the medicine or medical devica
that might impact on health outcomes.

Costs and savings

We consider the costs and savings to the
person and their family, whanau and to
wider society. The cost and savings to the
health system covers both the
pharmaceutical budget and the wider
health system.

The Factors
are not weight-
ed or applied
rigidly, and not
every factor
is relevant for
every fund-
ing decision
PHARMAC
makes.




PHARMAC: Making funding decisions

How does PHARMAC do its assessment?

Work on each funding application falls into three broad assessment areas: clinical, economic
and commercial. These areas are interrelated in practice but are described separately below
to help clarify the considerations within each area.

Clinical assessment

*What are the existing treatments/alternatives in the area?

*|s this medicine any better than what is available already?

*How do we know it is better?

*How reliable is the clinical trial data? What time period does it cover?
*|s something “proven” or is evidence still emerging?

*Has all available evidence been provided?

* Are there any side effects that need to be considered?

*How big a population will it treat?

*Does access need to be targeted for the medicine to work well?

Our main clinical advice comes from an expert committee of clinicians — the Pharmacology
and Therapeutics Advisory Committee (PTAC). In addition, we have a network of 20 subcom-
mittees providing specialised advice on a range of medical areas. Overall, these committees
provide us with a resource of over 140 practising clinicians to call upon for advice. Committees
also consider the Factors for Consideration when making recommendations.

Economic assessment

Economic assessment looks at the costs and benefits of a proposed course of action. It’s
based on three fundamental concepts that summarise the issues PHARMAC faces daily:

scarcity - resources will always be insufficient to support all possible activities

choices - due to scarce resources, decisions must be made regarding how best to use them
opportunity cost - by choosing to use resources one way, we forgo other opportunities to use
the same resources.

The way PHARMAC assesses pharmaceuticals is described in the Prescription for Pharma-
coeconomic Analysis (PFPA), a document that is published on the PHARMAC website. Most
funding decisions involve spending more for the additional health gains. We use cost-utility
analysis to compare these potential funding options on a more-or-less equal basis, and rank
them in order of priority.

Commercial assessment

We all like to get the best deal we can when making a purchase, and as a pharmaceutical
funding decision-maker PHARMAC is no different.

We encourage price competition through the use of competitive processes such as tendering
for supply (asking for quotes), and reference pricing (applying the same subsidy to all medi-
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cines with same or similar effects). PHARMAC does not regulate prices by requiring that phar-
maceutical companies supply at a particular price, rather we negotiate subsidies on a ‘willing
buyer-willing seller’ basis.

Consultation

Before we make a funding decision or make a change to our policies, we want to be sure that
we have considered all the possible reasons for and against a decision, and any likely impli-
cations. One way we do this is to consult with anyone who is interested in the decision or who
may be affected by the decision, to get feedback on our proposed approach and hear their
views. We welcome all the views we receive, whether from health professionals, the pharma-
ceutical industry, consumer and patient groups, Government agencies or the general public.
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Economic analysis by PHARMAC

The Prescription for Pharmacoeconomic Analysis (PFPA) is a guide for assessing the
value for money of pharmaceuticals in New Zealand.

Prescription for Pharmacoeconomic Analysis (PFPA)

The PFPA provides a detailed guide to the methods PHARMAC uses for health economic
analysis of health funding. The preferred method is cost-utility analysis, which informs the
“health benefits” and “costs and savings” dimensions of the Factors for Consideration, and
can generate information helpful for considering Factors in the “need” and “suitability” dimen-
sions.

Assessment of medical devices and vaccines

Version 2.2 of the PFPA reflects our expanding role into vaccines and medical devices.

A summary of changes and specific information relating to medical devices and vaccines is in
our PFPA Supplement 2: Assessment of Medical Devices and Vaccines.

Cost-Utility Analysis (CUA) Explained
Cost-Utility Analysis (CUA) Explained provides a simple explanation of general CUA con-
cepts. CUA Explained was also updated in August 2015.

The following general CUA concepts are covered:

*a quick overview of CUA

*assessing clinical evidence for inclusion in a CUA
*assessing benefits and costs

*managing risk in CUA

*the economic model

*the cost per quality-adjusted life year (QALY) result of a CUA
*using the cost per QALY information

*and commonly asked questions and answers regarding CUA

Cost Resource Manual

The Cost Resource Manual aims to increase consistency in the costs used in economic
analyses provided to PHARMAC as part of pharmaceutical funding applications. It provides
information on the key costs that PHARMAC regularly uses in cost-utility analyses and bud-
get impact analyses, so that applicants may, if they wish, use the same cost data in their own
economic analyses for PHARMAC.

Technology Assessment Reports

Technology Assessment Reports are detailed analyses of new pharmaceuticals. They are
used to determine the cost-effectiveness of pharmaceuticals that we are being asked to fund.

For related guides, go to: http://www.pharmac.govt.nz/medicines/how-medicines-are-funded/
economic-analysis/
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Prioritisation by PHARMAC

PHARMAC uses a prioritisation process to compare and rank funding options. Possible oppor-
tunities for new investment will always exceed the budget PHARMAC has available; therefore
prioritisation is an intrinsic part of PHARMAC’s decision-making process.

The relative ranking of options aims to support PHARMAC's statutory objective “to secure
for eligible people in need of pharmaceuticals, the best health outcomes that are reasonably
achievable from pharmaceutical treatment and from within the amount of funding provided”.

A funding application or proposal is considered ready for prioritisation when sufficient infor-
mation is available to permit it to be reviewed against PHARMAC'’s Factors for Consideration
and to inform a comparison with other possible investment decisions. Possible investment
decisions include those funded through the Combined Pharmaceutical Budget as well as those
relating to hospital pharmaceuticals. This process will likely extend to medical devices in the
future.




The pharmaceutical industry in New Zealand takes the active ingredients of drugs (which
are imported from overseas) and converts them into a form that can easily be given to a
patient. This involves mixing the active ingredient with various other ingredients with
appropriate chemical properties, then either compressing the mixture into a tablet, filling a
gelatine capsule with it or dissolving it in an appropriate solvent.

Pharmaceutical products used in New Zealand may have been processed in this country or
overseas. Many of the large international pharmaceutical companies had in the past their
own manufacturing plants in New Zealand but due to the economic reforms that have been
enacted over the last 10-12 years the majority of those plants have been closed down. The
only ones remaining are those that are principally involved in the manufacture of generic
products for sale in the domestic market or for export.

Some important companies engaged in the research, development, manufacture and
marketing of prescription medicines.

'"' Boehringer /X7A Bristol-Myers
1]

ASTFaZEﬂeca% Ingelheim YA Squibb Company

Biogen SRais

A C5L Company
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Cﬂ]gene GlaxoSmithKline
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It is an essential requirement in manufacture of pharmaceuticals that the manufacturer
must comply with the New Zealand Code of Good Manufacturing Practice published by
the Ministry of Health.

Since inception, considerable efforts have been made in the manufacturing pharmaceutical
industry to establish procedures and facilities that decrease the occurrence of any mishap in
manufacture and packing that might adversely affect the health of the public.

The New Zealand Code of Good Manufacturing Practice is based on manufacturing principles
established internationally, and details the standards that must be maintained by each manu-

facturer. Compliance with the Code is monitored by annual audit carried out by the Ministry of
Health.

The main points covered by the code are as follows:

* The manufacturing premises must be kept clean and must be designed to allow a
product to be made in complete isolation from any other product being made at the
same time.

* Equipment must be cleaned before use with all traces of the last product removed.

*The operator is issued with a set of batch records for each separate batch of product to
be prepared. The batch records detail the product formula, and the manufacturing
steps required to be followed in preparation of that product. The operator enters
appropriate information on the batch records during manufacture, such as the
identifying numbers of raw materials, the results of in-process checks etc. Once
manufacture is complete, these records are retained as they constitute a complete
record of the batch and must be readily accessible if required for either audit purposes
or investigation of any product complaints.

*Each batch of a product is given an unique identifying number which is written on the
batch records and identifies the product throughout manufacture and is then used as
the batch number on all labelling of product filled from the batch during packaging.

*Samples of each batch must be kept for the shelf-life of the product plus one year.

*Each raw material and finished product must comply before use or upon packaging
with standards that are set down for each product. Such standards may be found in
either the British Pharmacopoeia, United States Pharmacopoeia, or the European
Pharmacopoeia, or may be standards that are set by the manufacturer and agreed to by
appropriate regulatory authorities such as the New Zealand Ministry of Health before
the product is allowed for sale. Such standards detail the tests and analytical methods
which have to be performed to confirm the identity; determine the concentration of
active drug; and ensure the absence of any undesirable contaminants prior to release
of the product to market.




The Trans-Pacific Partnership (TPP) will include provisions that apply to government
programmes that subsidise pharmaceuticals nd medical devices. The provisions are
intended to promote transparency in listing and funding processes.

The outcomes reflect many existing PHARMAC practices that support transparency, but
will require PHARMAC to do some new things.

NEW ZEALAND
FOREIGN AFFAIRS & TRADE

 UMITED STATES
" OF AMERICA

' MEXICO

VIETNAM

BRUNEFS

MALAVS (A S
SINGAPORE " —— —

\ AUSTRALIA
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*TPP will not change the PHARMAC model: The annex focuses on promoting transparency
in the application process and is consistent with many existing PHARMAC policies. In other
areas, flexibilities have been included that accommodate current PHARMAC practice. The ob-
ligations will not change the PHARMAC model or its ability to fund, prioritise pharmaceuticals
for listing for reimbursement, or approve pharmaceutical funding.

*Dispute settlement does not apply: while the provisions are legally binding, TPP govern-
ments or investors will not be able to bring formal dispute settlement proceedings if they have
concerns about another Party’s approach to implementation of the annex.

* Agreed principles: TPP Parties have agreed the annex does not affect the right of govern-
ments to determine health expenditure priorities.

*Commitment to consider funding applications within a specified period of time: TPP
Parties have agreed to ensure that consideration of all formal applications is completed in a
specified timeframe. The timeframe can be determined by each party.

* A review mechanism: TPP Parties have agreed to make available a review mechanism that
applicants can elect to use if their application for funding is declined.




This refreshed New Zealand Health Strategy (the Strategy) sets
the framework for the health system to address the
pressures and significant demands on its services and on the
health budget. As the first refresh of this country’s health strat-
egy since 2000, it sets the direction for development during the
next 10 years.
- Hon Dr Jonathan Coleman
Minister of Health
April 2016

Government priorities

Delivering better public services

Bullding a more competitive and productive economy

Cross-government work 2016, eg,
Soclal Sector Trlals
Whanau Ora

Children’s Actlon Plan

Action Plan on Household Crowding to Reduce Rheumatic Fever

Prime Minister's Youth Mental Health Project
Mew Zealand Disability Strategy

‘;" New Zealand Health Strategy

Population and other health strategies, eg,
He Korowal Oranga - Maorl Health Strategy

‘Sla Mo'ul - Pathways to Pacific Health and Wellbeing

Health of Older People Strategy

Primary Health Care Strategy

Rising to the Challenge: Mental Health and Addiction Service
Development Plan

Living Well with Diabetes: A Plan for People at High Risk
or Living with Diabetes
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‘Given New Zealand’s ageing population... it is critical that the health system includes
in its planning specific actions to manage this demographic change.’
- Non-governmental organisation

New Zealanders are living longer, and every year, more of us are aged over 65 years. This

is good for individuals and their families. But it does mean social and health services will have
@ to adapt, and it challenges the health system to find ways of providing services that are

still affordable.

' S NZ faces challenges

Keeping an older person healthy and independent can involve more health and social services
() than are needed for younger people. Older people are also more likely to have a disability and
to have more than one health condition. We want a health system that supports people to live
’ longer but also to spend more of that life in good health.

L An independent review of New Zealand’s + When demand changes, service mix and
health funding system15 noted three design may not change quickly enough to
ways in which funding arrangements deal with it. Often our funding and contracting
sometimes prevent resources from arrangements encourage health services
being used to achieve the best possible to keep doing things as they have always
outcomes. done them, instead of allowing them to

work differently.
* Present arrangements may not clearly
show the results that we get from health
spending, making it hard to prioritise
funding or take into account long-term,
cross-sectoral benefits from investment.

+ Some funding arrangements contribute to
disparities between groups in their access to
services, and sometimes they widen the gap in
unmet need.

Refreshed guiding principles for the system

1. Acknowledging the special relation-
ship between Maori and the Crown
under the Treaty of Waitangi

5. Timely and equitable access for all New
Zealanders to a comprehensive range of
health and disability services, regardless of
ability to pay

2. The best health and wellbeing possi-

ble for all New Zealanders throughout
their lives

3. An improvement in health status of
those currently disadvantaged

4. Collaborative health promotion, reha-
bilitation and disease and injury preven-
tion by all sectors

6. A high-performing system in which peo-
ple have confidence

7. Active partnership with people and com-
munities at all levels

8. Thinking beyond narrow definitions of
health and collaborating with others to
achieve wellbeing.
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Five strategic themes

Building on our
guiding princi-
ples, this strategy
has five themes to
guide us.
These provide a
focus for change.

1. People-powered:

* making New Zealanders ‘health smart’;
that is, they can get and understand the
information they need to manage their care

+ enabling individuals to make choices
about the care or support they receive

+ understanding people’s needs and prefer-
ences and partnering with them to design
services to meet these

« communicating well and supporting peo-
ple’s navigation of the system, including
through the use of accessible technology
such as mobile phones and the internet.

2. Closer to home:

*providing care closer to where people live,
learn, work and play, especially for manag-
ing long-term conditions

* integrating health services and making
better connections with wider public ser-
vices

+ promoting wellness and preventing
long-term conditions through both popula-
tion-based and targeted initiatives

Smart system

Closer to
Al nome

al te Ka aro mal ki

New Zealanders te kainga

live well

stay well
get well

Value
and high
performance
Te whainga hua

me te tika o
nga mahi

One team
Kotahi te tima

* investing in health and wellbeing early in
life and focusing on children, young people,
families and whanau.

3. Value and high performance:
delivering better outcomes relating to people’s
experience of care, health status and best-value
use of resources

» striving for equitable health outcomes for all
New Zealand population groups

* measuring performance well and using
information openly to drive learning

and decision-making that will lead to
better performance

+ building a culture of performance and quality
improvement that values the different contribu-
tions the public and health workforce can make
to improving services and systems

+ having an integrated operating model that
makes responsibilities clear across the system

* using investment approaches to address
complex health and social issues.
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Five strategic themes

4. One team:
* operating as a team in a high-trust system

that works together with the person and
their family and whanau at the centre of

care

+ using our health and disability workforce in
the most effective and most flexible way

+ developing leadership, talent and work-
force skills throughout the system

+ strengthening the roles of people, families,
whanau and communities as carers

+ the Ministry of Health leading the
system effectively

+ collaborating with researchers.

5. Smart system:
*discovering, developing and sharing effective
innovations across the system

*taking advantage of opportunities offered by
new and emerging technologies

*having data and smart information systems
that improve evidence-based decisions,
management reporting and clinical audit

*having reliable, accurate information that is
available at the point of care

*providing individual online health records that
people are able to access and contribute to

* using standardised technology that allows us
to make changes easily and efficiently.

Possible results from implementing the Roadmap of Actions

over time
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Ministry of Health

Postal address:

Ministry of Health

PO Box 5013, Wellington 6140
Phone: (04) 496 2000

Website: http://www.health.govt.nz/

District Health Boards:
http://www.adhb.health.nz/ [Auckland]
http://www.northlanddhb.org.nz/ [Northland]
http://www.cdhb.health.nz/ [Canterbury]

Medicines New Zealand Medicines New Zealand is the industry association
Level 8, 86-90 Lambton Quay representing companies engaged in the research,
PO Box 10-447 development, manufacture and marketing of pre-
Wellington scription medicines.

New Zealand Membership of Medicines New Zealand is volun-
P: 04 499 4277 tary.

F: 04 499 4276
info@medicinesnz.co.nz
www.medicinesnz.co.nz

PHARMAC PHARMAC is the New Zealand government agency
Level 9 Simpl House that decides which pharmaceuticals to publicly fund in
40 Mercer Street , Wellington Central New Zealand.

Wellington 6011

P: +64 4 460 4990

http://www.pharmac.govt.nz/

The New Zealand Institute of Chemistry (NZIC): http:/nzic.org.nz/
Represents some 1000 members involved in the profession of chemistry. Members participate
in the study, practice, teaching, promotion and management of chemistry.

The New Zealand Medical Association (NZMA): https:/www.nzma.org.nz/

NZ'’s foremost pan-professional medical organisation in New Zealand representing the collec-
tive interests of all doctors. Our members come from all disciplines within the medical profes-
sion, and include specialists, general practitioners, doctors-in-training and medical students.

Pharmaceutical Society of New Zealand: http:/www.psnz.org.nz/
PSNZ is a professional, membership based association representing 3,400 pharmacists and
technicians.

Pharmacy Today is the leading pharmacy publication in New Zealand: http://www.pharmacy-
today.co.nz/
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Sources

http://nzic.org.nz/ChemProcesses/biotech/12F.pdf

- / https://www.health.govt.nz/system/files/documents/publications/new-zealand-health-strate-
Q/\ gy-futuredirection-2016-apr16.pdf

http://www.pharmac.govt.nz/about/your-guide-to-pharmac/
Q/\ http://www.pharmac.govt.nz/medicines/

https://tpp.mfat.govt.nz/assets/docs/TPP_factsheet_Pharmaceutical-and-Medical-Device-Pur-
Q/ chasing-Reimbursement.pdf

I https://www.psnz.org.nz/Folder?Action=View%20File&Folder_id=86&File=10_yea_plan.pdf

https://www.health.govt.nz/system/files/documents/publications/new-zealand-health-strate-
Q/\ gy-futuredirection-2016-apr16.pdf

http://www.health.govt.nz/publication/new-zealand-health-strategy-2016
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