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FOREWORD

To the Ministry of Health
The Minister of Health
The Associate Minister of Health

It is vital that you appreciate how importantly this consultation is regarded by
patients and support groups who advocate on their behalf. After many, many
years of frustration and battling with ill health that could have been alleviated
with an improved level of medicine access, or when dealing with the burden of
paying personally for unsubsidised medicines, it is a great relief to know that
the government has this formal consultation on the development of a National
Medicines Strategy for New Zealand.

This is a unique opportunity, drawing attention to the needs of those whose
access to essential medicines has been denied or restricted, and we (the
ATM collation) trust that Ministers and the Ministry of Health fully understand
the weight of feeling that is expressed in this document on behalf of those
individuals whose hopes are riding on this process.

We believe the current system is fundamentally flawed. Although we
understand there are limits to what can be provided in our health system and
that priorities need to be set, we believe the current system does not
adequately address the needs of New Zealand or New Zealanders.

The lack of funding for potentially life-saving medicines is an example that
everyone is familiar with. Many patient groups have been very distressed by
the fact that budget management has been almost the sole criteria guiding
these decisions to date.

Another example is in the inequities in subsidies. People who currently have
their medicines subsidised have had co-payments reduced to $3 per item if
they are in certain Primary Health Organisations and this will soon be
extended to all patients in all PHOs. This investment of many millions of
dollars seems very unfair to those large numbers of New Zealanders who still
need to pay full cost themselves for their essential medicines. It is particularly
unfair to those even larger numbers of people who can neither afford to pay
nor get a subsidy on needed medications.
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This has certainly not helped reduce the health disparities for those we
represent, and makes them part of a very vulnerable group in our society.

These are just two examples of many issues we hope will be addressed by
setting a clear strategy for improved access to medicines for all New
Zealanders.

It is important to note that we are concerned that investment in medicines
might remain a heavily restricted item and that anxiety is high that this
consultation process will not result in the changes that are needed. However,
we hope that is not the case and this consultation will result in very close
attention to the many problems that currently exist with access to medicines,
so that a National Medicines Strategy can be developed to ensure better
access to medicines for all New Zealanders.

Yours sincerely

The Access to Medicines Coalition
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1.0 Executive Summary

This submission represents the consensus view of the members of the
ATM which consists of 26 organisations that collectively advocate for
many tens of thousands of people in New Zealand affected by many
diseases or conditions. The document was jointly written by a group of
experts and consumer representatives.

Collective support exists for the development of an overarching National
Medicines Strategy to achieve the following primary objective:

“Equal access to medicines for all people”

The MOH Consultation Document provides a good description of the
sector structures and roles with regard to access to medicines. We
acknowledge the existing structures and the need to build on the
processes that work well, but there are also problems in structures and
processes that need improvement.

We believe significant change to organisational structures, processes
and resource levels will be needed to achieve our primary objective.
We firmly believe that “fine tuning” the current system will result in
continued failure to ensure access to medicines for those who need
them.

To ensure equity in access to medicines we want to see our overarching
goal of equal access for all to be backed up by the principle that:
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“Priority to be given to the most serious conditions and urgent cases”

To support the MOH develop a robust Medicines Strategy we have
developed this submission based on the WHO guidelines on how to
develop a National Medicines Policy. Our submission focuses on the
following key areas:

1.  Analysing the key problems with the current system:

o Population health issues.

o PHARMAC'’s roles and how they are in conflict.

o Strategic “fit” or alignment with the health sector as a whole
and social and economic policy.

o Case studies to provide examples that demonstrate how
flawed the system is.

2.  Exploring approaches on how best to make transparent and sound
decisions on access to medicines:

o Ethical frameworks for making decisions on access to
medicines.

o Legal frameworks within which the sector operates.

o Consumer engagement.

3. Considering how best to set the total budget for pharmaceuticals.

4.  Considering how to spend the pharmaceutical budget.

5. Considering how to decide access to high cost medicines and
treatment for rare disorders.
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Our submission offers significant challenges to the status quo of
medicines allocation in New Zealand:

o ATM offers a number of principles regarding access to
medicines that we wish to see incorporated in the Medicines
Strategy.

o We seek specific recognition of rights to health care contained in
the International Covenant of Economic, Social and cultural
Rights.

o We offer suggestions for restoring patient confidence in decision-
making regarding medicines, by establishing greater
transparency of decision-making, and we ask for a significant
change of culture based on respectful partnerships with all
stakeholders in the sector.

o We identify a number of ways in which the actions of DHBs and
PHARMAC fail to comply with their statutory functions and
objectives in developing and managing the pharmaceutical
budget, as set out in the New Zealand Public Health and
Disability Act.

o We argue for a tightening of the responsibilities, governance and

oversight of DHBs and PHARMAC, in contrast to the relatively
freer reign proposed by the Ministry’s Consultation Document.
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o PHARMAC’s approach to dealing with high-cost therapies is
specifically challenged and we find that their analysis of this
issue is inadequate and their conclusions wrong. They have
failed to properly incorporate a specifically New Zealand set of
values in their analysis of the ethical basis for dealing with this
issue.

o ATM specifically addresses the conflict of roles that PHARMAC
has, stressing the importance of this issue. These conflicts are
contrary to proper public sector role separation and decision
making, and set the scene for failure to comply with statutory
functions. We identify how these conflicts lead to some failures
to comply with certain statutory functions, and how some
priorities become confused. We offer solutions to this through a
clear separation of roles.

o We seek the establishment of an expert advisory group to work
with the Ministry of Health to continue the development of the

National Medicines Strategy for New Zealand.

We would welcome the opportunity to meet and discuss the issues
raised in our submission with those involved in developing the strategy.
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2.0 Recommendations

The ATM members collectively recommend that the MOH:

1. Develop a National Medicines Strategy with the following goals,
objectives and values:

a) The overarching goal of ensuring

“Equal access to medicines for all people”

Backed up by the principle that

“Priority to be given to the most serious conditions and urgent cases”

b)  Underpinning values that provide demonstrable alignment
with the ethical and social values of New Zealand,
including a strong emphasis on fairness and the obligations
set out in the Treaty of Waitangi, that require:

o Rejecting PHARMAC’s proposal to treat all medicines
the same in determining priority for funding,
particularly medicines to treat rare disorders and high

cost treatments.
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o Rejecting PHARMAC introducing a “cut off” point for
access to high cost but effective medicines

An objective to promote sustainable access to
pharmaceuticals

Continued use of a single purchaser to obtain the best
price from pharmaceutical companies, for the wider benefit
of patients and our health budgets but, importantly, within
that objective:

o Ensuring that negative consequences for our medical
research structures are guarded against.

. Ensuring that all the techniques used in price
negotiation are analysed for possible negative
consequences such as product withdrawal and
supply problems, and these negative consequences
specifically guarded against.

. Ensuring close attention is paid to negative impacts
on medicine use by patients and ensuring that
systems are adjusted to avoid these negative
consequences

Includes broader principles of active and respectful

partnerships between government, health officials,
pharmaceutical industry and patient groups.
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Aligns the proposed National Medicines Strategy with broader
government policy whereby it :

o Actively promotes international collaborative research
between the New Zealand health sector, our academic
institutions and the pharmaceutical sector.

o Implements regulatory processes that ensure domestic
suppliers are treated fairly compared to those suppliers in
Australia.

o Reviews and modifies MEDSAFE’s information

requirements that are over and above those for other
regulated markets (USA or Europe) and causing barriers to
licensing that cannot be justified in terms of the additional
costs or benefits, such as 12 months stability data at the
time of dossier submission.

e Proceeds with urgency to adopt the joint medicines
regulation agency with Australia to avoid current delays
with  medicine registration and ensure improved
medicines regulatory capacity for New Zealand.

Includes recognition of rights under the International Covenant of
Economic, Social and Cultural Rights (ICESCR) to the highest

attainable standard of health.

Follows a robust process to develop sound public policy that
includes:
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Public consultation early in the development of the
Medicines Strategy to ensure meaningful participation of:

o Maori
. disadvantaged and high needs population groups

Clear identification of the most significant problems in the
current system with regard to access to medicines and
development of objectives and strategies that will
specifically address these problems.

Undertaking a detailed situational analysis that includes
defining roles and responsibilities, and sector structure to
undertake all necessary steps in the processes to ensure
agreed levels of access to medicines and that will enable
the development of an effective accountability framework.

Establishing an expert advisory group of key stakeholders
to guide the policy development and implementation
planning.

Developing implementation plans to address inadequacies
in providing access to medicines, and ensuring the plans
are resource realistic, and provide appropriate incentives
across the sector.

f) Establishing meaningful accountability frameworks across

the sector to ensure effective implementation of strategies
to improve access to medicines.
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g) Including in the National Medicines Strategy an objective of
monitoring the implementation of the strategy and to
measure an agreed set of desired outcomes put in place
across the sector.

Considers how best to establish an appropriate national budget
for medicines that takes into account and addresses the current
conflict of roles held by PHARMAC and the current failure of the
system to ensure that the people who could most benefit have
access to available medicines.

Undertakes a review of the structures and decision making
processes that are used to determine how best to allocate
available resources to provide access to medicines in a manner
that is consistent with the legal framework and commonly held
values that underpin New Zealand society, that is transparent
and builds consumer and professional confidence in the system.
Important aspects of this review will be:

o Separating the conflicting roles of PHARMAC

o Clarifying PHARMAC's role and statutory purpose

o Tightening of PHARMAC governance and oversight
o Building confidence in decision making processes

Request that the State Sector Development Branch of the State
Services Commission undertake a review of the structures and
processes currently in place to make decisions on access to
medicines to address issues identified in this document including
PHARMAC'’s conflicts of role and lack of alignment with statutory
functions.
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Contributors

The ATM combines the voices of a large number of non-government

organisations advocating for increased access to medicines in New

Zealand. Members of the coalition are all disease-specific groups that

provide support, information/education, health promotion or clinical

services to their constituent groups.

Members of ATM

ADDvocate
Alzheimers New Zealand
Arthritis New Zealand

Asthma New Zealand/The Lung
Association

Balance NZ — Bipolar and
Depression Network

Breast Cancer Aotearoa Coalition

Cancer Society
Carers New Zealand

Continence Association

Cystic Fibrosis Association New
Zealand

Diabetes New Zealand
Diabetes Youth
Epilepsy New Zealand

IDFNZ - the Immune Deficiency
Foundation
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Kidney Kids

LAM trust

Leukaemia and Blood Foundation of
New Zealand

Lysosomal Diseases New Zealand

Multiple Sclerosis Society of New
Zealand

Myeloma Matters

New Zealand AIDS Foundation

New Zealand Organisation for Rare
Disorders

Parkinsons New Zealand
Prader-Willi Syndrome Association
Prostate Cancer Foundation

Schizophrenia Fellowship New Zealand
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Working Group

The ATM working group has overseen the development of this
submission and is made up of the following members: John Forman
(NZORD); Florence Leota (Schizophrenia Fellowship NZ); Sarah Perry
(IDFENZ); Eamonn Smythe (NZ AIDS Foundation); Margaret Earle
(Diabetes NZ); Roger Sowry (Arthritis NZ); Deirdre O'Sullivan
(Parkinsons NZ); Secretary: Carolyn Macaltao (NZ AIDS Foundation).

Additional advice and input was received from Gerald Williams (Prader-
Willi Syndrome Association); Pru Etcheverry (Leukaemia and Blood
Foundation); Nola Rawson (Multiple Sclerosis Society of New Zealand);
Alison Davies (Breast Cancer Aotearoa Coalition).

Expert Consultants
The ATM contracted expert advice from the following specialists to
assist in developing this submission:

o Roger Palairet, Public Law specialist
o) Maurice Ormsby, Ethicist and Public Policy Consultant
o Dr Lynne Lane, Public Health Physician

Roger and Maurice developed papers examining the ethical and legal
issues that need to be considered in developing a National Medicines
Strategy for New Zealand. Lynne considered the issues from a public
health perspective and assisted in drafting the overall report.

They worked closely with the working group to develop papers that

formed the draft submission that was confirmed by the working group.
For further information on contributors please refer to the Appendix 3.
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Peer Review

Peer review has been sought on the draft submission from a number of
sources and this feedback has been considered and incorporated.
Expert peer review was sought, and input incorporated, from the

following consultants

o Bruce Scoggins, previous CEO of the Health Research Council
o Jim Thornton, Ethicist

3.2 ATM Purpose

Our member NGOs aim to reduce the number of people affected by the
conditions that the people we represent suffer from and/or to increase
the health, wellbeing and quality of life of these individuals, their families
and communities.

We believe the government of New Zealand has a responsibility to all
New Zealanders to operate a pharmaceutical funding system that
places health outcomes as its primary priority and recognises its role as
fundamentally integrated with the overall health system.

Our Mission:

. To improve access to prescription medicines in New
Zealand by increasing the efficiency of approval and
distribution processes

. Ensure all New Zealanders have parity with regard to

access to pharmaceutical treatments available in other
OECD countries

. That health outcomes are maximised by efficient and
coordinated use of all health sector services
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Make sure that health practitioners are provided with
adequate and appropriate resources and supported by an
infrastructure that encourages best practice

Reduce the time and cost that has become inherent in
listing new medications on the pharmaceutical schedule

Increase the number of new medicines listed on the
pharmaceutical schedule so that there is parity with the
numbers of medicines that other OECD countries make
available to their populations

Develop a new focus on pharmaceuticals in New Zealand
to include the consideration of new strategies. For
example, adopting orphan drug* rules and creating a
National Medicines Strategy for New Zealand.

Special criteria for medicines for rare diseases where standard

funding formulae are inappropriate.

Final Version: 11 April 2007
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4.0 Support for Development of a National
Medicines Strategy

The MOH has the ATM members’ full support for the development of a
Medicines Strategy. ATM brought the issue of a Medicines Strategy to
public debate in 2005 and it was our lobbying of politicians prior to the
election in that year that saw the development of a strategy included in
the confidence and supply agreement that formed the government. We
are pleased to contribute to its development.

We patrticularly, commend the objective proposed in the Consultation
Document for the Medicines Strategy

“To support access to medicines that New
Zealanders need regardless of an individual’s
ability to pay” (p vii)”

We offer a number of other principles about access among our
recommendations.

Concern about the current level of access to medicines in New Zealand
has been increasingly expressed by health professionals, the general
public, patient groups, and the industry in the media and in published
research articles.

There are limited data that systematically tracks access to medicines in
New Zealand that enable accurate evaluation of how well the sector is
achieving this goal. The published studies that provide information on
access to medicines for some of the highest priority health problems
indicate the sector is not performing well, as is discussed below.
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Information released by PHARMAC and the MOH stating how well the
sector performs, with regard to access to medicines, is causing
widespread confusion and mistrust of the bureaucracy and does not
help to address the underlying problems.

Patient access to medicines is through a complex system of structures
and processes. The detailed description of “who does what” in the MOH
Consultation Document makes this point well. The available evidence
confirms that there is a major systems failure, particularly for Maori,
lower socioeconomic groups, and those groups of patients who need
high cost treatments.

A careful systems analysis to determine why our health system is failing
to provide an adequate level of access to medicines needs to be
conducted. Such a task cannot be undertaken by the contributors to this
submission with our limited resources. We do not believe that the MOH
Consultation Document adequately identifies or addresses the
underlying problems.

Significant change to organisational structures, processes and resource
levels will be needed to achieve our collective goal. We firmly believe
that “fine tuning” the current system will result in continued failure to
ensure access to medicines for those who need them.
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5.0 NATIONAL MEDICINES POLICY STRATEGIC
DIRECTION

5.1 Proposed Aims of the National Medicines
Strategy

The long term aims of the Medicines Strategy are set our in Appendix 2
(p79) of the Consultation Document. It states its aim is “fo ensure the
best health and disability outcomes from medicines over the coming
years.”

The WHO medicines policy documents recommends a significantly
different goal. The guidelines on how to develop and implement a
national drug policy it states “In its broadest sense a national drug policy
should promote equity and sustainability of the pharmaceutical
sector.”

Equity

The universal logic of ethics requires us to treat equal cases equally, in
accordance with our local values, whatever they may be. It is therefore
recommended that the overarching objective be modified as follows:

“Equal access to medicines for all people”

Additional principles need to be included regarding access to ensure the
principle is not too narrowly defined or interpreted. We offer:

Final Version: 11 April 2007 21



ATM Submission to the MOH on
Medicines Strategy Consultation Document

Equitable access

The strategy should state an aim of delivering access to medicines for
New Zealanders that is comparable to similar OECD countries. Such an
objective would give a suitable benchmark that is realistic as well as
measurable.

Equitable access should also be stated as equitable between different
groups of patients. This requires another key principle:

“Priority to be given to the most serious conditions and urgent cases”

Access regardless of ability to pay

The strategy should include the principle of universality that ensures
patients are not disadvantaged by an inability to pay. To that end we
strongly support the principle stated in the MOH Consultation Document
“To support access to medicines that New Zealanders need regardless
of an individual’s ability to pay”.

Sustainability of the Pharmaceutical Sector

For the strategy to succeed we believe it must also be consistent and
align with the strategy direction of other sectors, such as the Ministry of
Research Science and Technology and the Ministry of Economic
Development. Again the discussion document refers to this requirement
but does not provide any analysis or detail on how “strategic fit” will be
achieved.
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Of particular interest to us, the Consultation Document includes
proposals on:

o modifying how the Community Pharmaceuticals budget is set,

o increasing the transparency of PHARMAC’s decision-making
processes,

o waiting to see what PHARMAC’s own analysis of decision-

making about high-cost medicines produces.

We have made specific comment on these issues in regard to ethical
and legal frameworks appropriate for New Zealand and from a practical
perspective based on sector capacity.

5.2 Strategic Objectives of the National Medicines
Strategy

We support the three objectives in the MOH Consultation Document and
note they are entirely consistent with the WHO guidelines (WHO, 2000
and 2003).

1. Access to medicines
2. Quality of medicines
3. Rational use of medicines.

We are, however, concerned that the document states the strategy will
focus on only three of the four “key planks” recommended in the WHO
documents.
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The first objective recommended in the WHO documents, in addition to
the three above, is to provide a policy framework that brings all
stakeholders together to ensure a collective framework for action. The
strategy should cover both the private and the public sector. The WHO
specifically mentions the pharmaceutical industry and the need to
ensure sustainable supply of medicines.

To achieve a good partnership with stakeholders will require a change
of culture in PHARMAC and its Consumer Advisory Committee (CAC).
Communications have been generally poor and competitive. The only
formal communication ever received from the PHARMAC CAC was a
discussion document that included the implication that support groups
may be untrustworthy pawns of pharmaceutical companies. A significant
change of attitude is required if there is any prospect of achieving active
and respectful partnerships.

Australia

The WHO refers to the National Medicines Policy of Australia as an
example of the first comprehensive national drug policy. The policy in
Australia is based on active and respectful partnerships, taking into
account elements of social and economic policy (Australian
Government 2000).

The Australian policy also has a fourth specific objective that is missing
in the Ministry’s discussion document:

“Maintaining a responsible and viable medicines industry”

The MOH Consultation Document has taken a relatively narrow view of
the system underpinning the pharmaceutical sector and how to improve
access to medicines in comparison to the approach recommended by
the WHO and adopted by Australia.
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It is therefore recommend that the MOH

1

Include in the National Medicines Strategy:

O

The objective of:
“Ensuring equal access to medicines for all people”
A key principle that:

“Priority must be given to the most serious conditions and
urgent cases”

An objective to promote sustainable access to
pharmaceuticals

Demonstrable alignment with social and economic policy

The broader principles of active and respectful partnerships

5.3 Alignment with Broader Government Policy

The WHO guidelines on developing National Medicines Strategy

indicate the need to develop it within the strategic context of the sector

as a whole. While the Consultation Document provides background

information in this regard, there are a number of important challenges

facing the New Zealand health sector that the Medicines Strategy goals

and objectives will need to give due consideration to, and specifically

address, as discussed eatrlier.
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Alignment with economic and social policy across other government
sectors will also need to be demonstrated. The Consultation Document
does not identify any specific issues arising from other sectors.

To follow is a brief analysis of some policies from outside the health
sector that highlight examples of potential inconsistencies in policy
objectives that the Government needs to address.

Proactively support international collaborative research on
medicines

The Ministry of Research Science and Technology’'s (MORST) website
sets out the Government’s policy to support investment in science and
research to promote the development of new products and services®.
MORST recognises the value to the economy of increasing investment,
and international collaboration in this area generally. In the
pharmaceutical sector international collaborations between the
multinational pharmaceutical companies and academic institutions are
becoming increasingly important for taking potential new products
through clinical trials to commercialisation. The teaching hospitals are
aware that their ability to retain senior clinicians is largely dependent on
their ability to engage them in collaborative research.

The largely adversarial relationships between PHARMAC and the
multinational pharmaceutical companies could put at risk their
willingness to support collaborative research and development in New
Zealand. This situation should be avoided at all cost.

http://morst.qovt.nz/Documents/publications/policy/MoRST -Science-for-

NZ.pdf
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We recommend therefore that the National Medicines Strategy actively
promotes international collaborative research between the New Zealand
health sector, our academic institutions and the pharmaceutical sector.

Alignment of research and health policies

The Organisation for Economic Cooperation and Development (OECD)
has published a report calling on governments to encourage
pharmaceutical innovation by coordinating strategies for R&D and
health policy.

It cites the example of the development of biopharmaceuticals, which
are encouraged through R&D strategies but then face difficulties
reaching the market as a result of health-care policies. Meanwhile,
governments worldwide are increasingly introducing methods to assess
the cost-effectiveness of drugs, in an attempt to reduce the strain on
resource-stretched health systems (Royal Society newsletter May
2006).

Unfair advantage to suppliers in Australia
The Ministry of Economic Development set out key policy objectives on

procurement of supplies. New Zealand's government procurement
policy is non-discriminatory and based on the commercial principle of
best value for money through competition, including full and fair
opportunity for domestic suppliers®>. While the Ministry provides policy
advice and has set some mandatory procedural rules, individual
departments or agencies are responsible for their own purchasing

decisions.

MEDSAFE approves medicines for import and distribution in New
Zealand but does not provide a full and fair opportunity for domestic
suppliers.

2 http://www.med.qgovt.nz/templates/StandardSummary 181.aspx
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The current “fast tracking” of evaluation for licensing product already
licensed in Australia enables suppliers to achieve approval for New
Zealand market in as little as a month. For suppliers wanting to
distribute product only in New Zealand, MEDSAFE is unlikely to provide
approval within 12 months. Given PHARMAC's three year cycle of sole
supply contracting, this situation can severely limit opportunities for
dedicated New Zealand suppliers. We also note that the reciprocal
arrangements for New Zealand suppliers to gain rapid approvals to
import and distribute in New Zealand do not exist.

Reduce MEDSAFE’s regulatory barriers that delay access to
medicines

Since August 2006, MEDSAFE requires suppliers to include a full 12
months stability data on three separate batches when submitting a
medicine’s dossier for licensing. By comparison, regulators in the USA
and Europe will accept dossiers containing an initial 3 or 6 months data
and give provisional approval based on submission of the stability data
for the balance of the required time as it becomes available. The
requirements in New Zealand pose significant problems for multinational
generics companies that are simultaneously preparing dossiers for
multiple counties. Avoidable delays in licensing of lower cost medicines
lead to PHARMAC paying higher costs for products than necessary.
The National Medicines Strategy should therefore explicitly include
strategies to remove barriers to gain regulatory approval to import and
distribute medicines that cannot be readily justified.
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It is therefore recommend that the MOH:

Actively promotes through its Medicines policy, international
collaborative research between the New Zealand health sector,
our academic institutions and the pharmaceutical sector.

Implements regulatory processes that ensure domestic suppliers
are treated fairly compared to those suppliers in Australia.

Reviews and modifies MEDSAFE’s information requirements
that are over and above those for other regulated markets (USA
or Europe) and causing barriers to licensing that cannot be
justified in terms of the additional costs or benefits, such as 12
months stability data at the time of dossier submission.

Proceeds with urgency to adopt the joint medicines regulation
agency with Australia to avoid current delays with medicine
regulation and ensure improved medicines regulatory capacity
for New Zealand.

5.4

The Right Policy Process

For a National Medicines Strategy to be successful a robust process

needs to be followed. The WHO provides a check list of the key

elements of an effective medicines policy process (WHO 2003). There

are three key elements of the process:

1.

Steps in formulation
Implementation
Monitoring
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Formulation

During this phase the MOH needs to identify the key stakeholders and
the key problems. A detailed situational analysis also needs to be
conducted.

The MOH Consultation Document describes the current structures and
roles of organisations in the sector. It does not however adequately set
out the problems with the system. While some issues are identified
there do not appear to be strategies proposed that will effectively
address them.

Many key stakeholders will be excluded from the strategy development
process at this early stage. At this time it is understood that there will be
no public consultation processes. This step is essential to enable those
population groups that would have difficulty developing written
submissions, including those who have high health needs and or literacy
problems, to participate in the process. It is inappropriate not to provide
an opportunity for Maori to make verbal submissions at this early stage
in the process of identifying problems with the system. The MOH will
not have honoured its obligation under the Treaty if effective public
consultation with Maori does not occur. Furthermore, it is likely that the
groups that have not been able to effectively participate will lose
confidence in the processes.
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1. Implementation Planning

The implementation of the Medicines Strategy will only be effective if
clear priorities are set for the next 3-5 year. Agreement needs to be
reached on what needs to be done, by when, who is responsible and
how much resource will be needed.

The Consultation Document provides no indication of how these
decisions will be made or by whom. Given the complexity and scale of
the problems, an appropriate structure allowing expert advice from key
stakeholders needs to be established. The purpose of this advisory
group should be to facilitate evidence based, robust, transparent
decision making. Input from all key stakeholder groups will need to be
included, including consumer representation, to be successful.

2. Monitoring and Evaluation

The WHO recommended that for effective monitoring agreement needs
to be reached on the relevant questions managers will need to answer.
The data collected needs to be limited to data that is most likely to be
used. Plans will be needed to establish reliable data systems that
include initiatives to train staff and adequate resourcing.

The MOH Consultation Document does not have specific objectives to
ensure the implementation of important components of the Medicines
Strategy can be monitored. Without this information being systematically
and readily available there can only be token accountability across the
sector for the best use of limited resources. This objective is essential to
support implementation and evaluation of the Medicines Strategy.
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It is therefore recommended that the MOH:

6.

10.

11.

12.

Undertake appropriate public consultation early in the
development of the Medicines Strategy to ensure meaningful
participation of (a) Maori and (b) other disadvantaged and high
needs population groups.

Clearly identify the most important problems in the current
system with regard to access to medicines and set goals and
objectives that will specifically address these problems.

Undertake a detailed situational analysis that includes defining
roles and responsibilities, and sector structure to undertake all
necessary steps in the processes to ensure agreed levels of
access to medicines and that will enable the development of an
effective accountability framework.

Establish expert advisory group of key stakeholders to guide the
policy development and implementation planning.

Develop implementation plans that address how poorly we are
providing services, are resource realistic, and provide
appropriate incentives across the sector.

Establish meaningful accountability frameworks across the
sector to ensure effective implementation of strategies to
improve access to medicines.

Include in the National Medicines Strategy an objective of
monitoring the implementation of the strategy and to measure an
agreed set of desired outcomes be put in place across the
sector.
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6.0 MEDICINES STRATEGY PRINCIPLES

ATM have agreed the following values and principles and would like to
see them reflected in the Medicines Strategy:

Access to Medicines
The most important principle is equal access to medicines for all people.

Equitable access

The strategy should state an aim of delivering access to medicines for
New Zealanders that is comparable to similar OECD countries. Such an
objective would give a suitable benchmark that is realistic as well as
measurable.

Equitable access should also be stated as equitable between different
groups of patients. This requires that priority is given to the most serious
conditions and urgent cases.

Access regardless of ability to pay

The strategy should include the principle of universality that ensures
patients are not disadvantaged by an inability to pay. To that end we
strongly support the principle stated in the strategy document “To
support access to medicines that New Zealanders need regardless of
an individual’s ability to pay”

Recognition of rights under the International Covenant of
Economic, Social and Cultural Rights (ICESCR)

ICESCR was adopted by the United Nations General Assembly in 1966
and ratified by New Zealand in 1978. The ICESCR is a binding legal
instrument.

Including a reference to the ICESCR right to the highest attainable
standard of health would underpin the basis for the Access objective
that is proposed for the Medicines Strategy, and it would be a step
towards defining the basic entitlement of New Zealanders to subsidised
medicines.

Patient confidence in decision making processes

To achieve this will require greater transparency of decision making as
well as separation of the conflicting roles currently vested in PHARMAC.
This principle will need to be balanced with the ability of PHARMAC to
undertake price negotiation with suppliers, but that interest should not
deny consumers the opportunity to see whether the system is truly
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working for the best health outcomes, and reducing disparities in health
status, by providing access to essential medicines. Significant work will
be needed to restore an acceptable level of confidence.

Respectful partnerships

This principle requires a significant change of attitude by PHARMAC in
its relationships with patient groups and with industry. Patient groups
wish to have a positive working relationship with all stakeholders and
build mutually beneficial relationships that enhance education, medicine
access and health outcomes. Unfortunately there is currently a climate
of suspicion, hostility and antagonism that prevents positive
relationships.

Tightening of PHARMAC responsibilities, governance and
oversight

The role of PHARMAC, how it makes its decisions on which medicines
are subsidised, and how it should be held accountable are critical issues
for the Medicines Strategy, and they are not analysed adequately in the
Consultation Document.

PHARMAC's particular approach of maximising health outcomes across
the whole population in a way that tends to discount the very serious
health needs of relatively small groups is not mandated by the
legislation governing PHARMAC. The Medicines Strategy is an
opportunity to reiterate PHARMAC'’s statutory purposes and objectives.

The principles proposed in the Consultation Document for resolving
difference in perspectives between PHARMAC and DHBs are
inconsistent with the statutory purposes and objectives of the DHBs and
PHARMAC, and would reinforce PHARMAC's practice of placing undue
weight on minimising pharmaceutical costs.

The Minister should be exerting greater pressure on PHARMAC to
follow its legislation and secure the best health outcomes reasonably
achievable for people in need of pharmaceutical treatment. The
proposal in the Consultation Document for the Medicines Strategy to
reduce the accountability of PHARMAC to the Minister would be a
backward step if it was accepted.

Separating the conflicting roles of PHARMAC

The Consultation Document should also have identified the conflict of
roles between PHARMAC claiming that it does not have enough money
to secure the best health outcomes reasonably achievable for people
who need pharmaceutical treatment, at the same time as it is
responsible for proposing the Community Pharmaceuticals budget to the
Government. If the Community Pharmaceuticals budget is inadequate
for PHARMAC to properly meet its statutory objectives, PHARMAC
should be proposing and advocating in favour of an increase in the
budget to meet the legitimate health needs of New Zealanders.
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To overcome this fundamental problem or role conflict, government
should:

. Separate medical and scientific decisions from funding and
procurement decisions.

. Create reliable metrics and reporting requirements.

" Improve decision-making processes across the wider health
sector.

The RMI have developed similar values that we commend. We note
they have independently arrived at similar conclusions to ATM across a
wide range of topics under consideration in this consultation. This close
correlation of a number of key points arrived at by independent
processes by two major stakeholder groups, should be of some
significance to the Ministry of Health in its assessment of submissions.
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Problems with the Current System

To follow is a high level analysis of some of the problems faced by the
sector that can be directly attributed to poor access to medicines and

that lead to poor health outcomes.
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7.0 POOR HEALTH OUTCOMES FOR MAORI

Life Expectancy Less for Maori

Overall, Maori life expectancy at birth was more than eight years less
than non-Maori in 2001, for both genders. Over the 20 years from 1980
to 2000, life expectancy increased significantly for non Maori but was
comparatively stable for Maori, resulting in an increased disparity in
health outcomes.

Government has placed high priority on addressing this difference. In
order to succeed we need to understand the major contributors to
reduced life expectancy that can be addressed. The Medicines Strategy
needs to clearly identify how it will contribute to addressing these
factors.

The graph below charts trends in life expectancy from 1950 to 2001 for
Maori and non-Maori males and females. It also shows adjusted life
expectancy estimates for Maori from 1980 to 1999 using estimates from
the New Zealand Census Mortality Study. The graph shows that in
2001, life expectancy at birth was 69 years for Maori males and 73
years for Maori females, while life expectancy at birth was 77 years for
non-Maori males and 82 years for non-Maori females.
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1999

Life expectancy at birth, by gender and ethnicity, 1951-2001
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Note: Adjusted life expectancy estimates for Maori 1980-1999 use
estimates from the New Zealand Census - Mortality Study graphed at
the midpoint of each time period. Source: Ajwani et al 2003; Statistics
New Zealand:

High Levels of Coronary Heart Disease in Maori

A major contributor to reduced life expectancy for Maori compared to
non Maori is coronary heart disease. The data in the table below
indicates that between 2000-2002, for people over 35 years, the overall
death rate from CVD for Maori is 2.8 times the rate for non Maori. It is
likely that the differences in rates between Maori and non-Maori could
be reduced by improved access to medication.
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Between 2002-2004, Maori hospitalization rates for adults over 35 years
with CVD were double the rate for non-Maori. These data are difficult to
interpret as no account of private hospitalization is made, and these are
known to be proportionally more common for non Maori.

Indicator Maori non-Maori

Males |[Females Total Males [Females Total
Total 691.4 459.8 569.4 267.9 149.3 204.5
cardiovascular | (656.9- (434.3- (548.2- (263.6- (147.1- (202.2-
disease 727.4) 486.4) 591.2) 272.3) 151.7) 206.8)

mortality, 35+
years, 2000-
02, rate per
100,000 **

Total 4284.2 3402.2 3819.7 2478.1 1395.4 1913.3
cardiovascular ((4198.7-| (3330.7- (3764.3- (2462.4- | (1385.4- | (1904.2-
disease 4371.0) | 3474.8) 3875.6) | 2493.9) | 1405.4) | 1922.4)
hospitalisation,

35+ years,

2002-04, rate

per 100,000

1,3*

High Maori Cancer Mortality Rates
Maori all-cancer mortality rates were more than twice the rate for non-
Maori (RR 2.2, Cl 2.1-2.3).
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Maori adults, however, had only slightly higher registration rates than

non-Maori for all cancers (RR 1.2, Cl 1.2-1.2) and there was no

significant difference between the self-reported prevalence of cancer
between Maori and non-Maori (RR 1.1, Cl 0.8- 1.5).

The higher mortality for Maori associated with cancer is therefore likely

to be associated with access to services i.e. diagnostic and treatment

which includes medicines.

Table: Cancer Indicators

Indicator Maori

Males |Females| Total
All cancer 493.2 537.0 5125
registrations, | (469.5- (513.9- (496.0-
25+ years, 517.7) 560.9) 529.3)
1999-2001,
rate per
100,000 ***
All cancer 333.8 292.6 309.5
mortality, (314.3- (275.7- (296.7-
25+ years, 354.2) 310.3) 322.7)
2000-02,
rate per
100,000 ***
Cancer 2.1 7.0 4.7
prevalence (0.7-3.5) | (4.7-9.4) (3.3-6.0)
(self-
reported),
25+ years,
2002/03,

percent %"

Notes:

non-Maori
Males |Females
457.2 412.4
(451.7- (407.0-
462.7) 417.8)
165.3 125.4
(162.2- (122.9-
168.4) 128.0)
3.3 4.9
(2.7-3.8) | (4.3-5.6)

! Age-standardised to 2001 Census total Maori population.

Total

430.4
(426.6-
434.3)

142.7
(140.8-
144.6)

4.1

(3.7-4.6)

? Prioritised Maori ethnic group - see Methods and Data Sources section for further

information.

® Ever-Maori ethnic group - see Methods and Data Sources section for further

information.

Sources:” New Zealand Health Information Service

2002/03 New Zealand Survey
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7.1 Unknown Levels of Access to Medicines

The MOH needs to agree a basis for determining desired levels of
access to medicines for eligible people in New Zealand and indicators
for evaluating progress towards achieving them.

Currently there is heated debate about how well or how poorly we are
doing using information from a range of sources including:

o annual volumes of specific products over time

o numbers of new products added to the schedule

o range of products benchmarked against other countries
o expenditure as a percentage of GDP

o expenditure as a percentage of vote: Health

o) etc.

The indicators being debated are relatively blunt tools and are difficult to
interpret. Even these data are not readily available in a form that allows
meaningful conclusions to be drawn about appropriate levels of access.

Levels of Access to New Medicines

PHARMAC state in their annual review that 14 new chemical entities
were listed last year. However, we have no basis for determining
whether this is an optimal number of new listings.

To assess how well we are doing with making new products available

further information is required to undertake a meaningful analysis of the
situation including answers to the following:
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o What new products are funded and used routinely in other
countries that are not licensed in New Zealand?

o How many notifications do MEDSAFE receive to import and use
these medicines?

o How long does it take for new products to be licensed by
MEDSAFE compared to other countries?

o How many other new products are licensed in New Zealand that
have not been listed?

o What proportion of unlisted new products (licensed or not) are
considered to be clinically effective?

o How may people have applied for medicines under the
exceptional circumstances scheme for treatments that are not
funded, how many of them were given approval, how timely was
this process, how many people opt to go to Australia for
treatment etc.

7.2 Known Poor levels of Access to Medicines

To determine meaningful measures of access to medicines it would be
useful to consider what proportion of people that meet clinical criteria as
defined in appropriate treatment guidelines that are being treated
according.
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Numerous clinical guidelines have been developed specifically for New
Zealand for common conditions that are readily available on the New
Zealand National Guidelines Group Website. The Medicines Strategy
should consider how to ensure these guidelines are implemented and
treatment regimes are adhered to.

The MOH has a myriad of strategies underway to develop better access
to services (including medicines) and better clinical practice in primary
care. Significant funds have been invested in these strategies primarily
through the budget to implement the primary care strategy (in the order
of $200