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~ That PHARMAC consider "tightening up’ how it expresses its decision criteria
and consult more fully with stakeholders as to what the criteria should be,

- That PHARMAC consider using more formal methods for defermining the
relative importance of its decision criteria rather than the intuitive approach
currently used.

- The possible pstablishment of a committee to prov1de a,dvme based on an ethmal

- framework, -

—  Specified appeal :mechamsms

3 PHARMAC's consultation on high cost medicines undermines the credibility of the
New Zealand Medicines Strategy that is in development.

3.1 At the end of 2005 the development of a New Zealand Medicines Strategy was
anmounced as part of United Future’s Supply and Confidence agreement with Labour,
Most peaple, including Hon Peter Dunne?, expected that the issue of high cost
medicines would be a key part of the sirategy development, Su;tprismgly however,
policy development in this important area has been left to PHARMAC. - : -

3.2 The Ministty of Health's consultation document “Towards a New Zealand Medicines

Strategy” was released on 12% December 2006, The document offers little discussion

~on the issue of high cost medicines (1 page out of 99). It did not seek any comment

about making decisions on high cost medicines and sipnply referred? submitters to the
PHARMAC consultation process that was at that time yet to be released,

8.3  The avoidance of any discussion on high cost medicines in the New Zealand Strategy
consultation document undermines its credibility as a comprehensive policy review
that will lead to appropriate and sustainable medicines policies for the future,

84 It is also inappropriate and unhelpful that PHARMAC had alveady formed its view
pricr to finally releasing the consultation paper “How should high cost medicines be
funded?” on 18% December 2006 and stated its conclusion in the consultation
documentation.

8.5  Prior experience has given the industry and other stakeholders little confidence in
PHARMAC's ability or willingness to undertake meaningful consyltation. For
example, PHARMAC undertook consultation in 2005 on the third edition of ifs
Operating Policy and Procedures document which sets out how PHARMAC carries
outits role. The process started in Apiil 2006 with a statement from FEARMAC that
it “does not propose to make many changes...” but due to the level of response from

“wThe Ministty af” Health SNCOUTages-you- to' read-Phanpac’s—consyltation paper-and-pravide-your-honghts- on-this=———=—-—— - —

cnmphcs,ted isgpe (o Phatmas, The Minjstry [ooks forward to Pharmas’s congultation paper and Pharmac’s report on the
T 'ifé?dbﬁelsiitif??Ei‘@?ﬂ,'""Né?’?;?}*@lﬁ@ilﬁ@di@@'St’i?st,ﬂ%t????!!”?Pi?‘?i@‘"%‘ﬂ?ﬂ*'?a@‘? L —— '
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all stakeholders, including District Health Boards, seeking a vange of improvements to
the system the ‘consultation’ continued through to the end of the year, Despite the
active and constructive participation of many people and organizations, PHARMAC
finally armounced on 21% December 2005, that it would only make some minor
changes in addition to the few amendments it had originally proposed, None of the
substmmve issyes r mﬁed dui ing the consulta’aon process were acted on.

Given tlus t'yplca.l experience w1th PHARMAG eonsultahc»ns, and the fact that

PHARMAC has already formed and comveyed its views on this matier, raises
questions about whether this is indeed genuine consulfation and whether it meets with
the elements of legal consultation 4s determined by the Court of Appeal* and Ministry
of Health guidelines® that state that the party obliged to consult must keep an open
mind.

Such issues impact negatively on stakeholder and public participation and confidence
in the process. That the Ministty of Health relies entirely on PHARMAC's analysis
and advice on, this issue, further undermines the Strategy development process and the
final outcome of this important policy review.

The wrong consultation question has been asked.

In his covering letter on the 18% December Maithew Brougham, PHARMAC Acting
Chief Bxecutive, invited submissions on the question of how should high cost
medicines be funded and this question specifically to “Do ‘high cost’ medicines require
a different approach to constdering funding than other medicines?” The letter goes on
to -advise that PHARMAC has reached the conclusion that there are no persuasive
arguments for treating the funding of high cost medicines differently from other
medicines,

The view that high cost medicines should be freafed the same way as other medicines
is certainly arguable. All medicines should be scrutinized to ensure safety, quality and
efficacy and the relative cost effectiveness of all medicines being considered for public
funding need to be thoroughly evaluated, Purthermore, considerations of patient
need, health priorities and funding priotities should apply to all medicines itrespective
of whether they ave low cost therapies oy high cost therapies.

There is however a critical flaw in this argument when considered in the New Zealand
context: it assumes that the systems that are in place for the funding of ‘other’

medicines are not only working well but are sufficiently robust to deal wfch the

T introducton of moderii and innovative new therapies.

4 Wullmﬂmu Iutemannual Afrport v Air New Zealand (1993) ] NZLR. 671,673,

-2 Copsultation Cuidelines for the Ministry.of Health and- Diisirict Health Boards relating to the proyision of ‘heglth gnd
Chsablhty services, August 2002,
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__ to the standards we expect of New Zealand government institutions,

Clearly this is not the case in New Zealand. Invesiment in pharmaceuticals has been
severely constrained over the last decade with expenditure growth held to less than
2% per annum on average. PHARMAC' ability to fund new medicines of any
description is therefore greatly curtailed and we have seen an ever widening gap
between the products that achieve funding in other developed counties and what is

ultimately funded here.

The issye is therefore not about whether a different approach is required for high cost
medicines but whether the current medicines funding system. is working for medicines
in general. Rather than question whether a different approach is required for high cost
medicines the question must be “do we need a different approach to the funding of all
medicines?” The answer to this question is a resounding “yes” and uniil we achieve
good systems for the funding of medicines generally, we cannot have any confidence
that PHARMAC has the ability to deal with high cost medicines,

~ Necegsary reforms

In pur view the key institutional problems with the current system of funding
medicines are:

~ The bundling of clinical assessment and procurement decisions—This is likely to
create incentives to subordinate clinical judgement to budget imperative, and to
understate the degree of rationing by claiming that unfunded medicines are not
effective or cost-effective '

- The bundling of decisions about therapeutic substitution and procurement—New
Zealand appears to have adopted the most radical definition of therapeutic
substitutability of any OBCD couniry. As a result, the choice available to New
Zegland consutners is severely restricted

- Ppor quality of process—Existing decision-making processes have little credibility
because they are non-transparent. More attentlon needs to be paid to openness,
fairness, and high standards of consultation and review,

These weaknesses indicate that the public and the Government have little basis for
confidence in the quality of decisions and outcomes. We have compared the existing
institutional arrangements for access to pharmaceuticals in New Zealand with the
international best practice, and with the practice in other areas of public palicy in New
Zealand. This comparison showed that the siructures and processes mvolved in
making the key deaisions about the refmbursement of pharmaceuticals do not live up

53— Tompve from current practices to an improved mode], we recommend:

~ _Separation of cost effectiveness decisions from funding decisions

"~ '~ Geperation of madical and saientific decisions front fondingand proauwement
—decisians

- Creation of reliable metrics and reporting requivements——— ——
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— Improved decision-making processes.

Mest importantly, funding decisions and rationing decisions need to be made openly,
transparently and explicitly. Decisions as to the relative merit, including cost
effectiveness, of medicines for which funding is sought must be made by an
independent expert body so that an objective evaluation of the medicine, and what it

can offer, is made. This independent body would also review and rank the medicines

in, terms of patient need, health priorities and funding priorites and determine the
appropriate level of population access and any access restrictions.

The analysis of cost-effectiveriess should essentially involve a process that is known

internationally as “Health Technology Assessment” (HTA), This has been defined as:
A multidisciplinary activity that systematically examines the technical
performance, safaty, clinical efficacy and effectiveness, cost, cost-effeotiveness,
organisational implications, social consequences, and Zegdl and  ethical
cansiderations of the application. of 4 health technology.6

HTA must be carried out as objectively as possible and should adequately cover all the
issues in the definition above.

In summary, key recommendations for an improved decision-making model include
an agread set of standards for conducting assessments and ranking pharmaceuticals,
peer-review, transparency of process, stakeholder involvement and a process for the
review of decisions,

Pharmaceutfical funding: investing in health

Because New Zealand's community pharmacetitical expenditure is capped, the fact
that a medicine, high aost or otherwise, is evaluated as cost effective does not
necessarily mean that it will be funded. As previously noted, growth in expenditure
has been held to less than 2% per annum on average and after natural growth in the
system (volume and mix) is accounted for, little is available for new investments. In
the six years to May 2006 Australia subsidised 78 new imnovative medicines. While 72
of the 78 were registerad hy Medsafe, ondy 20 of the 78 were subsidised in New
Zealand?.

While the industry accepts that rationing is inevitable, constraining expenditure to this
degree means that the budget is simply unable to accommodate many cost effective

N medmmes, Mechcmes ’cha,t are 111g1uar 111 cost in tewms of net cost to ’che Bchedule,

- EUR-ASSESS ‘Repart from the BUR-ASSESS Project, Int T Technol Agsess Health Care 1997,13(2): - B

Accesa by patients in N to inavativa new preseription-anly medicines; how have they been faring in recent tlmes i

2006

relation tq then' t] ans-Tasman c:ounterparts Report by Mmhael Wondcr, Semor I-Iaalth Eannamxst Navarm Auﬂraha June
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struggle to achieve funding and those that have a relatively high cost per patient or per
QALY are even more unlikely to achieve funding,

Delays in listing® and restrictions on access are also used to help reduce expenditure,
Timely and appropriate access to new medicines, and partieularly higher cost

medicines, is therefore significantly compromised.

The question of whether New Zealand's pharmaceutioal management system is
sufficiently robust to accommodate high cost medicines must therefore involve some
discussion regarding the setting of the pharmaceutical budget. PHARMAC have not
asked submitters for their views in this vegard and the Ministry of Health's
constltation on the Medicine Strategy simply proposes improved dialogue between
PHARMAC and DHBs.

It ig our view that budget setting should be transparent and involve g methodology

- that establishes the optimal level of investment in pharmaceuticals based on:

- opst- effectiveness (including benefits acerted across fhe health system)
~ meeting patient needs and health priorities
— equity and social abjectives

~ — affordability (to the taxpayer)

Conelysion

Sandra Coney, PHARMAC Consumer Advisory Committee Chairman, states, in
commentaty on the expert papers commissioned by PHARMAC, that “There g a
strong case for making high-cost medicines more available.” Unfortunately this will
not ocour without improved funding, supported by the institutional reforms we have
proposed.

PHARMAC's “do nothing” conclusion s not a valid response and is clearly not an
action sypported by the two lead reports commissioned by PHARMAC and the nine
peer reviews, all of which made various recommendations for improvement.

Med leines ﬁmded in New Zealand taka on qverage 14 mcmths lqngar fo ba hsted on the Schedule compared to Awgtrelia.



The submission below has been transcribed from the handwritten original. -

Pharmac
PO Box 10-254
Wellington

Dear Sir

I am aware that you have invited comment from the public on “How should high cost
medicines be funded?”

Before GST insurers charged premiums at a level sufficient to pay claims comfortably.

After GST much the same situation applied with the difference being that premiums and
[illegible] claims were both increased to take care of the GST content.

There was no reason to offer any further assistance to insurers such as under Section
20(3)(d) of the GST Act 1985

But amazingly section 20(3)(d) appears in the Act no doubt through the advocacy of
insurers who took some part in ‘helping” to ensure that a [illegible] result was achieved
and in the process helped themselves to a refund to themselves from the Govt of all the
GST content of all claims paid by insurers!

If section 20(3)(d) refunds had not been made during the 20 years since GST started on
1.10.86 Govt would have been better off by an estimated $3 to 4 billion dollars and
would have been able to afford more money for medicine and other things and the profits
of insurers and the dividends to their shareholders most of whom are domiciled overseas
would have been less.

I have protested to Govt about the [illegible] of section 20(3)(d) and their response if any
has been to infer that the section 20(3)(d) refunds are ok because they are in terms of the
GST Act. Nicky Hager would perhaps be interested in this scandalous situation.

I enclose a photo copy of a letter dated 1.7.03 from IRD, Wanganui

Notes to be attached to the photocopy of a letter dated 1st July 2003 sent to me by the
Inland Revenue Dept Wanganui.

__The heading of the GST Act 1987 is “An Act to provide for the imposition and collection =~

of Goods and Services Tax”.

_....Presumably this means that all the GST imposed should be collected by Govt with no
- deductions. T T T R
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Section 20(3)(d) of the Act is estimated to have resulted in refunds of GST to insurers
since 1.10.87 of 3 to 4 billion dollars and it is considered that greater authorisation for
this was required than its mention in a clause dealing with the calculation of the amount
of the tax payable and that therefore section 20(3)(d) refunds to insurers are not legal.

Section 20(3)(d) as it appears in the Act seems to be calculated to confuse rather than to
inform.

I think it likely that when the GST Bill was before the house there would have been much
discussion upon whether or not the GST content of claims paid should be refunded to
insurers. If common sense had prevailed the answer would have been that there should
have been no refund. In other words the word “that” should have finished up in between
the words “shall” and “the”.

Perhaps the Act in its present form is a printers error which has benefited insurers and
cost NZ taxpayers by 3 to 4 billion dollars so far. This should not be allowed to continue.

The first 4 paragraphs of my letter to Pharmac should be read again.

Yours faithfully




% Inland Revenue
- Tz Tari Taake

1 July 2003

Dear .

IRD NUMBER:
OUR REF: o

Thank you for yeu;lietter dated 26 May 2003. I apologise for the delay in replying.

A registered insurer may claim deductions for payments to policy holders when they
are made (a tax invoice is not needed). This is confirmed by the Goods and Services
Tax Act 1985, Section 20(3)(d) which reads as follows:

”

~.in calculating the amount of tax payable in 7‘espect of each taxable
perzod z‘/zere shall be deducted from the amount of output tax of a registered person
attributable to the taxable period-... . . (d)An amount equat to the tax fraction
of any payment made during the zfaxable penod by that regzstered person to another
person pursuant to any contact of insurance..

The exeeptlon to thlS is life insurance WhiCh is exempt from Goodsand Services Tax.

gl .

Please do not hesitate to contact the Department if you have any further queries
regarding this matter.

Yours faithfully




