I —HBOFHIRERIZ, LT TAREL TV,

http://wwy. pharmac. health. nz/tools—resources/research/tars

- ZOX D RFHERROEABMEIL. N DITEBREMEN LHHIEZ T TV D,
- FrRERE (2013 4F 6 A 21 BAT HRRFTRIS) Tid. TPP ZZERCB W TOREN Z 0 X 5 2l ik

EDBEDIEABMEIZBEEWENWTWS EOHELH D, REHERICL-TiX. 20X 57
KAZHED T2 D DIEABIMEP R TEX R R DAL B EIZTE R,
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[D. The role of the evaluation in decision-making]

-PHARMAC Tl fafTBAtE %2 Z L4 A FHRIEHNC OV THEHEEER Y X FE2ER L TR Y . A5G
U R NMZEDBELEIEMDITE L TWD, ZOEBEIEMNTE2T BB, C-3 TR~ 9D

D-1. Application of evaluation to decision—making
DHEEDS LD 12& LT, BAXMNROBHRIFIAI LTS,
D-2. Decision—making based on evaluation results

FHEZERI Y 2 P DI 4 Bl B EO b0 b, FFRA TEOHEAN TTFHEOHME
N TARRRITEN D bOBRD O D, FIZIE, TR (B TFHE 700 T NZ KAVOHFE,
ESRINENIA 4 FD b DO E TR S 2,

B PTAC® CUA  QALYs/$1m X RET
o mEA B _ i
JEAT E5E  JEAL  (possible) () -1
40-80
1  Fantasticol Lupus High 1 $80, 000
(20-100)
Colorectal 25-50
2 Colomab Medium 2 $5, 000, 000
cancer (15-50)
Rheumatic 5-10
3 Rheumatol High 6 $1, 000, 000
fever (3-10)
Typhoid Typhoid 5-12
4 High 5 $530, 000
vaccine prevention (2-20)
7-10
5  Vinedronate Arthritis High 4 (6-12) $1, 200, 000 $7. 8m
7-13
6  Metogrel ACS Medium 3 $620, 000 $8. 4m
(4-16)
4-8
7 Tagagliptin Diabetes Low 7 (0-10) $500, 000 $8. 9m

—EARRBMICEEN 2o L LTS, AR i3 od, FERU X Mot
FEREND, FRBERARDOT — 4 BMELNTEY | "B L > TIEOS & T REESh
TEHEER R, BB ERET SN D,

BIZNT, TAVNANA < —IGRED FR_UVIE, BBEEPBES LBICARRMN Y X MoE
EX (T PN N e o)
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<2011 FFEEICHAfT SN EE L TIX, EAATE T 22 QALY/100 5 NZ KV (ICER=450 J5 NZ
RV/QALY) ., BFEDH o 7-4 49 fh H OEZKR TiX 13 QALY/100 5 NZ KV (ICER=770 75 NZ K/)v

/QALY) Th -7z,

- ZOEBRIEALHT BTN D DITFHEDOATH Y, T TIZY A MIEENIBEFEEIZONT
X, VA MDOBAEINAZ LXIZEAERNY,

NBIREAT Y A MIZE ENABEFERIZOWTIL, 1FIZ L ICFEEENZ2ENTEY , TENB
B L7 9 RBRICIE, RSB T 7 AEIR, B COEDHENE bID, GP TS %
ITOBRIC, ERIBBMNENDINEA L TA L TFozw 7 LTS,

ANHERST Y R MCEENRWEESIZOWTIE, BISAMIIZEANZ EIER 2 BEE L TEREN
B oNIVUEER T& %5 NPPA(Named Patient Pharmaceutical Assessment) & BEEIL B HHEA 23
D, M 7007800 HFREEDHEFENH Y . FMPHRERENMEALZAR I TS,

Positive/negative results of the evaluation

* PHARMAC iZ Ti#aft) [3EfafT) OWEIXT &, BEIBLALATT DA ZTT 5, NBALME S 2RI
YR MIEENRPSIZERERIT, ZOEEFEERY X Mcksh D,

Feedback (in particular, negative feedback) about your organization from

citizens/patient groups

© BURSHNBITBAMOER S 2/ ST 555, PHARMAC i C-4. 1 IZFBR L= Bl T I8¢
MFEABR] DIMFE L > TVD, TPP ZINCET2HM TH. ZOREBEFEEL 2> T2,
Flo, BELV O FEZEREL WD EWOIHHIL H B,

- BEREMIIZ O X S RIICHEIEIS L TR Y, MY X MeEEhnZ sk
BDREBRFCH R LT,

- PHARMAC D EEREDERICIL, TV v 7 a2 FOBERRIT LTS,

Example of an evaluation and decision—making

[R=F=7]

» A=F=71X Special authority form |ZFEH I TWH—EDEMZ T BEFIZDLME
BABDOLNTND, LFOERITIE, &2 mZ LTS Z LR EMPRE LT, KBEHED
BN D,

http://www. pharmac. govt. nz/2013/10/01/SA1266. pdf

14



- FIEIOFEFTEFEIX 2006 4F 12 A2, BSBEBMIEREE L O ~F = 71REHZ O GIST %@
CLThENTT, ZOBRIZIZPTAC & PTAC sub-committee TERLTZH DD, AFIETY 2 b
WZEDDH T L BHBE L-EE A PHARMAC 12T 72720, IR Ene o7,

DHEEBIEB MR DOV TIE, 2007-2009 i i072 0 | F7o 22 BRIRFRBR D7 — & 23 PTAC
& PTAC sub—committee |Z#EfEE {7z, ZHEdd &1 2009 4 11 A, PTAC IF—EDEKRMEEFL
7z | PHARMAC I #& 1t % &) L7z, PTACIZ X B priority i low Th o7z,
http://pharmac. govt. nz/2010/01/29/2009-11%20PTAC%20minutes%20for%20web%20publ ishing

. pdf

« Z D% IZ PHARMAC 12 X AR RIS 3206 X 4L, 2009 45 12 B IZFHEEERI U X N CTONBERLAH T A3
T,

< 2010 8 AT, A=F =T e AL =2 J DR Y 2 MRERAN, =& 3BT R OBGIE
KERVTFT T 7R OB & T bbb TRES N, Fi2, B LFIS LR =F
=ZT7DYR— b EENTV,

http://pharmac. govt. nz/2010/08/19/2010-08-19%20PHARMAC%20consul tation%200n%20propos

al%20for%20venlalfaxine%2C%20etanercept%2C%20varenicline%20and%20sunitinib%20 full .

pdf

-2010 48 9 HIZ A =F =7 OBmBIEE MR~ ORI R0 bivf, SHEFHHENODT 1 —
Ry 72 XY BSREREFLD LN TN D,

http://www. pharmac. govt. nz/patients/ApplicationTracker?Proposal Id=78

GISTIZBI LTI, 77 A4 ¥ —%nb 2011 £ 8 BIZHFTY A MZE DB TZDDRENRH 4,
PTAC L¥ED PTAC sub—committee Tiim S iLiz, £ D%, FHEHMmAIToN, 20124 3 BICiX
FHETEHI Y R B L CEEIBMA SO DTz, 201248 8 AT T 7 A F—HD £ Dt 6 F o> k| &
EHIARBAEL TV, 20124 10 HICHRNBRBD BNT-,

http://wew. pharmac. govt. nz/patients/ApplicationTracker?Proposal 1d=77

A= F =N ONTIR, EEREL REIRRONTNER, T DOWNWTORERZRAERET
M. PHARMAC 13321 F TWRRW, b L, FDO X5 RBEN 2 I, HBASEEOIEREN A HE
27250 LiLZauy,

(REFFEEEIELA 2 ) ]
AVARY T TNF

hitp://www. pharmac. govt. nz/patients/ApplicationTracker?Proposal 1d=162

200646 AIZV R V=T VTR —ARBHNETOBERML L VI ZHDL & T HAFY X
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MeB® BRI (L BRI, 7272 L, SILREOWIRIER b5 72 £ DR & T 5,

ARV UTT I BRI X MOFEENDE X TH AN, B D X MaN#E S TW
AN
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Today's Presentation

- Intro to PHARMAC

- The factors that make PHARMAC unique
- Consequences for analysis and funding

- Time for further questions

PHARMAC

NeyzegtandGovprnment Prarmacesticst Ransazment Aderey
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PHARMAC's structure
A Crown Entity reporting to the Minister of Health

Responsible for managing the subsidy on pharmaceuticals for
New Zealanders, using Government funds

Set up in 1993 to manage pharmaceutical expenditure that
was growing fast

About 100 staff with a mix of medical, scientific, pharmacy and
economics backgrounds

Nevzeaisnd overmment PHARMAC

Pharmacevike Menzgement Agercy

PHARMAC’s statutory objective

m need ;:of pharmaceutlcals

,  “T0 secure for ellglble peop"

the amount of fundlng provuded” -
o : el ; 5 ) = NZ PublcheaIth&DlsabllltyActz()OO

PHARMAC

Nevuzeata Goserment
Pramaxest hamsosomAcesey
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Funding overview

Vote Health: nearly $15 billion each year

Community Pharmaceutical Budget: $795 million

PHARMAC manages the funding of community medicines, vaccines
and all cancer medicines (hospital or community) within this budget

Hospital medicines in July 2013

Medical devices from July 2015 - 2017

i PHARMAC

Pharmazeucal Masagerment Agency

Hewzea

}

WHAT DO

/E DO?

Manage the Pharmaceutical Schedule
- Determine:
» Whatis and is not on the list (i.e. subsidised)
- The subsidy for each item on the list (not the price)
- Conditions of use (to gain subsidy)

« This includes cancer treatments (many are administered in
DHB hospitals)

- Manage hospital pharmaceuticals
- Encourage responsible use of pharmaceuticals

- Manage special access programmes

Hewzesland Government PHA,,R.,,,,MAC

Pharmaceuiet MesogTIETt AgSeY.
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HAT DON'T WE DO?

- Buy and/or sell drugs (suppliers, wholesalers, pharmacies)

- Write out cheques for drugs supplied to patients (Sector

Services, MoH)

- Set the budget (Minister, Ministry and DHBSs)

- Approve pharmaceuticals for use in NZ (MedSafe)

Hewzealaod Government

PHARMAC

Pharmacevicat Managerert Agency

PHARMAC's long-term impact

$3,500
$3,0
& SLs00
i3
2
:_Et $2,000
3
o 590
g sis00 $1436
a8 $1.248,
$1089 et
3 s
$1,000 o i
ser1 Sadeeet ERE Bt
$517 ﬁigﬁﬁ L8 NS . R ,
$500 L , TG Shsy. 3094 9706
S817 $516 3504 SHI0 §E3G . 3B67  SA66 G602
'5()8 " :
g g 2 b1 3 3 8 e = o 2 X o
£ 8 8 8 8 2 8 8 B E 8 & 8 8 §B &
Year Ending 30 June
wewe Actuat expendi e 4 pxpendd 32000
Hewzeataod Government ﬁguﬁRmMmAmg
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anaging the budget

Budget set annually (Minister)

Forecasting
How much is committed (past decisions)? How much is available?

PHARMAC

Newzeaiand Government Phamaceuet Managerasnt Agercy

PHARMAC deals with vastly different options

- PHARMAC manages the budget for community pharmaceuticals,
oncology pharmaceuticals, vaccines, special foods, and a few
medical devices (e.g. insulin pumps)

- We are likely to take over managing the budget for hospital
pharmaceuticals and all medical devices in the coming years

« PHARMAC has one budget from which to fund interventions:
- From different therapeutic areas (e.g. cardiovascular vs. dermatology)
- Of different types (e.g. preventative vaccines vs. tumour treatments)
- Of different effect (e.g. life-saving medication vs. minor pain relief)
- Of different cost (e.g. $1m per patient per year vs. cents per day)

PHARMAC

Newzeatacd Government PhomaTaVRel MOTOgEmoRt AQETSY.

21




PHARMAC is both the assessor and negotiator

. iHARMAC does not just consider drug offers and accept or reject
them

- PHARMAC is free to use any number of negotiating tools, including:
- Confidential prices
+ Annual expenditure caps
- Subsidy, delisting or sole supply offers
- Reference pricing
- Challenging patents

- When negotiation changes the terms of a deal, we return to our cost-
utility analyses and reassess the proposal

Hevzldtoversment PHARMAC

Phamateviicct Margement Agercy

Consequences

Ranking of Proposals
A fixed budget

More options for investment than can possibly be afforded

A need to identify the best proposals and fund as many as possible

— PHARMAC

PharTaceyIK C HanagTmEn Ageney
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Building a Ranked List

To determine which are the “best” proposals and which we can fund,
we need

-A way to compare any two proposals (a definition of “best”)
-Projected budget impact for all new proposals

-A forecast of how much money there will be after paying for existing
products and accounting for savings we will make

Phamacewk o amogEreTt Agorey

PHARMAC s Nine Decision Criteria

Health needs of eligible people

Health needs of Maori and Pacific people
Availability and sustainability of existing treatment
Clinical benefits and risks

Cost-effectiveness

Overall budgetary impact

Direct cost to health service users

© N o ok wh =

Government priorities for health funding/Government
objectives

9. Other criteria (with appropriate consultation)

RevzssindGovernment PHARMAC

Phamaceueot MavagEment Agercy
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Consistency in assessment

All cost-utility analyses must be comparable

We report CUA results in QALYs gained per $1 million invested
QALYs rather than disease-specific outcomes

QALYs/$1m rather than cost per QALY to better portray health
gains and losses from investment decisions

é ljaniStent standard of practice and assumptions is necessary in
S

Prescription For Pharmacoeconomic Analysis (PFPA)

PHARMAC

harmacewket Moragent Apsrcy

Hewzeatad Government

Effort can be sensibly varied

Often, a basic cost-utility analysis will show a product to be obviously
within the funding line, or obviously out of it

These CUAs can remain basic

This frees up our time to ensure that borderline or important cases are
thoroughly considered

PHARMAC

Pharmacesices Monsgresent Agercy

Hew:Zealand Government
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Budget impact and forecasting

Budget impact and forecasting expenditure on existing products
becomes as important as cost-utility analysis

Forecasting allows us to determine how much we have to invest in
new products

If our forecasts for a year were even 1% out, we would be wrong
by $7m, a major portion of our room for investment

BfL;d%et impact is needed fo see how many nhew investments we can
affor

While cost-utility analysis is done from the perspective of the

whole health sector, budget impact looks only at PHARMAC'’s
budget

PHARMAC

Phermazeuc ot ManEgERTAE AGERCY.

HewZeatand Government

Ranking of Proposals

An example of our Options For Investment list (with fictional
proposals), with a budget for investment of $7 million this year

Clearly shows the opportunity cost of every decision

Priority Proposal dication | "UAC | PO% %ﬁ?ﬁ% e(:(;p:ggg EE:;e o itura

1 |Fantasticol | Lupus High | 1 (24@'18(?0)

2 | Colomab colorectalIntedium| 2 (fg:gg)

3 |Rheumatol | Seumae | pign | 6 (gjg)

4 |ioecne | ovoventon | M9" | S | 2p) |
5 | Vinedronate | Arthritis High | 4 (g:}g)

6 |Metogrel  |ACS Medium| 3 (ng)

7 ’Tagagliptin Diabetes Low | 7 (;_ '180)

S— PHARMAC

Phormaceuticas Manageraet AgERCY
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PHARMAC has no cost-effectiveness threshold

The amount of money available for new investments varies from
year to year.

Similarly, the quality of proposals presented to PHARMAC varies
from year to year.

Between these two factors, the cost-effectiveness of the worst
accepted option will vary from year to year.

A threshold were we must accept or must reject proposals of certain
criteria would likely lead to over- or under-spend.

Thresholds would also conflict with our decision to use nine factors
to assess a proposal.

PHARMAC

Hewzesigod Government Pharmatevitel MENSgemEnt AGEnc)

Our standard for investment changes — ways to
adjust for this
Waiting: We seldom reject proposals. If something doesn’t make the
cut initially, it will remain on the list until it does get funded (rises up).

Recommending a budget: we can look at upcoming drugs and
recommend our budget is large enough to cover it. We can also
observe that we have few good options on our books and suggest a
budget freeze or decrease

Discretionary Pharmaceutical Fund: lets us carry up to 2% of the
annual budget between years

Expanding our scope: we can take on products currently handled by
other areas of the Ministry of Health, along with the burden of its cost

Failing: PHARMAC has never gone over its budget nor significantly
underspent, but we do accept that it could happen

PHARMAC

Revzealand Government Pharmateutieat Manegervnt Agercy
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Confidential information: the pros and cons

Because PHARMAC is always negotiating with companies, our
analyses contain confidential information

A simple example is a secret low price offered to NZ but not to
larger markets

We couldn’t publish our CUAs as-is, often even after approving
funding. The prioritisation list is also not published

Even publishing our cost-effectiveness results might give too
good a clue to confidential information

This makes it harder to justify our decisions to the public, and also
prevents us from making our full CUAs available to other countries

It does give us an advantage in negotiations, as we know what other
options a company is competing against but they do not

NevezesteiGovernment PHARMAC

n hormacewcat MaYSgEment AgERcy

Further guestions

Nevzegind Soverrment PHARMAC

Pharmacestea mamegerEnt Agercy
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What is Cost-Ulility Analysis?

- Provides information on relative value for money of a
pharmaceutical

- Explicit consideration of incremental costs and benefits

- Enables comparison between pharmaceuticals that treat
different conditions

- Takes account of both reductions in mortality and morbidity

- In other words, quality and quantity of life

- Includes savings to the health sector

PHARMAC

el . o Gover Tharmacevitet Manogement kgency
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Economic Analysis

+ Compares the new option to currently available treatments
« Looks for incremental health gains and incremental costs

Current Treatment

New Treatment

e .

o e

fed]

e

Cost-Utility Analysis
Inputs — Disease Progression Inputs —
Health Benefits Costs & Savings
Clinical Evidence Costs
QALYs ===pl  Economic Model [ Net Cost
Quality of Life Savings
~ Incremental QALYs /$ PHARMAC

Hewzealed Government

Pharmacewtect MenagTment AgSrcy
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CUA example

New pharmaceutical to treat cancer

Literature search shows one available RCT

Critical appraisal of the trial shows it is hlgh quality (grade 1++

evidence)

The trial reports good benefits associated with the new

freatment:

Delays disease progression by 6 months

Extends patient survival by 6 months (‘life year gain’)

No significant adverse events

Hewzeatand Government

PHARMAC

harmaceunecuaregment gercy

g

CUA example

”“2‘

New treatment

Current treatment

Hewzenkpd Government

Progression-free 12 months 6 months

survival (PFS)

Progressed 24 months 24 months

disease (PD)

Overall survival 36 months 30 months
PHARMAC

hamaceuzo Monegtrass Agerey
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Current tmt

5 @ disease-free
B disease progression

Proposal

0 6 12 18 24 30 36 42
time (months)

Hewzealznd Government P H A R M A C

Phamace s MansgErR? AgERCy

Current tmt

e%tra progﬁession-free:

deldyed disease worsenin
.y s ? 9 B disease-free

B disease progression

Proposal

T T T T T T T 1

0 6 12 18 24 30 36 42
time (months)

Nevzasd Govermert PHARMAC

Phomacemtke Meragement Agerey
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