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Dear g Kedgley

uhank You for your In!tsr <7 8 Decemnber 2002 requésﬁng information regarding

i liave Fansferred this -equest 0 Pharmac Purevant Section 14 of the Officiaj
Information Act 1982 a- + the ifriormation js held by ppa ARMAC.

Pharmac has 20 work:, g days from the teceipt of the € fransfer o Mmake a desizis, an
YOur request.

Yours sincerely

P Annetie King
Minister of Health

L. Wayne McNee, Pharma-

Parl Hanent Bul]dlngq We”mﬁf""‘, Nen z Laalyndd. Tﬁ‘;!-:ei:uhcmﬁ' e




.I.
(1)
1=

|
1

|
5
Iy
=}
=
=
e

GREEM M5

PO Boa 16-254, Waliingten, New Fealand

Phone 54 4 2604390

Fax 64 4 480 4995
23 Decermber 2002 warw phan nag.govt.nz

Sue Kedglevy MP
Parliament
Weilington

Dear Mrs Kedgley
OFFICIAL INFORMATION ACT REQUEST: GROWTH IN PHARMACEUTICALS

We reter to your letter dated 9 Decemnber 7002 and your Qfficial Information Act 1982 (OXA)
request for:

“Informartion, written advice or reports that PHARMAC may have prepared over The
past year abowt what the reasens or the drivers of the recent volume growth i
pharinaceuticals or prescriptions may be.”

in response 10 YOUr request we are attaching a memorandum on the fiscal impact of direct to

consumer edvertising thal was presented 1o the PHARMAC Board at its meeting on 28
November 2003,

‘We are withholding a few pertions of the memorandum under sections (2 )b}l of the OLA
for the following reason:

» [9/2)(bj(ii)] withholding some of the information is necessary w0 protect
information where making it avaitable would be Iikely to unreasonably prejudice

the commercial position of either the person who supplied it or who is the subject
of the mfonuation.

In the circumstances of this case, we do not consider that there are any other considerations
which vender it desirable in the public terest to make the informatiow available.

Please note that imder the OTA you have the right to ask the Ombudsman to investigate and to
review our decision to withthold some of the information that you heve requesied under
section 28(3) of the OLA. However, following our discussions with your office, I believe that
the memorandu 25 disclosed will provide the mformation you require.

Please let us know if you reguire anything fruther.

Yours sincerely

7 7
i
foo
Wayne Meles

Chief Executive

RECEIVED p
3E TN TSI a e T}
B& JAN 2003 Pharmaceutical nage
] Levet 1, Oid Bank Chambier,
BY: I Cor Hunter Street and Customiouss Qua ..
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MEMORANDUM FOR BOARD MEETING OF 28 NOVEMBER 2003

To: PHARMAC Drrectors

From: Rachel Wilson

Date; November 20{)3

‘\"2/*» ~
\\/ (L _)A)
FISCAL IMPACT OF DIRECT To CONSUMER ADVERTISING (\

B3
S
: g N
Recummendatmns //5 L -3
< >y /._Q/@

It is recommended tha; you;

note the impact of direct 10 consumer advertss) éﬁac diture and velyme

growth; and

Role the attached Te

POt un the impact of g
provided to Me

dsafe in August 2002 (A

M3-12.15 AETIYG
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Executive Summary

* ALs meeting of October 2002 the PHARMAC Bogrd directe

QRS N g

15 an effecrive COMPOnent of the marketing mix us
can be assumed DTCA hyg by CeOmL & pnniary driver for any i
“@owth,

P

C e A review of Pharmhouse data for the top four sup

: © consumers (Flixotide, Losec, Oxis and Lamisgi
million from 1999 ¢, 2001. Growth in pre - .

— U aTowtl- THE Contaitumient of expendiure gratadh denbd are IARMACs expenditure
Muabagement strawgies. It Subsidy Ievelyrhad v T lime expenditure ¥rowth
would have been higher. For exam
woLld have beey expenditure gro 38
1999 to 2007,

F PeTtised directly
Z¥penditure of $3.6(\_

i,

or the year 200142 for Phanmuceuticajy
an appreciable increase over that of (he
e o In 2001/02, compared wath 29 7 million in

. 1R 226 million extra dispensings. Of this srowth, DTCA
dispensings; based on the analysis of Pharmhouse dats

Y (Sec Appendix Two fur a copy of the analysis af the

2001702

® Inling with Previous yes
hsted on the FPharmapéu]
Prévious vear. Dy,
200001, and heng
Possibly acco .
for Flixoiide
increase 4

dope on all the subsidised products that ars advertsed directiy to
Sidrical lack of data at a brand leye] it 15 not possible (o Teview the
expenditure jor advertised brands of pharmaceutcals which have
the same chemijeg] subsidised. For example, if there weye “Wo brands of
¥ subsidised and one of them wags advertised, generic level data woylg not
an merease ig expenditure was for the advertised brand or the non-advernsed

< ust 2002 PHARMAC Staff provided Medsafe with an updated Teport om issges
Ssociated with DTCa (Appendix One). A key issyes 15 that it creates fiscal risk on e ‘mited

Q\ Avemment phurtnaceutiea) budger as 1t
9 drives up cle_m_@g for subsidised Ehaml‘aceuii_cals, N /
v shifts demand w0 high cost medicines by SMCOUraging patients 1o move from older less .

————

= the currept Tegulatory systeny of sdf-rnonimr:’ng and compliance i3 oot oplirnal, A : %
number of repurts havg found that DTCA contmgg.-_g tobemn breach of the regulations,

T BAnd the current SVSIem s not casy for complzinants to e ——

fI3-12-15 HET 00
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As requested by the Board, Karen Guilljland reviewed g copy of the repon before it was sent
to Medsate.

Findings
Effect of DICA on axp ety e

DICA i Jncreasingly being used fo generare demang for ‘subsi_diseg presmgngg_lge_:g’_i_g_j;}p;: In 2001 4t
“Teast eiglitesn PrescIiptiot 1 products were advertsed directly 1o consumers, through television, press, i
T TAWIS, Snema or In magazines .. This trend ROses a sienificant nsk over the [onger term. as
——— e S——

the volume of pharmaceuticals 1$ a major driver of pharmaceutical subsidy eXpend

_Mapy_mare than ¢ighteen subsidised products were advertised ip Mmagazye:
magazines inciudes advertising to healsn professionaly through tradeste,
advertised coly In mugazines have not been mcluded in thig revie
Jifferentiate whether the magazine advertising *pend was jusi Sori

A

gudines o

echniﬁ@ ma
vertise Urmers may
S~

PHARMAC datg from 2002 demonspates he OngOngE dagig @m M govermmean:
<Xpenditure tor four subsidised directly marketed PhasfeSai g ts ollars). During 2001

somie 34.9 milhon was spent by the pharmaceuticy ! ) B OXs (efy aeierol, a long- »
acting beta agorlist for asthma), F hxotide (flutirmed ] eroid for asthrna), Losec
-Mimgal agent);

ncluded DTCaA 45 well. This may mean thar the number of p
have been higher than cighteen but this jg unable to be conﬁw

2001 Advert_isigu spend (at rate carg for AArIDACOUNON Tharkered directly to consumers
Foral

'{’l‘gclﬂsi ] Fonnuizgiclns __F A‘Fﬁ; Magazi -,gm Radio] .

Hivonde | 77— WBIEY 1-11=§;’;4-__ | 518093
o7 $618 836

amisl ] T T TS v $1f ma; L %76i03]
osee T a}_‘i’ 2 LY 5809 610 $109.835 , $I.080_.28]‘f
Oixly AN ~ I R

53,7931 $1.099.337 _ . $1.24313
25 we knows these producrs were adverused DT 4 through
fth protessional 2udience only)

—_ i
O Magaiine spegd; Ehudeds
ether media, so g W& Dot limite :

P l

Table Tworbelowhe ws el dipmge and Prescription dats 1)) formulations for the four products

. 5 all information about a product gt & generic level, However as
these ﬁ% 3 qu\ “Oompetition the formuiation daia, in effect fepresents brand dag
' J‘Qﬁ data has heen teported by formulation 8% prior 1o 2001 brand data was

¥d ¢ ,

E3 i d
f@&y L\d;:;q The third section of the table shows expenditure at May 2002 subsidy

d

156
BTN, Exp, m‘hda}d for 1999, 2000 4ng 200) have been priced at May 2002 Prices 1o show the
growth ig I 1f subsidies had been consistenr OVET lime,

—_—

—-___.-‘-—-____—___

" AC Neilsen INZ) Ltd
ME-12-15 %57405
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Tubie Two: 1999 — 2001 incrsases in expenditure and prescription aumbers for four products
adverised DTOA

( [¥'zar Digpensed ¢ i[ |
o i |

| ' ‘
Fomulation 1 199y A 2001 %o inerease 01 va 9?'

O P ey R S

‘resuripiions e
Flivoude | 184,608
i 0161

I.amisil

ILosec | 294 BN
O Turbuhate | 2012

Real growton eypanditre on these products wag Py 1990 o 200 Groval

prescniplion nrabers o figher than v ofc there was o redeecien gn

capenditure mm Loses thoszh there i an ooty el Lniterenecs o egpendiioee

Q.). Tangen:ie

STV and prescriphon groveti can e R X pe LT GUIRARErEnT STrilew oS
such s rmonma e conracting. nsk % . ‘;m&tm‘!'cr\i'nce pricing. W subady doveis Pad
remtained Conitant over e ©p wil ‘)\r.. buen figher For example wsing Ma,

b ocpendicare mowrn gt for avodieis o

TR I HE T CRR RN ER R Condy ananmees oxpeodnure grow bt are ae
cn oserall product 2 1:';\\}?“

PHARM SO wupp 6’? WRp Ty That e hpotivad on these products.

N\ U . - . |
W (e NG BUBOSe R aiot  Bletered Dose Tnhalers IMDIzsund Breath Activaind
x";\\;, sV . \}I@ ey Osé ) ) b 5

x ke Spriod roviewsd there has been o Lhanee 16 RGEsS wing o

nd ot changing subsidees. Below 17w smvnary cfan

Fliverias

[ecioes
subigide

04 (ﬂ?ﬁ& ST, @!T\\
ATy }w a &

o e‘r-‘r’ivfm-' a derestrican of access plus price and subsidy reducnions in May 200
Oags Turb \:ﬁ}‘b 15 the enly inhaled Leng Acting Bela Agonis svalable wakour Speciul
Authonp Qwl! have inereazseg usage sincs May 2001, Other inholzd Long Acting Beta Agonut
BaDsdyk EhetRnce priced in May 2000

™,

Ah there was a BAD suhaidy raduciion in August 20 s Anyus
e on Flixeude BAD..

Lider phcre was about & 32ven-month penod between September 2000 and April 2001 whexr Losec
carged’® manuiacturars surchargs. It became jullv funded from Aol 200). Before Seplember 2000
although thers was officially o surcharge on Losew PHARMAC staff vndersiand it was effecively
tfully funded as AstraZensca was providing bonus sioch to wholesalers and phatmacies at thal ame.
We undersiand that Losee was heavily advertised in 1998 and 2001,

Laniizil - PHARMAC staff note that there has not been any supply side acuvity with Lemnsil i this
tne perind. It wae sdverlised in 1¥99/2600.

MEIA1T 26740 :

Taz

15: 108
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e uf DTCA on volumes growth

The:e four pharmaceuaticals in tum experienced a 42% incresse in dispensing valumes, with scine
8 227

L493 000 extra dispensings (some 41,100 pye). —_ _————""

Dispensings vi iour pliarmaceuticals subjected to D1CA

2002 2001 nguns 20462 o Incraase
Omeprazole 9D 763 357.109 57% \/’?A
Fluticasonc 3R 21 77,077 15% = (/
Eformoterol fumarate 76,899 55,093 233%, \/)
Terbinafine 331735 3,755 12% ‘) "
Totaly 1,676,048 493.034 47"’

This represenis 21 834 of the exira 2.26 26 miilion dispensings (18 :.
other causes have been identified as:
L. Population increase (unadjusted for any changes

@‘\\*

t mos'r stating;
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3. Other factors as yet unknown or u
age distnibution/mix. changes i
outside of DTCA, cie,

promotion of pharmaceutica

Population increase accounted for Y exna dispensings in 2001702 (223217
dispensings}, new mvestments Ps ¥32) - factors vet unknown/unauzntitied £4.09%
(1,843 .969): ‘4

Figure 2. Pie chart of La@ Tea {\ pensing volumes FY2002 vs. 2001

Causas of mcn@%ﬁzng v% 2 ve 2001
V ,. :
% .. PW"‘.I" B '//\\ . B population Niresse
mcw=as= / "

o // \ Opesatly DTCA (mcreasaa for Oaig,

/ / AR \ 493.034 Fliavilde, Losee, 56 Lamig)
/o DTCR \

4 {\ : } } Dinaw investhen's (Garesiricimg
. - : 2hatifui, Ahars)
UrenGwe \\\t\\u\\ S
N N T .
N k\ O Gtoey ractorn (77
S Npew ~—
; \\-fﬁvgftm!s
‘. a5 SC; \ Y 7 o TETTT T
N\ . \_\ !
N N, S oerazz2
~. A
e //
T
“H-.__‘_____‘___/

M3-12-15 g6T490

W ludes changes in population
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Checklist for Board papers

Paper: TV Seeit ot ot (VS
i)

Date of Board Meeting: _0  vyyoufivaloe, S g

The Author(s) confirm that appropriate processes were followed for the development of this paper,
including appropriate consultation and consideration of consultation responses,

Principal Author (sig): - WP /<
rincipal Author (sig) ;A (}\

——=- £

o
Other Authors (sig): (/"’ ) ,\\5@ @ \\}
Medical director (sigh: e dr o n, / Q@ S
e P

The following parties were consulted with during the development S pagar: [I\._'o&give X
blank i respect of parties whe were not consulted] <
Vg N,
9] Minaster of Health (®
o Q=2
0 Ministry ot Heaith é’\
0  DHBs \*)
Bs \\\
O PTAC ~
O Consunier Advisory Commuitee
0 Aflected health professionals (

O Affected panent'consuiner, gs :

o)

Affected suppliers (ref
Other aflected publ

v}

nt/consumer groups

Suppliers
o Other affected public, groups and/or individuais (gpecify)
Textproof read by (signed): e —«_L_ i
Analysis checked by (signed) Sl
Approved for inclusion in Board Agenda; Rt A
AL :

SO

Chief Exécutive- Date

BE-12-13 HpTau; ‘
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PHARMAC DIRECT TO CONSUMER ADVERTISING (DTCA) SUBMISSION TC
MEDSAFE

Overview

In 2001 the Minisgy of Health compieted 2 review of Direct-To-Consumer Advertising (DICA) in
New Zealand. As a result of this review, the Minister of Health recommended that the Ministry of
Health review the existung legislation and tighten controls of advertising medivines direct 10
consumers’. PHARMAC understands thai Medsafe has been charged with undertaking this work, and
components of it are being linked with work on the Trans Tasman Agency 1o regulate therapeuti{p?
products.

o develop 4 trens Tasman therapeutic gonds advertising regime; é&\\é\/ (A !\bg\»v'
approval and complants handling processey;

ers Ipdeawa addertising
/? v
o ensue that steamlined complamnt handling prog ] 1 &@t’ ate self- and co-
regulatory best pracuce principles; and @

Aesues associated with advertising
mudicines. Therefore we have

o enzure that the regime offers cost effecp
consistency and Transparency 10 all st

PHARMAC recognizes that the review wil
of therapentc goods. ipcluding the dver
developed this report to provide an yiid

/>

Key concerns e 6&
PHARNMACL has three }ccy%\ﬁ
s it eoeates fsc % el
o s emand {
Zﬂgy
o Attt
a e,-MW' 1
o :\\r’?
( SN -:':'u;qie

Nost medicimnes hy encouraging patients to move from older less
to newer high cost medicimes and

for PHARMAC 1o subsidise pharmaceuncals that ave advertised:

- ‘ . . R 5
\.»!n its cumrent form 11 does not megl accepted imternational standwds for

:9@ health promouon: and
L]

7
AN | » | o
f//> the corrent regulatory system of seif-monitonng and compliance 15 not
\Q uptitnal, A number of reports have found that DTCA continuss 1o be m
2 breach of the regulations. and the cumenl sysiem is not casy for

4

N complainants to usc.
(N

i ort details the kev concerns and outhmes PHARMACS recommendations on what 1t considers

BanTd be included in the review, Comments speciiic to the questions and recommendations discusscd
s part of the DTUA component of the TransTasman Agency project have been provided to the
consultant leading this process. A copy of the docunknt detailing PHARMACs response 1o
consultation will also be provided 1o Medsafe.

\V
/
\\

2 wDrirect ro consumer advertising rules will become stricter” document vorw heehive, RUVI.NZ

M3-12-13 #7496 8

"33

15112

.

PHARMAC supvurtts the overriding objectives of the review, which are to: @ (; )f)
S
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Recommendutions-

PHARMAC woulq welcome discussion with Medsafe and other key stakeholders on the following:

¢ Resolve that the work o tighten the DTCA legistation as Per the Ministeria] directive is tregfed ’i
48 a priority and is undertaken &% 500m as possible, :

* PHARMAC's Concems about the consultarion process of the DTCa component of the =
TransTasman review. A key concern is whether it appropriate part were griven )
OPpOrtuLity 1o he €ngaged In the process eithey through consultation or ¢ representaly
on the Expert Group.

*  Development of protocols so thar mremationa) standacds of coy th pr
used whenever mformation is bein g promoted directly to the p h DTCAN
o coN .- AN
* DTCA should contain a balance of risk and benefit ing 1011 ITnPlaj é\ﬁq{h a % I the | : l
MOSt appropriate format, (o example voice-over in con’l& éQ:n'h Wil )] b i
-
P

) E
v Developmern ot routine mom:oring of advertsing, 1 end Tesenng the o
£ R P g

key stakeholders including govermment. 5
¢ On-going monitoring of the fiscal Impact of, @Ihe g%éyéﬂs Pharmaceuricy) budyet.
: & hez({:fv;zgy I lerms of fisca) Impacs

ad by the PHARMAC Board for

¢+ Indépendent ressarch on the impact of
and measyraple health outcomes. Q

Please nove that MYy recomimendations we
approvat.

We welcome feedbaclk on

M3-12-15 267495 .
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Background

DTCA is any promononat ¢ffort by u pharmaceutical company 1o present pharmaceltical mformartion
to the genetal public, throuyh advertisements in any mediz including newspapers, television,
magazine, and mail-outs, Pharmaceutical companies also promote pharmaceuticz] information via the
[nremer. DTCA may be for medicines or medical devices 1ncluding subsidised and non-subsidised
prescripdon pharmaceuticals, pharmacist only (restricted) medicines, pharmacy only medicines and
generz] sale medicmes. DTCA does not include advertising to medical professionals viza redical

Journais and tade publications.
tly to the puz&a
Lpromotion M ’
AR x

b t

Pharmaceutical companies use paid advertisements 10 promote pharmaceuricais d
through television, print and radio. They also promote products through “free 4
example “news items” on the Holmes show. A teview of DTCA 1deally needs
advertising and unpaid “irec 10 air’” promotion.

5" New Zealand and the USA are the only two countries that allow ]%\\\} Zealaz}h\'?gg‘mme K”‘ "(f'

wh

lenient legislation than thc ¢ USA.

v

= national

As the government agency charged with managing pha:}g
medicines.

pharmaccutical budget, PHARMAC is focusing on the i unv .
Concerns with DTC advertising

Fiscal strain

DTCA a:r_r_:j_}c) crgaseconswmgr demand for
trom adveriising other products, as the consu
purchasing decision toy consumers is con
purchaser and therc is a third party purchaser : ¥
be distorted. (,)

eu 11.4 W advertised. DTCA differs
1eL K Wl pUIThATEr. Part of the nocmal
per when the consumer 1s not the
th-., decision-making process may

A research report from the for” Health Care Management Research and
Educationai Fuundation 1o 1999 and 2000 sales of the 3O most heavily
advertised DTC pharmae oy @ M3 times the rate of all other drugs and the uwmber of

prercriptions for the 1pey; xaceuncals grew at a rate $1x tumes that ol other drugs
(24.0% compared wi

doubled smee |
from1999 10 2

iass media 1'ncreased 35% m the same period and has
£l salea o

53"9 3 mlligh to $UUS1 .3 hﬂll(m
i{ Mf(}r all of the growth 11 is an inwrinsic part of an overall markzting
h’% DTCA shows that 1t 15 being used a3 a key promotonzl tooi.
ould not invest in adveriisig if they didn’t reap ‘he benefits through
Swpharmnaceutical direct-to-consumer adverising 1s prejected o increase 10 $7
JS alone. In New Zealand, one company GlaxoSmuthKline (GSK) spent over \ &

is mcrgasingly being used 1o gencrate dernand for, subsidised prescriprion medicmes. In 2001 at

ghieen prescription pmduc:T were advertised dmectly 1o consumers, through television, [ess,

radio cinemsa or in magazines’, This nend poses a significant msk-wver. the.longer term, as_growth m -

the volume of pharmaceuticals is 2 mejor driver of pharmaceurical subsidy expenditure, AR

* Natiogal Institute for Health Care Managerment Research and Educationz] Foundation 2001
Mdrkenng Magazine April 2002
* AC Neilzen {(NZ) Lid
M5-12-15 ¥67496 16
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Meany mote then sightesn subsidised products wzre advertized in Tagazines. bul 28 advernsing in
magaZines mcludes adverising w health professionals through radetechnical magazines, we have nog
intluded products advertised only in magazines in this review. It would not be possible to differentiate
whether the magazine adverusing spend was just of tradetechnical magazines of mcluded DTCA as
well. This may mean that the number of producis advertised 1 consumers may have been higher thayn
gighteen but we are unable 10 confirm ths.

PHARMAC data frorm 2002 demonstrates the ongoing 1mmpact of DTCA on growth in government
expenditure {or four subsidised directly marketed pharmuceutical products (NZ dollars). Table One
below shows 2001 advertsing spend (at rate card) for the four subsidised productzs. Table Two show
the effect D'TCA haz on pharmaceutical expenditure and seript numbers in the Tour greducts.

Table One: 2001 Advertising spend (at rate card) for four pharmacecticals dire@
consumers 0 A -
Product L Formulstions  Press| _Magazine V] &b Y __\ al
Flixotide i BUTO%0] 51711324 NN Y A S08€9.504
Lamisil oz 5145383 $GI8.8MRY Y [ AN $764.27;

Losc. 4 $15.052]  5143.783| 53{;&&,@@9,8 4 %&\’1.031},251
Losec [ 5142.783| S ol 2*3 H1.080.281]
ADRUC T

Turbuhaler | 2] §143,793! $i.243.140
crised DTC A through

(e magazing spendsng was included in this date 85 we kn
ather media, so wdverusing is not limired 1 oa healih prete o

ne four praducts revien od.

Table Two shows expenditure und preserpriot _
enenic level However as these

Fomwidtion daty includes all infurmation
products had o weneric compention the Form
and preseription datla has been reporte ' an R0 2007 brand dara veas noe collected
' idinre wt May 2002 subsidy peorces,

consstznfly. The thd sscton ;
at May 2002 prices to show the grewrh in

Eapendinare dasa for 199y 2000 ;
caperdituee 1f sulsudies had beet
Table Twor inereases jn @mrc Jpt numbers from 1999 - 2001 on four products
dfdvertived DPTCA ~ iné for f'the produets.

{ Ko DR ¢ ‘ -
i_ e = T B, i} — —-

|
Formulaijon Q_L‘i_‘_f‘fl B ZHDOJ 2000 inerease 1 v, U9

N |

83,008 216.021] 76958
D anmsi N 10,161 13.415 15,661
o 294,385 137,076 327,583
2013 4094 21017

Real growth m expenditure on these products was greater than 33.66m from 1999 to 2001. Growth in
prescripticn numbers 15 higher than expendinwre growth, for example there wzas a reduction
cxpenditure in Losec through there was an increase in prescription numbers. Differences m
sxpenditure growth and prescription growth can be auributed to PHARMACS expenditure
managemeant siraiegies such as Innovative comMracting. misk sharing sraneements and teference

MA-12-13 5GT495 1

15:14
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-~ "HiAe period. It was advertised in 1999/

f__DTCA is not fiscally neugs
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pricmg. [f subsidy levels had remammed comstant over time expenditure growth would have heen
higher. For example, usmg May 2002 as a constant subsidy level, there would have been expenditure
growth of over $11.2m from 1999 to 2001,

15:15

Flixoride - Flixotide comes in 2 formulations — Metered Dose Inhalers (MDIs) a reath Activ?&

Devices (BADs). There has been no change to access criteria or subsidies for cently

there wes a2 BAD subsidy reduction in August 2001. Since August 200] there surcHafge
Flixotide BADs, '

Oxis Turbuhaler - there was g de-restriction of access plus price and ctigns in 001.
Oxis Tucbuhaler 6meg is the only inhaled Long Acting Beta 1ablNthout Special
Authority. This will have mereased usage smee May 2001, O -t Agonist

BADs were reference priced tn May 2001,

2001 when Losec
lv funded from April
g on it, PHARMAC staff

Losec - there was abourt a seven-month period berwee
camied & manufactuvers surcharge (also known 23 o xfa
2001. Betore Septerber 2000 although there wallwk
understand it was effectively fully funded as A€EIoS :
and pharmacies at that nme, We understand thi W Ragertised in 1998 and 2001,

Loamisil - PHARMAC statf note that there

29 of one medicine gaining at the expense of a
Lompetitor.- DTCA tends xpensive medicines when older less expensive
-msdicmes gy work @i
request these new .
signiticant shify
tollowing Glaxg
following
Inhibyryrss

on their existing medicines. For example, there was @
halers from beclomethasone to fluticasone (Flixotide)

ICA campaign, which started m 199%. This is shown in the
Imilar On exists with a switch fromn H2Anwgonists io Proton Pump

M3-12-15 267496 12
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Graph One - Dispensings of Metered Dose Inhaler Units (Pharmhouse data July 2002y
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DTCA creates an increased deman - i dIS¢ advertised producis

Advertising is designed 1o nen
medicines aims to increase dem
government to subsidise the

and commuerited thar 1g

¥, which in turn can mcrease the demand for the
inistry of Health DTCA discussion Paper noted thiy
sidised medicines could reduce patient confidence in

Many on television ur in the paper presume 1t has to be better and
safer than tiyyn. National Consumer surveys in the UUSA show that 4344 of
Consuy

# was only allowed for completely safe medicines, 22% thoughi 11
effective medicines and 21% thought it was banned for drugs with
pyh of DTCA to promote products as being better than existing products is
A PHARMAC suffreceive from patients asking why Celebrex isn't funded,
oen it on TV. and therefors 1t must be better, The RMI m its report “DTC
hance Public Health™ (June 2000) states, “the intent of DTC advertising 1s o open
not'io pressurise PHARMAC”, However there is evidence that some drug companies
& either for products that currently attract a government subsidy or for those that they
s¢ applymg for an application for subsidy.

W3as

0es not meet health promotion standards

Proponsnrs of DTCA contend that it enhances consumer undersanding of health topics, and cnables
consumers to seek medical assistance for supposcd health problems”. They arguce thal there is 2
substanttal reservolr of undizgnosed and untreated dizease in the commmunity and that DTCA can

* Mimstry of Health DTCA of prescription medicines in NZ, A discussion paper. November 2000

"National randem digir dialed surveys, HQU0 - 12000 respondents; US FD A, 2000; Prevention Magazme, 1997,
1998, 1999: Time Magazine. 1998, 1999: National Conswmers’ Leagus, 1998, Barbara Mintzes article “Crying
Cure in a Crowed Hospital? DTC advertising of prescription drugs.” Appendix Four

* RMI report “DTC Advertising Can Enhance Public Health™ June 2000

M3-12-75 #e7496 13
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prompt pecple 1o seek help. However this argument overlooks a key issue from g consumer

# / petspective, namely the quality of the information provided through DTC advertising.

Consumers are actively seeking health information and want to be pait of the decisicn-making process
about their healthcare. Informed consemt and informed choice are mtegral to this decision-making
process. In 2 review of DTCA, Minzes® states “the question is not whether consumers should obtain
information about treatment options; the question is whether drug promotion — whose aim js 1o sell a
product — can provide the ¥pe of information consumers need”.

! Internationally there iy & growang interest in the development of quality consumer alth infonnan
/" Consumers have supported the developrient of an evidence-based approac
provision of information fy I consumers that js evidence-based. Consumers 3

[ — el T Ty

- -V T . “esehes ¢ i Y oK o <
miianves such as the € pghrm_f‘.ullabo:auamm_ Sireneconsum

transiate the results of research and systemnatic reviews into j
cosumers. For example ses the New Zesland Guidelines Group
evidence-based consumer resources  developed tollowing  systa
development, '

There are scveml_ip__t_ema_ti_gmaji}f récopmsed standards fo

jatfon, such as the A
Ottawa Charter for Hc?uifﬁur’notion, the DISCERN hag i), the Kings Fund ,/ / j
(www kingsfond org.uk) and criteria for assessing the ; ) n on the Intemet /
(http.'//hiziwcb.mitretck.m'g}. ft is a concern that i ' icals advertised directly to (/ f
consumers do not tend to meet these standards.

I'he DISCERN handbook was produced n §rt .
represenlatives, general pracuictioners, a con QHION expert, a fay medical publisher,
a health journalist, 2 health consu I ouncil representanive, 3 Plain English
Campzign tepresentative and a rom Ve fromrdix % Centre for Reviews and Dhssemmation,

at:on on the Internet. it can alse be used
+  Have explicit
° A.:hicv:{@yn \

WWNWiical specialists. self-help group

scores 15 aspects regarding the quality of
-

escTibe the benefits of the rearment
Describe the risks ot the treatment
¢ Descnibe what would happen without neatrnent
¢ Describe the effects of wreatment choiees on overali quality of life
* Make it clear there may he more than one possibie treatmen choice

*  Provide support for shared decision-making

? Mimzes, Barbara, Biurrmg the Bounduaries. New Trends i Orug Promoiion, HAI-Eurape. Amsterdam, 1965
M3-12-15 67496 :
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A teview of DTCA in New Zealand would indicate that many advertisements tail o meet 2 sigmificant
number of these crilena.

The New Zealand Code of Health and Disability Services' Consumer Rights (developed under the
Health Commissioner Act 1994) can also be applied to DTCA (wwrw hdc.orgnz). There are ten rights
under the Code and many have relevance to DTCA.Right Six_ Mgl_ﬁcglaﬂy,mlgvm-.’l‘his describes
the information that health consumers must receive to make an informed choice and exercise informed [

t consent. Included iir the requuitements are that consumers shouid receive Informpation about ‘options,. 7 g
iﬁiﬂ‘ﬁ_‘djj_:g the expected risks. side effects, benefits and costs.”. /

Tl

DTCA does not perform well at presenting evidence-based information sbout g
majer @_LALm_D‘I'CA 15 the (ailure ;n.grwj_,d__g__in.faxmaﬁﬁn.&hgu_; gptions. Ratheh?
for health promotion information, DTCA has mofe in common with
advertising techniques, 1.€. 11 aims 10 sell a product. Wolfe' notes thy

te.mo:icm—arousing images Zd frequently wnhalanced snformation on saf i Bifctivenesst [
t has beell stated that many of the advertisemenis.in New Ze ‘ ¢ Ip-BIiaEn ' X
e : - a.
= aropling of people *~..

standards''. ln the USA where regulation is tighter than in N¢
relephione stwvey conducted by IRC Inc. in December 1998

aged 50 and older), showed that one-third of the avdicp {‘l
smail print (nsk information). Only 48% of those aggq de
effeet information, compared with 67% if peopl¢ a 9. Th
ciderly are high consumers of pharmaceuticzis
advertisements.

hattiey noticed the side
ncﬁ‘nin g, espeaially as the
e for @ pumber of DTC

. PTC advertising industry self-regulatipmn isn 113

( The New Zealand DTCA regul @ =t -}@

G permissive_logt lative_framenork..and. \
X

compliance with the voligiary Zods, WuQs Foephhutinely mmm,mg_mlgg_u_igi_gg:_hov«tvm' .

e

DA Q._ do } not always comply with the vountary Code.

"""" flie monItoring 1t has linderta mnﬁ:. >
, ' S

L

SOm 24 Tuly 1998 a report K Q g DR\ 1ising of prescription medicings was presented 1o the oo
ther: Assoctate Minis€ngi-Héairh' b investigated forr DTC television advertisements and

.t four DTC punt 2 r s fo ﬁ‘ i medicines. Breaches to the Medicmes Act 1981 were
]\ detected in threblobAKour_televiNduddvertisements, Xenical, Haviix and Flixotide (bieach of

- gt : NS 2= 3 e
THezenion 577, Thissehardel relgtey to obligations in 1¢ ulation 8 of the Medicines Regulations 1o speaity

acaGYons. contra-udications and adverse effects. There was also an

e
ﬂl,l!hﬂns l_ _ i : and adverss
—is3ue GFptogongQriiphan b€ obligation to inciude ¢n addtess of the drug company.
"‘{z\h’ m $ A f-regulation in &n etfort to ymprove conmpliance, including:
v
N
. T '

tandards Authority (ASA) Code for Adverusing Therapeutic Products
ASA Therapeutic Code has been in place shice 1 February 1 999, and was updated

ssociation ot NZ Advertisers Inc.’s Therapeutic Advertising Advisory Service (TAAS) was
(:ﬁ\ whented o Teview advertisements and provide advice regarding compliance with the

icmes Act, Medicines Reguiations and the ASA Code for Advertising Therapeutic Products.
AAS was replaced by TAPS in late 2000. TAPS operating mechamsm 15 outlined below.

1 Wolke, Sidney M (20023, "Direct-te-Consymer Advertising — Edusanen or Emeticn Promotion.” New Fugland Journal of
Medicins, 3406 (14 February): §34-26
) ,1: ilational Radio, Kim Hill interview with Barbara Mintzes, 17 August W
\Q (" Mimstry of Health, Minister’s Investigation injo Presgriptiop Medicing Adnertsing Direct o the Public, 24
LJuly 2000. File 1R TTUS-18-6 e
WISTTEITS B6T400 .

.
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In February 2000, Medsafe undertook an assessment of regalaiory compliance for medicines
advertised directly to consurners, Thq,xggo;t_fggn_é_ﬂ.lﬂ,gﬂx ' 69.3% of DIC advenisements_for a0
3;. prescriptiom medicines were conipliant with the reguialory{gg}ﬂ;gz_;;gpt}_gnfy one of the wlevision

DTC advertisements that weTe TeTrewed was compliant

v Ofthe 32 advertisements reviewed 46 weye print end 6 were television.
¢ Qf'the priut advertisements 35 {76%) were compliant. “ e

»  Only 1 of the 6 (16.6%) television advertisernents was compliant with the regulanions.

The biggest ares of non-compliance noted m the Teport ways in the provisian of the,risk informatj ~
f.‘“\)é,_.._l'-;é. the precautions, contra-indications 2nd side efﬂé_c_ti.__ This 15 the part that reqripé s the adverty
* provide balence. o '

The report noted that the DTCA of prescription medicines has impmv
Therapeutic Advertising Advisory Service (TAAS). Given the non-cordpNan
Medsafe report, non-compliance may still be seen to be an issue.
ariging from the répott WeTeasfotows
¢ Medsafe was Lo_ﬁgz_i;_gmmii}g leu:‘:rs 10 companies v w] 13Re £y \nisddvertisements,
requesting refraction of such ads, and refer them 1o ‘ FAOrIN
for censure and dizciplime, " 7

»  For repeat offenders prosecution would folloy. ‘ -
* Medsafe was to work closely with the R Vit ad ?‘)
®  Moedsafe was to conunue to work cl th T@ ¢T regulatory affairs people 10
provide advice,

: ' report back or the state of play.

*  Medsafe was to undertake a fish Q
The Therupeutic Advenising @ 5) replaced the Association of NZ Advertisers

Inc.’s Therapeutic Advert| S) in late 2000, TAPS previews advertisements
and provides advice regu Medicines Act, Medicines Regulations and the

 hat the % Hon of New Zealand Advertisers ( ANZA) contracts oul the
nd provides administration. The curisuliants ave paid from yser charges

: %pwses. ANZA briets and consults the consultant on el industry
' Therapeutic peduces and wranges and chairs TAPS Code

discuss developments of the Code (Advernising Standards Authoriry
sstion whether the close links berween ANZA, TAPS and the indostry

(@e ¢ of'independence between the organisaitons.

e
to the Advertising Standards Authority (ASA) requires considerable lmowiedye,
1Qnd etfort. PHARMAC understands that the ASA system is not well known tr the public.
Y

5594 taking a complaimt requires considerable input. The complainant must ideniify where
eRUsement breaches specific aspects of the Code. At trmes this can be difficult when the

"} about the advertisement is in regard to the use of imagm_andiagxm,_cmqum,lmgg_agc. )

————— .

Fhe Advertising Stendards Complsints Board (ASCB) has limited powers. lts decisions are_not
‘ginding_p_rjm&)% [ts members are selected by the ASA. This would question the mndependdice— -
S < S P <t

Ay
-~

B e PP —s e
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ANALYSIS OF THE INCREASE IN DISPENSING VOLUMES IN 2001/02
8 OCTOBER 2602

In hne with previous years, 1ozl dispensing volumes for the year 2001402 for pharmaceuticals isted
o the Pharmaceutical Schedule showed an appreciabic incresse over that of the previous Vear,
Dispensings totalied 42.0 militon 1 2001/02, compared with 39.7 million in 2000/01, and hence
tnereased 3.7% with 2.26 million extra dispensings.

Dispensing volumes can transiate to PTOXY patient-year equivalents of access/uptake by dividing by 12
{(given the majonity of items are dispensed monthly). Hence the above dispensing yejumes transiate

3.50 milition person-yeay equivelents (pye) of community pharmaceutical use |
with 3.31 mallion in 2000/0] »4n extra [88.000 pye,

SN
The exua 2.26 million dispensings (188,000 pye} occuuTing in 2001 %@anﬁb’f
ditferent caregories of cause:

4. Population increase ( unadjusted for any changes in a wion); ¢

3. Effects of direct-to-consumer advertising (DT ; 1@

aTnisi ‘e 2000/01 dispensi
Losec, and Lamisil above 2000/ \ dispensin \ /9

“/es%ing MOST Statins;

mcludes changes in population
. promotion of pharmacenticals

O New investments occurrng during 2001/
Other factors as yet unknown or u

age distnbution/mx, changes & djs
outside of DTCA, e,

The eficet of these ind; vidual in %:\
are delailed in the followmg I&Q
dispensings i 2001/02 (233 j

Investments 3.9, (87,1320.6

Table | /) %;‘:;

p tollowing tables and graphs. and then

o1 % jartounted for 10.3% of the 226 mullion extry
1 ' possibly 21 8% (493 034 dispensings). new
0

wn/imquantitied 64.0% (1,443 969):
@
Extent of incie; ya;d‘fsggmingm

'2002. vs 2001
N&w persy ar &g ) mes FY v

Wmts p \Q'?n W Ihvesments 7.261.0
’k.x T > L/A (Oars, Flixotide, Losce, Lanmisily +1.086.2
Spanst 2 v3 2001) 158,112.7

unadlas Cregse Jg §001 570,
W

o~
Uies of 1@((‘&“}9 dispensing volumes FY 2002 vs 2001

ﬂ \ﬁmﬁting statins, others) 3.99%
Q%T (Increases for Oxs, Flixotude, Losec, and Lanvisil) 21,84
ﬂq‘ sC 10.34;
s (79 34 (Y,

MS-12-15 #6749 Iy
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Figure |, Growth in dispensing volumes 1998/99 1o 2001/02, in context of volumes overall

(provisional analysis. awaiting cumulative new investment and DTCA volumesz)

Growth in dispensing volumes 1988/29 10 2001/02, In context of volumes cverali
{priavizional analysis, aweing cumuletive new Investment snd DTCA volumes)
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Eifects of population increase (unadjusted jor any changes in age distribution)

Population date availab‘ic on the Statistics New Zealand website
(ham e staris a8 Gurcyffiid 1fa £116] 4ce2 56543000546
3670p0 Poamiert) by calendar year (YE 31 Dec) relate well to financial year data, representing geometric

average exposure. These population esumates suggest a 0.6% increase in total populafion between
December 2000 and December 2001,

Apphied to the above $.7% increase in dispensing volumes, populaticn increase hence may have
contributed to 10% of volume growth (ie. 0.6% pop increage / $.7% dispensing increasc = 10.3%
This would equare to some 19.400 pye (some 233,000 dispensings).

Effects of new investments Q™ “‘Q} Q
New mvestments during the 2001/02 financia] year provided tr e.ﬂmgﬁggn esty

patienis. O

lvestments included extending access to ranexamic ..1&1‘
access to beta-interferon for mubkiple sclerosis, extenc
(dyshpidaemia), isting of Jeflunomide for rheumnato;
for asthma; extending access 1o Monogen (a speuiz
ostcoporosis; listing of ervthropoetn beta for
failure; listing of Cosopt (cornbination dorz
aceess to dorzolammde, Timopiol XE & Ti
salicyhic acid and suiphur; and extending

losartan). /
The above 17 investmens ac/\ Qor 5

contributing w 3.9%, of the %

Table ?
Numbers of pat \%&ng 1% ific PHARMAC investment decisions. for 2001/02

Investment de«:leuu No. nhs Estimaled no.

Q\k /:) on FS+ N=w palizms

t.*d 3R 800 new

(180 dispensings (some 7300 pye usage),
g3 m 2001/02;

rranm\zu'lg i, v ( \:\/’ & 883
beta i (6} \ \ {\/ 4 122
statlu 3 31097
nga:.%,? AN
bl wn n@ 9 1,237
Mon 3 i3
:1lenc]mna 5 313
2 2035

: 3 253

3 8L

K 363

3 430

z 3 G |l
coa! tar with salicylic zcid and suiphir ! 191
quctiapine 1 =322
raiiLdine 4 2,254
logarian ] 182
Estimated tora! new patients 3.4 39,667
Total usage {person-year squivalens? 28 72610

“ne. Ll motths implemaned an Ure Phamscenticel Scheditle dring the year (mau = 12

Note that the above £7.100 additional dispensings n 2001/02 occurred over around 3.6 months
following ths implememation ot invesonent decisions (patient- -weighted average duration of
nmplementation;, Total investments in 2001/02 (32.6 miliion) were 25% of that of the previous three
ME-12-15 67496 20
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years (which averaged $11 million per vear). but this was where investments i those vears Rad been
implemented over 9 months on average.

Also note that by taking differences in investinent duration into sccount by annualizing all data, then
had each year’s investments occunred over the entire vear, PHARMAC would have nvested $55.5
miilion over the past four years for some 46,300 pye. and saved some 4 200 known qualiry-sdjusted
years of life (QAL Ys), with 71% savings elsewhere ($13.9 million known offsets). During 2001402
this would have meant $8.7 million annualized spending on all pew investments with 2,800 QALY's
saved over one year for manexsmic acid, bete-interferon, statins and leflupomide alone. This would
equate to saving 290 statistica] lives.

Such smnualized figures for 2001/02 would mean that although spending was ia
years' averages, numbers of new patients were five titnes and QALY gaing
aversge of previous years - largely due to investing in stetins.  The. 3219
from new investments (46,300 annuslised pyve) would account for 147
ncrease.

2001/0\Mperisin
[
Further details regarding extent of possible savings o DI Y i available from
PHARMALC,
! '§stry on DTCA for Onis

#500e, and inhaled corticosterod
hisil {terbinafine. an anti-fungal

Effects of direct-tu-constumer advertising (DTCA)

During 2001 some $49 million was spent b4
(eformoterol, 2 Jong-acting beta agonist for as(}
tor asthma), Losec (omeprazole, a protond
agent).

Table 3. 2001 Adverusing spe capdh vy Jotw” pharmaceuticals marketed directly o

LONSLIMErs O
Product Ponnulan’@?ﬁ/ @c TV Radico otal
' ». J
= » L .
Flinotide 1] \bﬁ/ (\\Wo $1.711,824 %1.829 804

| amisi] PN NJe145385  [3618,836 $764,221
I

Losee /(}}\\%‘ Q\‘%@&éz 145785 S809.610  3109.834 (81.080,281
o -

N ) . ‘
O\ | ‘.;%\g $1.243 130
' (C)l $143.793 $1,099.337
DAY {

<D A R

- Se o,
o 8 g

4
taceuticals jn turn underweni ¥ 4%, irlx’;'r_qase n dispensing volumies, with some l\/

ra dispetisings (some 41,100 pyey — k i

o

Table 4. Dnspensings of pharmaceuticsls subjected tc DTCA

2002 2001 minus 2002 o NCTEASE
Omeprazole 980,763 357,109 37%
Fluticasone 583,211 77.077 : 13%
Bformuterol furaarate 76.899 55,093 253%
Terbinatine 33,178 - 3,753 132,
1otals 1,676 04% 493 034 429

MA1Z-15 $67496 i I
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These 493,000 exra dispensings accounted for 22% of the overall increase in dispensings i 2001/02.
Unkuown other factors

Other tactors »s ver unknown or unquantified accounted for the remaining 1,443,969 dispensings
{120,000 pye), which accounted for the remaining 4% of the ovenll increase in dispensings in
2001/02.

This group includes changes in populetion age distribution/mix, changes in discase prevalence/need
promotion of phanmaceuucals outside of DTCA, and other causes. Further details ag to specitic cansey
are not available ay this stage.

However, it is worth noting that the leading therapeutic subgroups of phe
increases in 2001/02 (some are mentioned already) in rank order are: pr
extemporaneously compeunded preparations & galenicals; opioid an
scrotonin reuptake inhibitors (SSRIs); antipyreties and non-opig)
corticosteroads (MDIs); and ace inhibitors with diuretics.

The top 20 tharapeutic subgroups accounting for the incre TBNSING
two-thirds of the increase acruss all subgroups:

Table 5. Top 20 therapeutic subgroups (ATC leg @ oun '!&h Increase in dispensing
volumes 2001402 @
=)

AN

ATCLuvelSName L Namea L6 001 % chiangs % lotal curml %
Pigion Purmg Inhibiters ; Pl 448 33.6% 11 1% 1. 1%
|HMG Cos Reductass Inhibllors (s1atns, o~ (bl 2oy BINS . 22278 28 8% (ALS 18 2%
Exlempygneoualy Compounted Pregaratons &_%% Extahipor - 197548 4839% 6.3%  24.4%
picid Anglousics N {blank 16707 11.79% 5.94% 30.4%.
413 Agrenocepior Blockers PPN AT T Jaz0e7 9.4% 5% 34 8%
| Selective Sergtonin Redrake Inpikitors 7, W o oo abK 118311 13.1% 8% 3b 7Y
Anlipyretics snd Non-Opioid Aralgesics X, a i 101328 7.8% 3.2% 41 9%
Low dase 7 ) 92560 10.9%] 0% 6l g%
IACE INABNOTS with DI pICE LS T AN s aflecting the R $0653 48. 1% 2, 47 v
Oral Hypogiveasmic Agents ., k) 70784 10.3% 2%, 50.0%
Calgium AN y e 58210 15 1% 1 9% 510%
Conlicoaterods - Plaln e\ NP ALY IS el diank 56305 15 1% 8% S37%
rgein sclivaled devices 7 o \ { S NN [inheied bets-adrencge 35845 136.4%)] 1.8% 65,5%
[Multvitarmin 5repam§r(/ AV SN T Viaming 54438 23 6% 17% S7.2%
Geneial ~ <77 A ~ hlgnk) 53884 8B% 1 7% 5B 9%,
Angiglungion |légiegonighy ¥ 7 N - ank) 53201 135.9% V% 60.68%
High duse PN Inhgted cortizosisroid 43302 18.0% 15%  8z1m
Very hiohlodt, N v /7 N N {Hdank) 48286 2559% 1 5% 8%,7%
Loniteo Lo e AN A {bdank 48804 & 9% % &5.2%
S A {blard) 43137 27% 5%  eBg%,

Jo;7]

W o S <<
NN 2N Y 095513 1007 18] 656,
TN\

eicalfe MEChEB FAFPHM

Public Health Physician. externally contracted ro PHARMAC as Senior Advisor (spidemiology and
publiv health)

& October 2002

Source spreadsheer #66527
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