1 February 2002

To: All Pharmaceutical Suppliers and Interest Parties

FURTHER CONSULTATION ON THE MERCK SHARP AND DOHME
PROPOSAL FOR SMVASTATIN

Further to our conaultetion letter of 24 December 2002, the following letter rdaes
to:
the proposed prescribing guiddines for datins folowing the propossd
remova of the current Specid Authority criterig;

the goplication of reference pricdng to other membeas of the HMG CoA
Reductase Inhibitors (4ating).

Proposed Prescribing Guiddines

Further to the conaultation letter issued on 24 December 2001, the provisond agreement
with MSD indudes widening subsidised access to datins by removing the current Specid
Authority Criteria, replacing these with gdatin prescribing guiddines no longer  requiring
gpplication to Hedth Benefits.

PHARMAC intends the proposed ddin prescribing guideines will  provide prescribers
with agppropriate information to assess whether a dain would be a suitable for each
petient.

PHARMAC's recent discussons with interested parties dinidans and  with the
Cadiovacular sub-committee  of the Phamacology and Thergpautics Advisory
Committee (PTAC) have resulted in the prdiminary recommendaion that the the datin
prescribing guiddines be based on the current Naiond Heat Foundation (NHF)
guiddines for tretment of cardiovascular disseses  PHARMAC understands, however,
that the NHF guidelines are dso currently under review.

Attached is a summary of the results of cost utility andyss prepared by PHARMAC, for
ddin treatment a a weighted average daly cos (WADC) of $045. This andyss gpplies
to additiond petients trested with Smvadatin priced a this levd. It does not however
apply to current patients teking other gatins which may have a higher WADC. Based ;
this andyss, PHARMAC currently consders that the appropriate levels for trestment of
5-year absolute cardiovascular risk are 10-15% and higher.
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Application of reference pricing

Reference pricing of deins is based on the weighted average daily dose (WADD) of each
chemicd which in turn effects the weighted average daly cos (WADC) and the subsidy
per tablet of each of the strengths.

Based on the current WADD for gmvaddin, fluvadtatiin and aorvadatin, PHARMAC
condders that the tables below edimae the subsdy reductions that would result from
reference pricing to smvadatin, as proposed in the provisona agreement with MSD.

If the proposd is accepted by the PHARMAC Board, natification of the actud subsdies
would occur prior to each subsdy reduction.

Fluvagtatin (Vagtin)

Vadin is currently reference priced to amvadatin and incurs a manufacturers surcharge,
asthe priceis higher than the subsdy paid.

Current
subsidy and
Chemical Presentation (price) as listed Subsidy Subsidy Subsidy Subsidy Subsidy
Be ((j:a and (Pack in the at at at at at
(Brand) Size) Pharmaceutical ~ 1/4/02  1/1/03  1/1/04  1/1/05  1/1/06
Schedule 1
January 2002
. 20mg
Fluvastatin $12.93
(Vastin) Cazg(s);ﬂe ($23.10) $6.38 $5.94 $5.50 $5.28 $5.06
Fluvastatin c40mg| $15.12 $751  $6.99  $647  $6.22  $5.96
(Vastin) ?gg;’ € ($27.00) ' : ' : :

Fluvastatin (Lescol)

Lescal is currently reference priced to smvadatin and there is currently no manufecturers
surcharge on this product.

Current
subsidy and
Chemical Presentation (price) as listed Subsidy Subsidy Subsidy Subsidy Subsidy
(Brand) and (Pack in the at at at at at
Size) Pharmaceutical ~ 1/4/02 1/1/03 1/1/04 1/1/05 1/1/06
Schedule 1
January 2002
. 20mg
Fluvastatin $12.93
(Vastin) Caég(s);jle ($12.93) $6.38 $5.94 $5.50 $5.28 $5.06
: 40mg
Fluvastatin $15.12
(Vastin) Cezg(s);le ($15.12) $7.51 $6.99 $6.47 $6.22 $5.96
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Atorvagtatin (Lipitor)

Lipitor is protected from reference pricing as a result of a previous agreement until 1 June
2004. PHARMAC proposes that the following approximae subsdies would take effect
from that dete.

Presentation Current subsidy and (price)

Chemical and (Pack as listed in the Subsidy Subsidy Subsidy
(Brand) Size) Pharmaceutical Schedule 1  at 1/6/04 at 1/1/05  at 1/1/06
January 2002

Atorvastatin $32.99

(Lipitor) Tab 10 mg ($32.99) $4.72 $4.53 $4.34
Atorvastatin $48.09

(Lipitor) Tab 20 mg ($48.09) $6.85 $6.58 $6.31
Atorvastatin $66.69

(Lipitor) Tab 40 mg ($66.69) $9.55 $9.16 $8.78

PHARMAC welcomes submissons on both the reference pricing of dains and the
structure, content and application of prescribing guidelines for dains. The dosng date
for submissons is 5pom Monday 18 February 2002. Submissons can be made by
pog, facamile or e-mail.

Please note a copy of this conaultation letter, the attached summary of the results of the

cog utility andyss the detaled cogt utility andyss, and rdaed documents referred to
the anadlys's are available on the PHARMAC webste www.pharmac.govt.nz.

Y ours Sncerdy

Sarah Schmitt
Thergpeutic Group Maneger

e-mdl: sarah.schmitt@pharmac.govt.nz
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ATTACHMENT:

SUMMARY OF RESULTS OF UPDATED COST UTILITY ANALYSS FOR
STATINS

PHARMAC edimates the cogt-utility of providing dains to everyone with dyslipideemia
and > 10% 5year absolute risk of cadiovascular events, a a proposed price of
$045/day, is $1,630/QALY if dains ae used over pdients remaning lifetimes or
$1,445/QALY if gatins are used for 5 years and then use is reassessed.

In particular, those with established coronary heart dissase (CHD) and totd cholesterol >
55 mmol/l ae edimaed to have remaning lifdime and 5year cost/QALYs of
$1285/QALY and $1,155 respectively. Others with a >10% 5year abolute
cadiovascular  risk and totd choeterd > 55 mmo/l have $2110 and $1,860
Ccos/QALYSs for the same andyses. Only one group has cost/QALY's greater than $5,000
- those with <10% 5year absolute risk (giving less vaue with much higher cost/QALY's
a >$13-15,000/QALY):

Cost/QALYS for statins Rx, lifetime use at 10% discount rate

discount rate: 10.0%
population group Undiscounted Discounted 5-year costs, QALYs per patient
values
group 5-year absolute potential no. undiscounted discounted Rx costs net other % offsets cost/QALYs
CHD risk pts QALYs QALYs Vote:Health costs
Average daily cost/patient (ADC) $0.60 $0.60 $0.60 $0.60 $0.45
current price simvastatin future

contracted
price simv

Average cost/patient/year (AYC) $219 $219 $219 $219 $164

past CHD >=7.5 61.6% 16,388 3.73 1.09 $1,362 -$397 29% $888 $575

past CHD 6.5-7.4 43.9% 39,281 3.49 0.93 $1,450 -$447 31% $1,076 $688

past CHD 5.5-6.4 31.7% 66,949 2.53 0.54 $1,501 -$383 25% $2,090 $1,389

past CHD <5.5 23.8% 54,690 1.34 0.26 $1,502 -$236 16% $4,950 $3,482

genetic LDs 35.3% 2,936 513 0.66 $1,843 -$1,149 62% $1,047 $352

at risk >=20% 22.5% 25,369 1.92 0.54  $1,472 -$387 26%  $2,010 $1,329

at risk 15-19% 17.5% 46,187 1.80 0.45 $1,562 -$362 23% $2,661 $1,795

at risk 10-14% 12.5% 107,860 1.64 0.36 $1,683 -$311 18% $3,815 $2,645

low risk <10% 3.6% 1,319,776 1.05 0.10 $2,034 -$168 8% $18,768 $13,654

past CHD 32.6% 177,308 249 0.59 $1,477 -$353 24% $1,913 $1,285

others >10% risk 10.3% 182,352 1.77 0.41  $1,626 -$348 21%  $3,096 $2,111

total 21.3% 359,660 2.13 0.50  $1,552 -$350 23%  $2,409 $1,631
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Cost/QALYS for statins Rx, 5-year use at 10% discount rate

discount rate: 10.0%
population group Undiscounted Discounted 5-year costs, QALYs per patient
values
group 5-year absolute potential no. undiscounted discounted Rx costs net other % offsets cost/QALYs
CHD risk pts QALYs QALYs Vote:Health costs
Average daily cost/patient (ADC) $0.60 $0.60 $0.60 $0.60 $0.45
current price simvastatin future

contracted
price simv

Average cost/patient/year (AYC) $219 $219 $219 $219 $164

past CHD >=7.5 61.6% 16,388 1.49 0.63 $758 -$243 32% $823 $520

past CHD 6.5-7.4 43.9% 39,281 1.28 0.51 $770 -$263 34% $986 $612

past CHD 5.5-6.4 31.7% 66,949 0.78 0.28 $773 -$228 29%  $1,948 $1,257

past CHD <5.5 23.8% 54,690 0.39 0.13 $773 -$141 18%  $4,746 $3,294

genetic LDs 35.3% 2,936 1.52 0.41 $800 -$467 58% $817 $326

at risk >=20% 22.5% 25,369 0.75 0.30 $771 -$223 29% $1,806 $1,171

atrisk 15-19% 17.5% 46,187 0.63 0.24 $783 -$202 26%  $2,405 $1,595

atrisk 10-14% 12.5% 107,860 0.52 0.18 $797 -$166 21% $3,475 $2,378

low risk <10% 3.6% 1,319,776 0.14 0.04 $825 -$72 9% $21,129 $15,343

past CHD 32.6% 177,308 0.83 0.32 $771 -$210 27%  $1,760 $1,155

others >10% risk 10.3% 182,352 0.60 0.22 $790 -$188 24%  $2,769 $1,861

total 21.3% 359,660 0.71 0.27 $781 -$199 25%  $2,176 $1,446

PHARMAC's andyss is based on dinicd trid daa on the effectiveness of datin
trestment, applied to modes of naturd higory of cardiovascular dissese, qudity of life
scores for each hedth dae, and cogts of treating with pharmaceuticals and to other parts
of the hedlth sector.

This andyds applies to additiond patients trested with smvaddin priced a this leve
(weighted average daily cos (WADC) of $0.45). It does not however goply to current
patients taking other datins, which may have ahigher WADC.

Detals of methods and results can be found in PHARMAC document #61344, avaladle
on PHARMAC' swebsite www.pharmac.govt.nz at
http:/mww.pharmac.govt.nz/downl cad/statin02.pdf or fregphone 0800 66 00 S0.

Supporting documents referred to in the detailed document are dso available onHine a
hittp:/Ammvw.pharmac.govt.nz/downl oad/statin97methods.pdf ,
http:/AMawvw.pharmac.govt.nz/downl oad/statin97resul ts.pdf

and http:/Mmmw.pharmac.govt.nz/downl oad/statin97A 2FH.pdf .
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