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C(2)  NICE BB ABENDBIIEAICD W TIHKRE LTEEMN. BIS &
M

NICE OBBMIRBEAERN S TN, TRTEDEM Nry o &kD, £
—HREEON—RIEEDLDTEVWERDNS., Ll BEEAEIRRLEYA L
T5ARZTFFIINICE DHEREEET L EEFREET HHEND D,

BUS is proposing a dose cap PAS to mitigate this fimancial uncertainty and
allow Nivolumab to meet NICE cost-effectiveness criteria for England and
Wales. IThe scheme will cover the cost of nivolumab therapy after 26
administrations. Ihe cost of therapy post cap will be covered by BMS until
disease progression or cessation of nivolumab therapy.

As nivolumab is administered once every two weeks, the cap will be placed at
one year. (Nice Committee Papers, April 2016)

BMS 1. NICEIZX LT, 260127V (14) 2T LUEEFIZIDODWTOERERIZ
DT, ERANBENP LTINS E T, BUS AT S &S PAS (patient access
scheme) ZIBEL TW5B, NICE DHA ¥ > 2o THEEL TWBITXTOIE/NMER
N ABEICTER NS,

728, NHS & F @ UKMI (Uk Medicines Information) “o—¥f#RE Tid. NIS 2384
DWHALI (14) OBAELT, £1, 000 FHREFBROBXLZESD) 2Xiho
%, BIEmEBBEEMWGE L ZHNABEOEFER % BIS NEHETAIRNEELTW
%,

FAAANT > FOFMBRBIZONTIE, HEEEORMAIIARIN TS,
BRAEEEHIZOWTIRFAME UTHEIRTH S, MENKEMHEKESRT DB
AnbhaE, AHT77—OURBKRICESTIFELBWEEEEZXD2NSTH
B, REBICESTH, BERELOMBRBEEFNCEL ZDITIIIENENEEL
WEWZA S, NHS & BUS WEEBITEL KB, MFIIRHNBR—F)I Y1 N THERE/
BEEZEDIT5,

FEMRARIESNERRNE LTS, NICE OFFXE)REEMELE 2/~ B/ W EEK
B, EOBET A AAT Y M ETNEHRINSD, BEOBHMNSHRT S I &1
ARETH S, FIAE, BEMEOPASEELZIT, ERABEEELRAL 2K
D IR, Y—RAT (=& : T EVLTT) vs PIUVRTT (—E : L5 T
=) ; £31,418 [2012F 11 B) . BIRSF T vs FHIVND > £39, 617 [2012 £

" http://www. ukmi. nhs. uk/applications/ndo/record_view_open. asp?newDrugID=5805
® The Pharmaceutical Price Regulation Scheme 2014
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6 H] EWIFNHNICE W HRTIEEZTH S L£30, 000 K0 EL o 722%, PAS Sofhft
ETHRINZ,

TRIE. FEFFEINED [CEREN S0%ET (BAMNDENLE) T30, 4
TO—ROEFN TR M 56%HIE S el Tz 572 & U= NICE o 2016 48 1 BB
RORETHS (Nice Committee Papers, April 2016 : Details of the patient
access scheme Table 4,5 =—8&ZE. LYG; BELEFE QALY GRBLEGE
ICER : L EAMZIRL) .

Base-case incremental results (without PAS)

Total Total Incremental | ICER(£)
Treatment | Total cost(£) LYG QALYs costs (£)
Nivolumab 93, 306 2. 24 1. 42
Docetaxel 17, 854 1. 09 0.70 75, 4521 103, 589. 32
Base-case incremental results (with PAS)
' Total Total Incremental | ICER (£)
Treatment | Total cost(£) LYG QALYs costs (£)
Nivolumab 55, 588 2. 24 1. 42
Docetaxel 17, 854 1. 09 0.70 37,733 | 51, 804. 99

Y—FRA1. CNRTTOEFHBEEZNE. VAT SAADHRL EHEERE
DESIEITHYETET 4 AHY > bEAEAET, RWIBMMOEH L OBEHETET h—
FNAXETFT, 9AIZFEEINS Final guidance IZHBWT. NICE AMERRES
EHRTOIAEERIEVWENZILDS, BRENS, BEOEKMERE S ITKIEICHEL
T3,

DX, BELEMNMERLEZEVARNTSAAETITTIZ. BFSMBREE2T
5V, KEREEES (Association of the British Pharmaceutical
Industry : ABPI) &REEHEMNEEL -V —)V ‘patient access scheme (PAS) * Iz%
DN TW5,

PAS DFEITEL TIE. W DNDNF—20NH BN, 7P —R08ES13.

‘Dose cap scheme’ (HERKZBAZ2Hoz2hEEHLETS) BN, HiXA
HTIE—BATH 5,

. Scottish Medicines ConsortiumiZf€a &, NHS X v h5 > R, BUS 5D
PASRZEIZIR- T, 2016 £ 6 H L 0., EFHEEI3EB I /N A BEDIGE
ERBLTWASY, 2Oy S URERTAINTRONIS . HA RSA BB
WEMBICRET S I ENTES,

Bhttps://wew. scottishmedicines. org. uk/SMC_Advice/Advice/1144 16 nivolumab Opdivo for
metastatic_squamous NSCLC/nivolumab Opdivo for metastatic squamous NSCLC
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patient access scheme (PAS) ICDWT. BHEMFRAKEFELTEIZS MBIRE
BHAERFENIT (2013F) A FYRDOFEFIBER] THMAICRHTEZINTLSOT,
LIF. RETHEREBNT S, Ld. XHROBBNFESPICTRICOVWTIIEED
BETEMLE,

NICEMERZH#HBELZWEAEZLTH YA MIBERESRET S I EITBEAE
WWE>TEERBKE TH S, I T UAMTSAZXZTFTIZNIS O FTHRENEK
RIZTY A TELHBHBNRITENT VWS,

PO AET: EDOBBEANZDWTIE. NICE O#ENE SN WIEEID, BiEpH
7Y PAS (patient access scheme) ZHFEL. BEAMNTIRNUEINIUIPAS DA+
—LDHETHERTAIENTREE/RS, PASIE. TEANSRZNEL EENED
HFENDT VLA EEZTLIERMRBICTAZE2RBELEOEEELH > TR
PEPRELEZAF—L) THO., NICEIZBWTERICRE > -ENZED SN
WEFEMEN., NISOTTOFERANEL L TERWVWEEJITONT, BENNIS OTF
TTY I CRATHIEERBITTE72DI1T 2000 EPPRS IZBWNWTRITSNFHIETH
5, TOAF—hbIT. ZTOERANIAXA NI TV T4 TIEDEDIT, NIS & 8i#p
ELTEBEN-NEROPEDEIHDTH D, FlIRIE, SIEVNA NN -BHES
DEHZHEPZENNIS ITRST 2 HED, BN S —EHks % NIS OER
HREL, TORIBEMEOAHELTEIHELRENEAINTVWS, EEIX b
PEAABVHETELHBETHEWNEAF—LEFRED SN,

7z EZNICE SR L2 o7z L Th. EMNENICEDERFDERN 2 EiE
BB T B Z L2 U B Z &I TERND, NIS O/ HIESHEN S, FTEOER
E. EERICR L TUZY—ERXZRELABNVWEDIERTZZEIEITE S, ERNHR
INBNEEREZNSFTHIHET. BY. EFMENMSHBEBGOZI T2 a - N
FIWIZHFEZL T, INNEREL THEYTHD EHBIINZ2HEND D, FHENIE
WNEBD S5 NTITFNERDEY Tl EHBENZEESTH, KA DIHE
MEBFICERERET L EEFTETH S, ZOLDBEROTKIZIZ. NICE A
HESR U Znn o = 3RAN, NICE AYHESE U ZnWESIME . F DRI 3 28 i ME A
HEFENTWNS, WTNOBEATHEZEOBEAEHIIREL kN,
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CONFIDENTIAL

Dosage and 3 mo/Kkg, 75 mg/m?, intravenously | 150 mg, orally, once
administration  §intravenously over over 60 minutes, every | daily

60 minutes, every 3 weeks

2 weeks
List price’ 40-mg vial: £439.00 140-mg vial: £900 30 x 150-mg tablets:

£1631.53

Estimated cost
per month/per
year?

£2634 per dose =
£5268 per month,
£68,484 per year

£900 per dose = £1200
per month, £15,600 per
year

£1631.53 per month,
£19,850 per year

"Source: company submission and British National Formulary online [accessed October
2015]. *For a person weighing 73 kg, with a body surface area of 1.82 m2

3 Comments from consultees

3.1

Consultees noted that relapsed squamous NSCLC is typically treated with

docetaxel (usually 4-6 cycles), erlotinib or best supportive care. However,

they noted that these treatments have limited effectiveness, and the

prognosis is often poor. They also noted that docetaxel in particular is

associated with significant adverse effects.

3.2

Patient groups emphasised the importance of improvements in survival,

symptoms and quality of life for people with squamous NSCLC. They

stated that even small gains in length of life (particularly near the end of

life) would be highly valuable for this population and their families. The
patient group also highlighted the debilitating and distressing symptoms of

lung cancer, Consultees noted the promising results from clinical trials

(see section 4); they considered that the trial conditions were consistent

with current NHS practice, and that the trials had captured appropriate

outcomes.

3.3

Consultees noted that nivolumab is generally well tolerated, although

some specific immune-related side effects were noted. Clinical experts
noted that additional training may be needed to support clinicians in
identifying and managing these side effects, although this is already under

way. Consultees stated that no other implementation issues were

anticipated.

National Institute for Health and Care Excellence

Premeeting briefing ~ Nivolumab for previously treated locally advanced or metastatic squamous non-
small-cell lung cancer

§ Issue date: November 2015

16

7 of 33




2.3 Administration and costs of the technology

Table 4: Costs of the technology being appraised

Description Cost Source
Pharmaceutical formulation Concentrate for SmPC

solution for infusion

(sterile

concentrate)
Acquisition cost (excluding - £439.00 per 40mg BMS
VAT)* vial (BMS List Price)
Method of administration Intravenous £269.94 NHS reference

infusion cost 2013-2014
Doses 3mgtkg over 80 £2,634.00 (per dose) | SmPC

minutes
Dosing frequency Every 2 weeks - SmPC
Average length of a course of Treatment should | - SmPC
treatment be continued as

fong as clinical

benefit is observed

or until treatment is

no longer tolerated

by the patient.
Average cost of a course of Cost of the £34,769 Treatment cost
treatment technology assumes a mean

dose number of

18.2 from
CheckMate 017
Anticipated average interval Not applicable
between courses of treatments
Anticipated number of repeat Not applicable
courses of treatments
Dose adjustments Dose escalation or SmPC

reduction is riot
recommended

Anticipated care setting

Likely hospital or
clinic setting

Abbreviations: VAT = Value Added Tax; SmPC = Summary of Product Characteristics

*Based on an 73kg patient

2.4 Changes in service provision and management

Treatment with nivolumab must be initiated and supervised by physncxans experienced in the

treatment of cancer.

Hospital oncology units already have the staffing and infrastructure needed for the
administration of cancer treatments. It is anticipated that the administration of nivolumab
would utilise this existing NHS infrastructure.

The main additional resource use to the NHS is associated with the administration regimen
of nivolumab. The 2-weekly dosing requirement represents a more frequent administration

23
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Intervention and comparators’ costs and resource use

The costs of drug acquisition, administration, monitoring, AEs, and health states are included
in this section. The price year for all costs is 2015.

Drug acquisition costs - initial treatment

Drug acquisition costs by pack/vial size and per dose for the initial treatments are presented
in Table 58 and Table 59, respectively. The unit costs of all comparators and subsequent
treatments were sourced from the British National Formulary 2015.

The dosage for nivolumab is calculated based on body weight in kilograms (kg). The dosage
for docetaxel is calculated based on body surface area (BSA). Data on the typical weight
distribution of patients with lung cancer were not readily available for the UK, so an indirect
calculation was applied using the average BSA of patients with lung cancer receiving
chemotherapy in the UK to derive the average body weight (formula below). Height data
used in the calculation were sourced from the Health and Social Care Information Centre
(Health and Social Care Information Centre 2014a). The average weight used to calculate
nivolumab dose was 73kg.

BSA = Weight (kg)®*?5 x Height (cm)®7%5 x 0.007184
Source; (Sacco 2010)
Abbreviations: BSA = Body Surface Area; cm = centimetres; kg: kilograms

Although BSA was captured in the CheckMate 017 trial, because of regionai variations, the
systematic anti-therapy (SACT) (www.chemodataset.nhs.uk/home) dataset was thought fo

be more representative of patients with squamous NSCL.C seen in UK clinical practice. The
average BSA used to calculate docetaxel dose was 1.82m?.

Table §8: Drug acquisition costs (initial treatments)

Drug Tablet doselvial | Pack sizelvial Cost per Source
concentration volume vial/pack o
Nivolumab 10 mg/ml 4 mi £439.00 UK list price
‘ {£10.98/mg)
10 mi £1,097.00
(£10.98/mg)
Docetaxel 10 mg/mi 2mi £138.33 ‘ BNF 2015
(£6.92/mg)
14 ml £900.00
(£6.43/mg)

Abbreviations: BNF = British National Formulary, BSC = Best supportive care; mg = mifligram; ml = millilitre; N/A = not
applicable

Note: All BNF prices were retrieved in June 2015

142
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Table §9: Drug acquisition cost per dose (initial treatments)

Drug Total dose per | No. of vials / | Method of Total drug Frequency of
administration | packs administratio | cost per dose | administration
n
Nivolumab | 3mg/kg*73kg | 6x4mi {V; no vial £2634 Every 2 weeks
=219 my vials* sharing (i.e.
round up to
nearest full
vials)
Docetaxel 75 mg/m** 1.82 | 1 x 14mi 1V; no vial £900.00 Every 3 weeks
m? = 137 mg vials* sharing (i.e.
round up fo
nearest full
vials)

Abbreviations: BSC = Best Supportive Care; IV = Intravenous; kg = kilogram; m? = metres squared; mg = milligram; mi =
millititre; N/A = not applicable

*The 4 mi vial (nivolumab) and 14mi vial (docetaxel) are used in the base case because these are the smaliest and cheapest
vial sizes, respectively

Drug acquisition costs - subsequent treatment

The model includes costs of subsequent treatment for patients with PD (Table 52) based on
the distribution of subsequent therapy observed in the CheckMate 017 trial. Drug acquisition
costs for these subsequent treatments are shown in Table 54.

Table 60: Drug acquisition costs (subsequent treatments)

Drug Tablet dose/vial | Pack size/vial Cost per Source
concentration volume vial/pack
Cisplatin 1 mogimi 50 ml £24 .50 BNF 2015
‘ 100 m| £50.22
Carboplatin 10 mg/mi 5 mi £20.00 BNF 2015
45 ml £160.00
Gemcitabine 1000 mg/vial 1000 mg £154.62 BNF 2015
2000 mg/vial 2000 mg £324.00
Vinorelbine 10 mg/mi 1 mi £29.00 BNF 2015
5mi £139.00
Docetaxel 10 mg/ml 2ml £138.33 BNF 2015
14 ml £900.00
Eriotinib 150 mg 30 tablets £1,631.53 BNF 2015

Abbreviations: BNF = British National Formulary; BSC = Best supportive care; mg = milligram; ml = millilitre

The cost of each subsequent treatment per dose and the frequency of administration are
shown in Table 61. The treatment duration of subsequent therapy is [} days, based on
RWD collected in the CA209-116 observational study, which investigated the treatment
patterns, resource use, and outcomes of patients with advanced NSCLC in Europe (Bristol-

143
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N l CE Nationad institute for
‘ s lwe Mealth angd'Core Excellence

NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
SINGLE TECHNOLOGY APPRAISAL

Nivolumab for previously treated locally advanced or metastatic non-
squamous non-small-cell lung cancer [IDS00]

Contents:
1. Pre-Meeting Briefing
2. Final Scope and Final Matrix of Consultees and Commentators
3, Company submission from Bristol-Myers Squibb Pharmaceuticals
4. Clarification letters
. NICE request to the company for clarification on their submission
. Company response to NICE's request for clarification and additional
response
5. Patient group, professional group and NHS organisation submission
from:
. Roy Castle Lung Cancer Foundation — endorsed by patient expert Dr
J Fox
. Association of Cancer Physicians, British Thoracic Oncology Group,
Royal College of Physicians, Royal College of Radiologists and
National Cancer Research Institute joint submission — endorsed by Dr
S Popat — clinical expert
. British Thoracic Society
- Royal College of Pathologists
6. Evidence Review Group report prepared by Liverpool Reviews and
Implementation Group
7. Evidence Review Group report ~ factual accuracy check
8. Evidence Review Group report - erratum

Company PAS submission from Bristol-Myers Squibb Pharmaceuticals I

10.

Evidence Review Group addendum - critique of company PAS
submission

Any information supplied to NICE which has been marked as confidential, has been

redacted. All personal information has also been redacted.
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CONFIDENTIAL

NATIONAL INSTITUTE FOR HEALTH AND CARE
EXCELLENCE

Premeeting briefing
Nivo’tumabj for previously treated locally
advanced or metastatic non-squamous non-
small-cell lung cancer [ID900]

This premeeting briefing presents:

 the key evidence and views submitted by the company, the consultees and their
nominated clinical experts and patient experts and V

'« the Evidence Review Group (ERG) report.

It highlights key issues for discussion at the first appraisal committee meeting and
shouid be read with the full supporting documents for this appraisal.

Please note that this document includes information from the ERG before the
company has checked the ERG report for factual inaccuracies.

Please note that this document does not include the results calculated using patient

access schemes.

Key issues for consideration

e The company has not provided comparisons with all comparators listed in the
scope. The ERG agrees that the data were not available to allow for these
comparisons to be made. Is the committee satisfied that the comparators included
in the submission (docetaxel, nintedanib plus docetaxel, best supportive care)
reflect established clinical practice in the NHS?

e Are the results of CheckMate 057 generalisable for people with non-squamous
NSCLC in clinical practice in England?

National Institute for Health and Care Excellence 1 of 52
Premeeting briefing —Previously freated locally advanced or metastatic non-squamous non-smali-cell

lung cancer: nivolumab [ID900]
Issue date: April 2016 I
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Drug acquisition costs — initial treatment

Drug acquisition costs by pack/vial size and per dose for the initial treatments are presented
in Table 60 and Table 61, respectively. Based on the nivolumab in squamous NSCLC
Evidence Review Group (ERG) report, the discounted costs of some comparators were
made available. These unit costs were used where possible. All other unit costs of
comparators and subsequent treatments were sourced from the British National Formulary
2015 (Joint Formulary Committee, 2015).

The cost per dose of nivolumab and comparators is based on the weight and body surface
area calculator provided by the ERG during the review of the nivolumab in squamous
NSCLC model. This calculator takes the distribution of weight and body surface area and
estimates the vials required for each treatment to minimise wastage and cost. The net cost
per dose is a weighted cost across the distribution of weight and body surface area (Sacco

et al., 2010).

Table 60: Drug acquisition costs (initial treatments)

Drug Tablet doselvial Pack sizelvial Cost per Source
_concentration volume | vial/pack
| Nivolumab 10 mg/mi 4 m) £439.00 UK list price
e | (£10.98/mg)
10 m £1,097.00
_ o £10.98/m
Docetaxel - 10 mg/ml 2mi 1 £7.45 NICE (20154)
1 (£0.37/mg)
8 mi £25.73
_ (£0.32/mg)
16 ml £35.35
, ' | (£0.22mg) |
Dexamethasone | - ' 100 tablets £5.16 costper | NICE (2015d)
; i 21-day cycle |
Nintedanib 150 mg 60 tablets £2,151.10 : Z%ﬁrg;éﬂmes

Source: Joint Formulary Committee (2015)
Abbreviations: BNF = British National Formulary
Note: All BNF prices were retrieved in June 2015,
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5.8 Base-case results

5.8.1 Base-case incremental cost-effectiveness analysis results

Table 76 presents total costs, LYG, QALYs and incremental cost per QALY for nivolumab
versus docetaxel and nintedanib plus docetaxel. The base-case analysis was based on the
generalised gamma curves for all extrapolations (OS and TTD). Life-years were
undiscounted. In comparison to docetaxel, nivolumab generated 0.73 incremental QALYs
and 1.15 incremental life-years, and the nivolumab-treated cohort-had higher total lifetime
costs. The incremental cost-effectiveness ratio (ICER) was £103,589 per QALY gained. In
comparison to nintedanib plus docetaxel, nivolumab generated 0.49 incremental QALYs and
0.80 incremental life-years, and the nivolumab-treated cohort had higher total lifetime costs.
The ICER was £126,861 per QALY gained.

Table 76: Base-case results

 Treatment | Total Total | Total | Incremental | Incremental | Incremental | Incremental
cost (£) | LYG | QALYs | costs (£) LYG QALYs ' cost per
' QALY (£)
Nivolumab | 93,306 | 224 | 1.42 ] )
- Docetaxel 17.854 | 1.09 0.70 | 75,452 1.15 1073 103,589
'Nintedanib | , ‘ f
plus 1 30,708 | 144 0.93 | 62,598 0.80 10.49 - 126,861
 docetaxel

Abbreviations: LYG = Life-Year Gained; QALY = Quality-Adjusted Life-Year

5.8.2 Clinical outcomes from the model

Table 77: Model predictions of median time to treatment discontinuation and overall
survival compared with CheckMate 057

| Outcome Nivolumab _ | Docetaxel Nintedanib plus
| docetaxel

. Economic
model

{ Checkmate | Economic | Checkmate | Economic | LUME-
057 model 057 model I Lung 1

TTD, months
(95% ClI)

0S, months
(95% CI)M

Abbreviations: Cl = Confidence interval, OS = Overall Survival; TTD = Time to Treatment Discontinuation

Note: aithough median OS is longer for nintedanib than nivolumab, median OS is considerably longer for nivolumab, due to a
small number of patients high OS.

Table 77 presents a comparison of TTD and OS observed in the CheckMate 057 and LUME-
Lung 1 studies and model extrapolation. The difference in median TTD was 0.83 months and
0.54 months for nivolumab and docetaxel, respectively. The median TTD was not available
for nintedanib plus docetaxel. The difference in median OS was 1.14 months for nivoilumab,
0.55 months for nintedanib plus docetaxel and 0.14 months for docetaxel. The economic
model overestimated median TTD for nivolumab and docetaxel compared with the study,
resulting in high treatment costs. The economic model underestimated median OS for all
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Table 21Base-case cost-effectivenes

Nintedanib plus

Nivolumab Docetaxel docetaxel

l Intervention cost (£) 67,708.76 30483 § 10,059.15
Treatment administration (£) 4,423.30 1,044.22 1,055.86 |

'(lg)eatment monitoring costs 1'98_9'06 672.84 | 680.69

Subsequent treatment (£) ' 1,351.33 2,354.91 2,354.77

‘PF cost (£) 4,105.96 1,388.93 1,405.13
L .

PD cost (£) 13,395.77 10,841.69 14,160.92

-AE costs (£) | ' 331.89 1,246.89 991.51
Total costs (£) 93,305.87 17,854.31 30,708.03 |

Difference in total costs (£; vs, :

nivolumab) | 75,451.56 62,597.83

I —— | 5 5T v

LYG difference (vs. nivolumab 4 115 | 0.80

QALYs ‘ 142 | 0.70 | 0.93
QALY difference (vs. .
nivolumab) 0.73 0.49
{ICER (€ vs.nivolumab) | ] 103,589.32 | 126,861.39°
LYG: life-year.gained; PD; progressed disease; PF; progression-iree; QALY quality-adjusted

life-year; ICER: incremental cost-effectiveness ratio

Patient access scheme submission template — October 2009 Page 20 of 42
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Base-case cost-effectiveness results (with PAS

Nintedanib plus ;

Nivolumab Docetaxel docetaxel

-Intervention cost (£) 29,890.50 304.83 10,059.15
Treatment administration (£) 4,423.30 1,044.22 1,055.86

g)eatment monitoring costs 1,089.06 | 672.84 680.60 |

Subsequent treatment (£) 1,351.33 2,354.91 | 2,354.77 |
PF cost (£) 4,105.96 1,388.93 | 1,405.13
PD cost (£) 13,395.77 | 10,841.69 | 14,160.92
AE costs (£) 33160 | 1,246.89 | 991.5%
Total costs (£) 55,587.61 17,854.31 30,708.03
Difference in total costs (£; vs. _ '
nivolumab) 37,733.30: : 24,879.58
LYG 2.24 1.09 144
LYG difference {vs. nivolumab 115 10.80

L

QALYs 1.42 070 | 0.93
QALY difference (vs. o |
nivolumab) 0.78 0.49
ICER (£; vs. nivolumab) 51,804.99 | 50,421.20

LYG: life-year gained; PD: progressed disease; PF: progression-free; %MY:=-qua§i{yéfa"%i}ué§téa’
life-year; ICER: incremental cost-effectiveness ratio

4.8 Please present in separate tables the incremental results as

follows. 2

o the results for the intervention without the patient access

scheme

 the resuits for the intervention with the patient access scheme.

2 For outcome-based schemes, please see section 5.2.9 in appendix B.

Patient access scheme submission template — October 2009
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