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5.3.12 A new version of the EQ-5D, the EQ-5D-5L, has been developed in which there are
5 levels of severity (no problem, slight problems, moderate problems, severe
problems and unable to or extreme problems) for each of the 5 dimensions of health
(see section 5.3.6). The EQ-5D-5L may be used for reference-case analyses. The
descriptive system for the EQ-5D-5L has been validated, but no valuation set to
derive utilities currently exists. Until an acceptable valuation set for the EQ-5D-5L is
available, the validated mapping function to derive utility values for the EQ-5D-5L

from the existing EQ-5D (-3L) may be used (available from www.eurogol.org).
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Analytic framework

The general category of ‘cost-effectiveness’ models includes analyses that
value outcomes by assessing clinical events, life expectancy, and/or qual-
ity-adjusted life-years (QALYs). Clinical events are more readily interpre-
table by clinicians and allow for direct assessment of the impact of clinical
data, but cost per event avoided calculations are not comparable across
disease areas. In contrast, QALYs allow for assessment of overall healthcare
value, but may be more ditficult to interpret from a healthcare system per-
spective. It is thus recommended that clinical events, life expectancy, and
QALYs all be assessed—with the latter two outcomes primarily relevant for
lifetime timeframe analyses. The results should be reported separately, as
outlined subsequently in this section. Exclusion of any of these endpoints

should be justified.
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National Institute for
Health and Clinical Excellence

Issue date: June 2008

National Institute for
Health and Clinical Excellence

Issue date: August 2011

Abatacept for the treatment
of rheumatoid arthritis after
the failure of conventional
disease-modifying anti-
rheumatic drugs

This guidance was developed using the
single technology appraisal process

NICE technology appraisal guidance 234
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5.5.13 When care by family members, friends or a partner might otherwise have been

provided by the NHS or personal social services it may be appropriate to consider

the cost of the time of providing this care, even when adopting a NHS or personal

social services perspective. All analyses including the time spent by family members

of providing care should be presented separately. A range of valuation methods
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Above a most plausible ICER of £20,000 per QALY gained, judgements about the
acceptability of the technology as an effective use of NHS resources will specifically

take account of the following factors:

» The degree of certainty around the ICER. In particular, the Committee will be
more cautious about recommending a technology when they are less certain
about the ICERs presented.

» Whether there are strong reasons to indicate that the assessment of the change
in health-related quality of life has been inadequately captured, and may
therefore misrepresent the health utility gained.

« The innovative nature of the technology, specifically if the innovation adds
demonstrable and distinctive benefits of a substantial nature which may not
have been adequately captured in the reference case QALY measure.

+ The technology meets the criteria for special consideration as a 'life-extending
treatment at the end of life' (see section 6.2.10)

» Aspects that relate to non-health objectives of the NHS (see sections 6.2.20

and 6.2.21).
EE |
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e Whether or how its judgements have a bearing on broader social considerations
to the extent that these are covered by NICE's principles on social value
judgements.

» Whether a substantial proportion of the costs (savings) or benefits are incurred

outside of the NHS and personal and social services, or are associated with
significant benefits other than health, only when requested specifically by the

Department of Health as part of the remit.
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life-extending, end-of-life treatment. It considered the impact of
giving a greater weight to QALY's achieved in the later stages of
terminal diseases, using the assumption that the extended survival
period is experienced at the full quality of life anticipated for a
healthy person of the same age and the magnitude of additional
weight that would need to be assigned to the original QALY

benefits in this patient group for the cost effectiveness of the drug
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The average daily cost of sunitinib i1s £74.74, with an average
6-week cycle costing £3139. The manufacturer of sunitinib (Pfizer)
has agreed a patient access scheme with the Department of
Health, in which the first treatment cycle of sunitinib is free to the

NHS. The Department of Health considered that this patient access
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NE: more SE:less NW: SW: less Quadrants
costly, costly, more costly,less vary across
more more  costly,less effective decisions

effective effective effective
Number All 418 33 3 6 22
decisions Yes (%) 282 (67%) 33 (100%) 0 (0%) 5 (83%) 13 (59%)
No (%) 136(33%) 0(0%) 31 (100%) | (17%) 9 (41%)
Mean All £34207 Dominant Dominated £5,760 -
s Yes £17,450  Dominant - £5,544 -
No £68,952 - Dominated  £6,839 -

= Average ICER is >3 times higher for ‘no’ decisions than ‘yes’

* Dominance perfectly predicts NICE recommendations

.® Subsequent analyses focus on the NE quadrant decisions
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At average levels for all covariates, a decision would have a
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Allowing for other factors has little impact on curve or threshold
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' NICE decisions and thresholds appear to vary substantially
across diseases
100%

90% ER=YON

80% / // / /

70% / // /

60% / // /

ig:ﬁ: / // / ——Respiratory |

/ // / —Cardiovascular |

30% —Oth ._

20‘7: // / —Cani-r _!
10% / / — Infectious disease |
0% -—L':/""// . | l—'Musculoskeietal

£0 £20,000 £40,000 £60,000 £80,000 £100,000
ICER (cost/QALY)

 ACHFREE

Probability of rejection

ICR http://www.icrweb.jp/



20004, TBIE] [FE6HICS T
RARHERmE. =5([C/H
Threshold appears to be higher (>£50,000) post-2009

End-of-life treatments have higher ICER
100% -

i Not end of li /7
80% ot ena ot e

§ oo | [ —Endofiife A

£ o0 P 4

" A

5 %% /' 1/ Not end of life: £53,534
> 40% ' : ot end of life: ,
o /v /1 End oflife: £67,646

= 0 1

2

5

1

20% i
|

0% _é,/ L |

£0 £20.000 £40000 £60000 £80.000 £100.000
ICER (cost/QALY)

ICR http://www.icrweb.jp/




=5(C, WE?
(NICEDIZZR)

» IARHIERERIGHZ [ FEENEH ]

5D (C

SEZIETSTIAE

« _ DOEZIENUL T, E

DULTCICERDBMEZ2.518FK T [Hx

17

+ Burden of illness
+ Wider societal impact
—>EDPO>THISB ?

.//www.icrweb.jp/



1. 5&- E1ES

1. Assessment? Appraisal? Decision?

2. iR

3. R

Cl’ %E_;EI\/

FE ?

AN

| Ehr

JGan |

'www.icrweb.jp/



KRETIEQALYDEA(E
BETCREUSINTND???

«» 2010%F [ BB RE EHEAEERERKRIRE
(ACA)] €. Comparative Effectiveness
Research (LEEZNERIAFT, CER) #EEDTZH(C
PCORIG%1z

* rCOSt/QALYEnT%L}_C Ei=DAEZRDD] HE
ZPCORIBEEMTD Z &(FEELE

+ PCORIFZEZEERERREICIEFRT I DHEE TR

x» VAUDYHRD R T7E B S (AMCP)D
RRHId A RS> (E. QALYZETE

.//www.icrweb.jp/



CER? CEA?

I \ .

+ CEA: Cost - Effectiveness Analysis
(ERZIRDHT)

« LD [ERXIRNIE DM
ITADEA(CKD IR bMOZEENEE
1U_ 770 N1 LD EEZ 5T
+ CER: Comparative Effectiveness

Research
(EEEZNRIATT)

« REMN(C(E. [EEEROZ THOEERMTLDE
SHERNGDDH ? | DM
T—AIR=ZAAWNERAIME - Z<EMTED

http.//www.icrweb.jp/



IA\I'I\JID - Irj: LLI‘; ) h
v == S ~ /LA
Analytic framework

The general category of ‘cost-effectiveness’ models includes analyses that
value outcomes by assessing clinical events, life expectancy, and/or qual-
ity-adjusted life-years (QALYs). Clinical events are more readily interpre-
table by clinicians and allow for direct assessment of the impact of clinical
data, but cost per event avoided calculations are not comparable across
disease areas. In contrast, QALYs allow for assessment of overall healthcare
value, but may be more ditficult to interpret from a healthcare system per-
spective. It is thus recommended that clinical events, life expectancy, and
QALYs all be assessed—with the latter two outcomes primarily relevant for
lifetime timeframe analyses. The results should be reported separately, as
outlined subsequently in this section. Exclusion of any of these endpoints

should be justified.
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« Andrew Walker (Univ. of Glasgow)®DX> ~
“Anyone who makes decisions using QALYs and who
cannot think of at least three issues with them is not
thinking hard enough”
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meant to exclude CUA and QALYs as part of the toolkit available to IQWi1G. Text and
references have been added to clarify the basic points made in this Reply.
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[WEILE ] filites [WELE ] filites

IR AR

(EfEHE %) (RIEH'E#E)
} § =]
Bupropion 104,88 293 0-10,32 1.48 0-8.29
Duloxetin 241,18 30,66 22946966 930 0,35-21.95
Mirtazapin 46,46 31.66 20,68-4490 2428 14,29-35 96
Venlafaxin 92,57 42.99 35.33-83,04 4091 31,22-54 25
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Types of economic evaluation

Number: 38 67 47 62 58 61 61 47 51 46 36 36 49 49 52 49 45 49 57 42
1009, Total=1037
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