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Outcome Category
Survival Time Serious (or Severe) Ouality of Life Non-Serious (or Non-
(Mortality) Symptoms (or Late Severe) Symptoms (or
Complications) and Late complications) and
Adverse Effects Adverse Effects
Major Major increase in Long-term freedom or | Major improvement ' |Not applicable
sustained and great improvement in | survival time extensive avoidance
the therapy-relevant benefit, which
has not previously been achieved CIs: 0.85 CIs: 0.75 CIs: 0.75
versus the appropriate comparator (RR; =0.50) (RR:=0.17) RR;=0.17)
and risk > 5%? and risk > 5%?
.=; Considerable Moderate increase i Alleviation or relevant |Imporiant mwr'ovemenf Important avoidance
£ |marked improvement survival time avoidance
— |in the therapy-relevant benefit. which
;: has not prevjousi}r been achieved Cls: 0.95 CIs: 0.90 CIs: 0.90 CIs: 0.80
= |versus the appropriate comparator (RR; =0.83) (RR; =0.67) (RR; =0.67) (RR; =0.33)
Minor Any (statistically Any (statistically Relevant fmprm'emenrr Relevant avoidance
moderate and not only marginal significant) increase in |significant) reduction
improvement in the therapy-relevant |survival time
benefit, which has not previously been
achieved versus the appropriate Cls: 1.00 CIs: 1.00 ClIs: 1.00 CIs: 0.90
comparator (RR; =0.67)

Additions to AM-NutzenV in iralics
1: The precondition is the use of a validated instrument and a validated response criterion. Values count for non-response.
2: For at least one of the groups to be compared.

interval, RR;: actual relative risk
*: Table 32 in the German Appendix

AM-NutzenV: Regulation for Early Benefit Assessment of New Pharmaceuticals. Cls: threshold value for the upper limit of the 95% confidence
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ASMR 2008 2009 2010 2011 2012
-1l / 10 4 1 6
|l 5 3 3 2 10
% I-lII 13 18 14 5 16
\Y 17 20 20 20 22
V 48 65 46 29 58
et 75 100 85 58 99
(HAS & D 12 44)
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 NICE (National Institute for Health and Care Excellence):
1999F T L 7Ic XK BANHSKEDH TEKIL

¢ EFTDOEEERESICE>TH—EIRBIELLESDS
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F No EHH|Z ) AR
2011 TA214 RNV XY T RS FLIE FEHELS
77 3 = = +

2011 TA215 /%YX= S B MR 2:2'%5;/?&) _%C”}ilc\gi@ TPRARRAR
2011 TA218 FZHIFI v SRR EERE/ 12 - SMEEEMERMBEPASICEDZE|D5|<
2011 TA222 RSROFIY FEE JEHesE

2011 TA235 I 77LILFR  FEGEBHESHE PASICED=ZDHE|<
2011 TA239 ZIRZR KTV N EBHEIRE JEHesE

2012 TA241 —QOF=7 12MHEEBREMER MR (1 ¥ F = 7Mik) PASICEDZZE|D5|<

AE B4
2012 TA242 NNV XX T B KRIFE (second line) FEHELS
INZY LR T

2012  TA250 TUTUY M ALE JEHEsE
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2012 TA258 T)LOF=7 FE/NHH B M A PASICEDZE|ID 5]
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