Gemeinsamer
Bundesausschuss

Resolution

of the Federal Joint Committee on an Amendment of the
Pharmaceuticals Directive:
Annex XII — Benefit Assessment of Medicinal Products with _\3\

New Active Ingredients according to Section 35a (SGB \Y). i

Sotorasib (reassessment after the deadline: lung ca@%‘? n-

small cell, KRAS G12C mutation, 2 1 prior therapX.’b\\)\Q@

& o
\ * K@
\(b N\
of 3 August 2023 & Q
At its session on 3 August 2023, the Federal Joint Committ @%—E}&?esolved to amend the
Pharmaceuticals Directive (AM-RL) in the version dated 1%3 C r 2008 / 22 January 2009
a

(Federal Gazette, BAnz. No. 49a of 31 March 2009), as ed by the publication of the
resolution of D Month YYYY (Federal Gazette, BAnz D. .YYYY BX), as follows:

I. Annex XIl is amended as follows: QOQ\(\(O
N
The information on sotorasib in th@?rs@g’of the resolution of 4 August 2022 (BAnz
AT 07.09.2022 B1) last revised %J ary 2023 remains part of the Pharmaceuticals

Directive with the repeal o Iieration for the patient groups b) and c) in
accordance with the foll@in nges:
@
2P

1. The informatior& S@Qasib on the date and entry into force of the resolutions
is adopted ﬁlo@
@)

A
"Resolyfioh of@ August 2022
Ent%%ég’?ze on: 4 August 2022
A

B .09.2022 B1
Q

Re&’ution of: 5 January 2023
\’ try into force on: 5 January 2023
BAnz AT 10.02.2023 B2

Resolution of: 3 August 2023

Entry into force on: 3 August 2023
BAnz AT DD. MM YYYY Bx“
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Therapeutic indication (according to the marketing authorisation of 6 January 2022):

Lumykras as monotherapy is indicated for the treatment of adults with advanced non-small
cell lung cancer (NSCLC) with KRAS G12C mutation and who have progressed after at least one
prior line of systemic therapy.

Therapeutic indication of the resolution (resolution of 3 August 2023):

See therapeutic indication according to marketing authorisation.

b)

Q\

The findings under "1. Additional benefit of the medicinal product in r Es@%he

appropriate comparator therapy for the patient populations "b)" and "\s)}’.\s
follows:

&
Adults with advanced non-small cell lung cancer (NSCLC) with K%ép.ﬁgzc mutation
after first-line therapy with cytotoxic chemotherapy

Appropriate comparator therapy: gQ OQ}

N
— Docetaxel (only for patients with PD-L1 negatl m \')
g\
or Q
— Pemetrexed (only for patients with PDQ(Se%(Q tumours and except in cases of
predominantly squamous hlstolog(Q o

or Q)
| S
— Nivolumab \00 Os\
or \Q \OQ
— Pembrolizumab ( Q @%lents with PD-L1 expressing tumours (PD-L1 expression
> 1% of tumouﬁ){
P
or % &\Q
- Atezq\'z'b’na 0
or
R

@oce@kel in combination with nintedanib (only for patients with PD-L1 negative
t urs and adenocarcinoma histology)

%
szent and probability of the additional benefit of sotorasib compared to the

propriate comparator therapy:

An additional benefit is not proven.

4

ted as

c) Adults with advanced non-small cell lung cancer (NSCLC) with KRAS p.G12C mutation after
first-line therapy with an anti-PD-1/PD-L1 in combination with platinum-containing
chemotherapy or after sequential therapy with an anti-PD-1/PD-L1 and platinum-

containing chemotherapy
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Appropriate comparator therapy:

Patient-individual therapy, taking into account previous therapy and histology with
selection of afatinib, pemetrexed, erlotinib, docetaxel, docetaxel in combination with
ramucirumab, docetaxel in combination with nintedanib and vinorelbine.

Extent and probability of the additional benefit of sotorasib compared to the
appropriate comparator therapy:

N
c1) Adults for whom docetaxel is the appropriate patient-individual therapy ++
Hint of a non-quantifiable additional benefit Q%’ QQ
S
N

c2) Adults for whom a therapy other than docetaxel is the appropriax_a'gattg\\ -individual

py [74) N\
thera \\ .@C’
An additional benefit is not proven. @<b Q\
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Study results according to endpoints:?

b) Adults with advanced non-small cell lung cancer (NSCLC) with KRAS p.G12C mutation
after first-line therapy with cytotoxic chemotherapy

No adequate data are available to allow an assessment of the additional benefit.

\\.
Summary of results for relevant clinical endpoints 4:\‘
Endpoint category Direction of effect/ Summary
risk of bias
Mortality %, No data available. \\} ,.,\Y‘
Morbidity %, No data available. O\O‘
Health-related quality %) No data avallab(@
of life \QJ
Side effects %, No data @rblé\)
Explanations: \9

/: statistically significant and relevant positive effect with low/uncléap reh@%y of data
J @ statistically significant and relevant negative effect with |OW/@EE\I’G’%|DI|WV of data
M statistically significant and relevant positive effect W|t I|ty of data

J L : statistically significant and relevant negative effect @ g&hablhty of data

<> no statistically significant or relevant dlfference

J: No data available.

n.a.: not assessable \\Q Q

1 Data from the dossier assessment of the IQWiG (A23-06) and from the addendum (A23-53), unless otherwise
indicated.
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c) Adults with advanced non-small cell lung cancer (NSCLC) with KRAS p.G12C mutation after
first-line therapy with an anti-PD-1/PD-L1 in combination with platinum-containing
chemotherapy or after sequential therapy with an anti-PD-1/PD-L1 and platinum-
containing chemotherapy

c1) Adults for whom docetaxel is the appropriate patient-individual therapy

Summary of results for relevant clinical endpoints ~\§\
{
Endpoint category Direction of effect/ Summary
risk of bias
Mortality 4 No relevant difference for thK@nefl\?“
assessment. N \\
Morbidity ™ Advantages in sympto og@}d health
status. . (Q
Health-related quality | n.a. There are no asseéafﬂe@ﬁ‘
of life N
Side effects 4 No relevantdj)(ﬂ for the benefit
assessmefih X0
Explanations: & Q7
/M statistically significant and relevant positive effecttwith | nclear reliability of data
J : statistically significant and relevant negative t withMow/unclear reliability of data
M statistically significant and relevant p05|t|@ eff@@vlth high reliability of data
L statistically significant and relevant |vegfect with high reliability of data
&>: no statistically significant or relev iff,
J: No data available. OC) OS\
n.a.: not assessable 0\ RQ
N VU
é‘ &
CodeBreak 200 study: S Si docetaxel

Study design: randowos’ed@en label, parallel
Data cut- off 2 Qggdst,@

»@
(\Q)
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Mortality

Endpoint Sotorasib Docetaxel Sotorasib vs
docetaxel
N | Mediantimetoevent | N | Median time to event Effect estimator
in months in months [95% ClI]
[95% Cl] [95% CI] p value
) ) ) ) Absolute
Patients with event n Patients with event difference (AD)?
(%) n (%)
Overall survival (\QT
171 10.64 [8.94; 13.96] 174 11.30[9.00; 14.85]
109 (63.7) 94 (54.0) ‘ 5'1.33]
e \ 0. 94
@
\ * @
QA
Morbidity AQ N~
Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% ClI] [95% ClI]
. . . . p value
Patients \;/;;h eventn Pat/entrs, \;/;t;h event Absolute
: . difference (AD)?
J ~
Progression-free survival (PFS)® OO os\
171 Q4 20‘7\75] 174 |  4.47[3.02; 5.68] 0.663
S 12{@1 101 (58.0) [0.509; 0.864]
<Q W 0.003
o, S AD =1.15
Symptomatoloqiq&R &LQ—C30) b
=4
Fatigue .\(b (e 3.0[2.1; 4.3] 130 1.4[0.8; 1.4] 0.47
@s\\ \K\Q’J 104 (65.0) 105 (80.8) [0.35; 0.63]

R Q,,Q ’@ <0.0001
Naﬁ@a O 160 9.1 [5.5; 16.6] 130 5.6 [3.9; 9.9] 0.76
vomi@ 69 (43.1) 56 (43.1) [0.53; 1.11]

0@ 0.1583
Q\%in 160 2.8[2.1;4.2] 130 2.1[1.4;2.3] 0.77
106 (66.2) 91 (70.0) [0.57; 1.03]
0.0809
Dyspnoea 160 8.3 [5.6; 13.7] 130 3.5[2.3;5.0] 0.64
72 (45.0) 68 (52.3) [0.45; 0.91]
0.0113
Insomnia 160 5.9[4.2; 10.4] 130 3.7 [3.0; 5.6] 0.79
78 (48.8) 66 (50.8) [0.56; 1.11]
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Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% CI] [95% Cl]
p value
Patients w;th eventn Patients wyith event Aol
(%) i {£5) difference (AD)?
07390
- \> \
Loss of appetite 160 5.9 [3.5;9.2] 130 3.5[2.1;4.2] XN 0?9
84 (52.5) 67 (51.5) O\\) [0& 0.96]
7 %0.0279
o X P
~ \)
Constipation 160 12.8[6.2; n.r.] 130 2.8[1.5;4 KQ 0.52
63 (39.4) 73 (5 Q M [0.36;0.74]
0‘ 0.0002
Diarrhoea 160 2.7 [2.1; 3.5] 130 é% @g 1.13
94 (58.8) % [0.81; 1.56]
Ag\ 0.4681
Symptomatology (EORTC QLQ-LC13) ® @ {@
Dyspnoea 158 3.6 [2.8;6.2] o )a(\ 1.5[1.4;2.1] 0.55
93 (58. 960& >, 92 (74.2) [0.40; 0.75]
o QQ' 0.0001
02 o
Cough 158 16.6 [¢9: ;na\ 124 4.6 [2.8; n.r.] 0.50
32.@\ 52(41.9) [0.33; 0.76]
Q™0 0.0010
Haemoptysis 158<Q® n .ronr] 124 n.r.[9.9; n.r.] 0.39
"O(o % 18(11.4) 21(16.9) [0.20; 0.78]
1?1 0.0058
. %.J \\
Chest pain Q 158y 13.1[6.4; n.c.] 124 7.3[5.6; n.r.] 0.80
(\’\\, @ @) 59(37.3) 48 (38.7) [0.54; 1.18]
o
{\@ ’2\(,\ 0.2592
Pa%% mf | 158 5.2 [4.0; 9.0] 124 | 14.1[3.7;14.1] 1.11
sho debo 85 (53.8) 49 (39.5) [0.77; 1.61]
0.5632
%68 pain 158 4.2[2.8;7.8] 124 3.0[2.3;4.0] 0.82
NS 90 (57.0) 68 (54.8) [0.59; 1.15]
0.2514
Painkiller use 137 11.0[7.6; n.r.] 101 n.r. [3.5; n.r.] 0.86
48 (35.0) 32(31.7) [0.53;1.39]
0.5322
Alopecia 158 n.r. [19.4; n.r.] 124 0.7 [0.7; 0.8] 0.07
32(20.3) 110 (88.7) [0.05; 0.12]
< 0.0001
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Q

Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% CI] [95% Cl]
. _ . _ p value
Patients ;v;t)h eventn Pat/ent;s7 ;v;t)h event Aol
> > difference (AD)?
Peripheral 158 10.3 [5.5; n.r.] 124 3.5[2.8; 5.6] 061 @+
neuropathy 65 (41.1) 66 (53.2) . %QZ,
)
O 28
Wounded mouth | 158 n.r. [14.5; n.r.] 124 4.4[2.8;n.r.] GO . 4%39
42 (26.6) 57 (46.0) \Q" 6}%.26; 0.60]
\ @ <0.0001
Dysphagia 158 n.r. [18.7; n.r.] 124 6. 9 b 0.61
45(28.5) )Z} [0.40; 0.93]
X\Q 0.0210
b @
BPI-SF \@ r@
Worst pain 163 2.2[1.4; 3.4] 1({& 5 [1.4; 2.2] 0.76
113 (69.3) O {@ 94 (73.4) [0.57; 1.01]
‘ 0.0605
Medium pain 163 5.4[4.2; 3\]>\ a1\58. 3.5[2.7; 7.6] 0.88
intensity 87 (53 65 (50.8) [0.63; 1.23]
0.4651
Impairment due | 163 gﬂ 128 4.3[2.8;7.6] 0.80
to pain gg) 60 (46.9) [0.57; 1.13]
Q) 0.2119
Burden due to theraaf:t} %,G GP5)
%CDQGX\Q 2.8[2.2; 3.6] 128 1.4 [0.8; 1.4] 0.52
Q7| A 92 (56.4) 96 (75.0) [0.38; 0.70]
As‘\’\\ ) <0.0001
o) oS
Hea.lt&.ﬁhfié&l-q
Co ©) 143 n.r. [3.5; n.r] 110 4.4 [3.3;n.r.] 0.24
\\ 5(3.5) 19(17.3) [0.09; 0.66]
0 0.0028
oy
@ortness of 143 n.r. [n.r.; n.r.] 110 4.4 [3.0; n.r.] 0.26
breath 9(6.3) 28(25.5) [0.12; 0.56]
0.0002
Chest pain 143 n.r. [n.r.; n.r.] 110 n.r. [n.r.; n.r.] 0.52
4(2.8) 7 (6.4) [0.14; 1.84]
0.2999

Health status (EQ-5D VAS)
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Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% ClI] [95% ClI]
Patients with event n Patients with event Apbva:ue
solute
(%) (%) difference (AD)? }\.
160 5.2 [3.6; 10.4] 138 1.6 [1.0; 3.3] 55 Q;\'
83 (51.9) 83(60.1) . 0:
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Health-related quality of life

74

Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% CI] [95% CI]
p value
Patients with event n Patients with event Absolute
0, 0,
(%) n (%) difference (AD)?
~ N
Functional scales (EORTC QLQ-C30) ;‘\O\ \\S\K
No suitable data“ O\\) \ \‘
% > \‘
& oS
\ * &@
. {b‘ Q\
Side effects <@ -
Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% CI] [95% CI]
p value
Patients with event n Patients with event n Absolute
(%) (%) difference (AD)?
XN
Total adverse events (presented adcﬂ% %@X’
169 O\S Q\sz] 151 | 0.16[0.13; 0.20] -
148 (98.0)
S
Serious adverse events (Q%)e QQ
c @%?9 e [7.29;15.34] | 151 | 7.10[3.68; n.r.] 0.73
D N 82 (48.5) 66 (43.7) [0.52; 1.01]
P ;
WO 00 0.061
\\r
Severe g@s@gﬁts (CTCAE grade 2 3)¢
N
Q)Q \Q’ 169 3.35[2.53; 4.73] 151 2.96 [1.38; 4.14] 0.80
QO 114 (67.5) 90 (59.6) [0.61; 1.06]
\"o@ 0.13
i ti tion due to AE
\l\%@:n inuation due to AEs
169 n.r. 151 n.r. [13.40’- n.C.] 0.79
28 (16.6) [0.45; 1.39]
24 (15.9) 0.40
Specific adverse events
Diseases of the | 169 n.r. 151 n.r. 13.92
liver (SMQ§, 33(19.5) 2(1.3) [3.3; 58.76]
severe AEs) <0.001

10
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_'//

Endpoint Sotorasib docetaxel Sotorasib vs
docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% CI] [95% CI]
p value
Patients vut/,ith eventn Patients vut/,ith eventn Absolute
(%) (%) difference (AD)?
Interstitial lung | 169 n.r. 151 n.r. %31 ~\~
disease 2(1.2) EQ@
(SMQg, severe 4(2.6) \\O A
f
AEs') \\} A
d T
Stomatitis 169 n.r. 151 n.r. G‘ \ 0.13
(PT, AE) 3(1.8) 19(12. 6)\\ @C}O.M; 0.41]
D {\5 <0.001
@\
Chest pain (PT, | 169 n.r. 151 ALY 43
AE) 15(8.9) c& 6@ [0.91; 20.30]
SR 0.038
Peripheral 169 n.r. 151 [€ Xor. ©.53: n.r.] 0.14
oedema (PT, AE) 5(3.0) QK (12.6) [0.05; 0.40]
Y. <0.001
N
Fever (PT, AE) | 169 n.r PRG n.r. 0.32
11(6.5) &Q 20(13.2) [0.15; 0.67]
6 %\& 0.002
Peripheral 169 ®® X 151 n.r. 0.03
neuropathy {@6 O 16 (10.6) [0; 0.29]
(PT, AE) :\\Q Xe <0.001
Alopecia (PT, AE) | 169 | @) X, 151 nr. 0.06
(o(Q \qea’ (1.8) 35(23.2) [0.02; 0.21]
@6 (,\ <0.001
Blood and %9169\*(0 n.r. 151 n.r. 0.25
Iymphatlo’b 0\} 10(5.9) 27(17.9) [0.13; 0.50]
system ds‘\ ersg, <0.001
S?& er%\
?Q and | 169 n.r. 151 | 18.37[18.37; n.r.] 0.20
i ations 10(5.9) 27 (17.9) [0.10; 0.40]
, severe <0.001
\‘Q AEs")
Diarrhoea 169 n.r. 151 n.r. 4.75
(PT, severe AEs:f) 23 (13.6) 4(2.6) [1.65; 13.69]
0.002
Fatigue 169 n.r. 151 n.r. 0.31
(PT, severe AEs:) 4(2.4) 9 (6.0) [0.10; 1.05]
0.043

11
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Endpoint Sotorasib docetaxel Sotorasib vs

docetaxel
N Median time to event N Median time to event Effect estimator
in months in months [95% Cl]
[95% ClI] [95% ClI]
p value
Patients with event n Patients with event n Absolute
(%) (%) difference (AD)?

V
N
@ Indication of absolute difference (AD) only in case of statistically mgmﬂcan\*i@fe@ own
calculation

b Information from the dossier of the pharmaceutical company
¢ Weighing the extent of the difference between the treatment arms i @ s@&he percentage

of patients included in the analysis and the magnitude of the quality of life
endpoints. K

¢ Time to deterioration by > 15 points (without death) QQ

¢ excluding events deemed by the pharmaceutical company pr@%ssmn of the underlying

disease (any PTs containing the terms metastasis / meta%a ,{'a,gnour pain, NSCLC / non-small
cell lung cancer or adenocarcinoma of the lung)
f Operationalised as CTCAE grade > 3 % C)@

& SMQ broad scope (QQ @

Abbreviations used: &

AD = absolute difference; BPI-SF = Brief Paln q\pShort Form; CTCAE = Common Terminology

Criteria for Adverse Events; EORTC = Eur isation for Research and Treatment of Cancer;

QLQ C30 = Quality-of-life Questionnair & ,& LQ-LC13 = Quality-of-life Questionnaire Core 13;
h

FACT-G GP5 = Functional Assessment erapy Tool General form General Population 5; HR
= hazard ratio; Cl = confidence w%@ RA Medical Dictionary of Drug Regulatory Activities;

N = number of patients ev umber of patients with (at least one) event; n.c. = not
calculable; n.r. = not reache |ent Global Impression of Change; PT = preferred term; RCT
= randomised controlled = standardlsed MedDRA query; SOC = system organ class; SAE =
serious adverse event; a@r&se event; VAS = visual analogue scale; vs = versus

QY %
<®
%6

12
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c2) Adults for whom a therapy other than docetaxel is the appropriate patient-individual
therapy

No adequate data are available to allow an assessment of the additional benefit.

‘v

Summary of results for relevant clinical endpoints K\
Endpoint category Direction of effect/ Summary
risk of bias
Mortality %) No data available. wO O
Morbidity %, No data available. \\} ,.,\\P
Health-related quality %) No data available. % (O
of life N7 xS
Side effects %) No data avaitghble. - ’QO
Explanations: N N

/N statistically significant and relevant positive effect with low/unclear, 'abiﬁ@f data
J: statistically significant and relevant negative effect with low/uncléar relighffity of data
M statistically significant and relevant positive effect with hig&iab@yof data

J L : statistically significant and relevant negative effect wit h rﬁ@ility of data

<> no statistically significant or relevant difference Q

J: No data available. 0@ {@

n.a.: not assessable

&§
N

3. Number of patients or dem glo,e\é?patlent groups eligible for treatment
Q7O
b) Adults with advanced A@h- sm;éﬁl cell lung cancer (NSCLC) with KRAS p.G12C mutation after
first-line therapy wm&vt_pﬁ}xlc chemotherapy

approx. 60 - 1a_§zpat§@ts

c) Adult;&h ad\g’nced non-small cell lung cancer (NSCLC) with KRAS p.G12C mutation after
f||;st9}|ehtgerapv with an_anti-PD-1/PD-L1 in _combination with platinum-containing
cﬁan;ﬁ%i‘apv or_after sequential therapy with an anti-PD-1/PD-L1 and platinum-
con@mi‘ng chemotherapy

\éb%rox. 420 -910 patients

4. Requirements for a quality-assured application

The requirements in the product information are to be taken into account. The European
Medicines Agency (EMA) provides the contents of the product information (summary of
product characteristics, SmPC) for Lumykras (active ingredient: sotorasib) at the following
publicly accessible link (last access: 15 May 2023):

13
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https://www.ema.europa.eu/en/documents/product-information/lumykras-epar-product-
information en.pdf

Treatment with sotorasib should only be initiated and monitored by specialists in internal
medicine, haematology and oncology who are experienced in the treatment of patients with
non-small cell lung cancer, as well as specialists in internal medicine and pulmonology or
specialists in pulmonary medicine and other doctors from specialist groups participating in the

Oncology Agreement. ~\5\

This medicinal product was approved under "special conditions". This meansf(@;c furth\er
evidence of the benefit of the medicinal product is anticipated. The Europe

Agency EMA will evaluate new information on this medicinal product at a m&' ce per
year and update the product information where necessary.

Testing KRAS G12C mutation Q)% C}}
The presence of a KRAS G12C mutation must be confirmed by a va{ﬁ}téﬁst prior to start of
therapy. Q S
L. D
5. Treatment costs @fo \g\'
% 0@

Annual treatment costs: Q
b) Adults with advanced non-small cell Iun@can@r (NSCLC) with KRAS p.G12C mutation
after first-line therapy with cytotoxislshem@bherapy
RN

Annual treatment costs/ patient

Designation of the therapy

Medicinal product to be assessed:

Sotorasib {(\Q\ X%) 7

€52,955.42

Appropriate comparator therapy:

Docetaxel (only for patients with PD-L1 negative tumours)

Additigrfahy required SHI costs

D
docetaxel ox ¢ @) €8,522.69
Pemetrexed?

Pen@tfexed €18,931.20

€129.97-€180.78

Nivolumab

{NiVolumab €73,034.06
Pembrolizumab
Pembrolizumab €93,514.21

Atezolizumab

2only for patients with PD-L1 negative tumours and except in the case of predominantly squamous cell

histology
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https://www.ema.europa.eu/en/documents/product-information/lumykras-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/lumykras-epar-product-information_en.pdf

Designation of the therapy Annual treatment costs/ patient

Atezolizumab €67,863.65 - €71,692.26
Docetaxel in combination with nintedanib?
docetaxel €8,522.69
Nintedanib €30,728.05 A
Total €39,250.75 N\
Costs after deduction of statutory rebates (LAUER-TAXE®) as last revised: 15 July 2023) =X ®+ ‘
S
N
c) Adults with advanced non-small cell lung cancer (NSCLC) with KRAS p.m ion

after first-line therapy with an anti-PD-1/PD-L1 in combination with ni_é'ﬂh Y ‘c’ontaining
chemotherapy or after sequential therapy with an anti—PD—l/PD—Ll‘ghd num-
containing chemotherapy (b,\ \QO

A

A
\® \G\Q
Designation of the therapy Annual treatment costs/ patient
Medicinal product to be assessed:
Sotorasib €52,95542 O~
Appropriate comparator therapy:
Patient-individual therapy, taking into acc%h‘l2 Ul/S therapy and histology with
selection of afatinib, pemetrexed, erlo i@ dagetaxel, docetaxel in combination with
ramucirumab, docetaxel in combina@%&ntedanib and vinorelbine
Afatinib
Afatinib Q.0 |€29625.23
Pemetrexed
> \
Pemetrexed o)"o ‘(’\\, €18,931.20
Additionally req{g‘u‘g §t{@bsts €129.97-€180.78
Erlotinib
P\ )
ErIotmll?r\Q NN €9,849.04
Docetaxel in combination with ramucirumab
docetaxél>” €8,522.69
Ram@ieirumab € 54,467.74
Srtal €62,990.44
Docetaxel in combination with nintedanib
docetaxel €8,522.69
Nintedanib € 30,728.05
Total € 39,250.75

3 only for patients with PD-L1 negative tumours and adenocarcinoma histology
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Designation of the therapy

Annual treatment costs/ patient

Vinorelbine

Vinorelbine

€7,061.95-€8,513.24

Costs after deduction of statutory rebates (LAUER-TAXE®) as last revised: 15 July 2023)

N\,

Other SHI services:

Designation of | Type of service Costs/ | Numbe | Number/ | Costs/ ‘

the therapy unit r/ patient/ | patient/

cycle year year

Appropriate comparator therapy:

Atezolizumab Surcharge for the € 100 1 \ ‘.O®Uv € 1,300 -
preparation of a parenteral {b‘ 6‘&‘ €2,610
solution containing QQ \‘O
monoclonal antibodies ®‘ A0

. Cy RN\

Docetaxel Surcharge for production of | € 10@ \S‘b 17.4 €1,740

(monotherapy a parenteral preparation &\% C

or combination | containing cytostatic agents <(\Q (Q(b

therapy) ro* Q}

Nivolumab Surcharge for the K@ <2\<€\100 1 26.1 €2,610
preparation of a pa&ﬁ(e@
solution contaa(z\:? ;\\.
monoclonal diés

Pembrolizumab Surcharge{é\?t €100 1 8.7-17.4 | €870 -
prepar parenteral €1,740

C ining
gf%og‘lq;z\al antibodies
Pemetrexed cfﬁr ge for production of | €100 1 17.4 €1,740
93 enteral preparation
‘&\ _(Peontaining cytostatic agents
Ramucj ’i\, Surcharge for the € 100 1 17.4 €1,740
Q) c’)\,@ preparation of a parenteral
Q solution containing
0 monoclonal antibodies
v@&‘élbine Surcharge for production of | €100 1 52.1 €5,210
Q\ a parenteral preparation
containing cytostatic agents

6. Medicinal products with new active ingredients according to Section 35a, paragraph 3,

sentence 4 SGB V that can be used in a combination therapy with Sotorasib

Medicinal products with new active ingredients pursuant to Section 35a, paragraph 3,
sentence 4 SGB V are medicinal products with the following new active ingredients which, on

Courtesy translation — only the German version is legally binding.
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the basis of the marketing authorisation under Medicinal Products Act, can be used in a
combination therapy with sotorasib for the treatment of adults with advanced non-small cell
lung cancer (NSCLC) with KRAS G12C mutation in whom disease progression has been
identified after at least one prior systemic therapy:

b) Adults with advanced non-small cell lung cancer (NSCLC) with KRAS p.G12C mutation
after first-line therapy with cytotoxic chemotherapy

N\
— No designation of medicinal products with new active ingredients that can be used_xp
combination therapy pursuant to Section 35a, paragraph 3, sentence 4 S&@\L e
active ingredient to be assessed is an active ingredient authorised in n@ h?~
N
c) Adults with advanced non-small cell lung cancer (NSCLC) with KRAS MQZ S Mutation
after first-line therapy with an anti-PD-1/PD-L1 in combination witHgiatifum-containing
chemotherapy or after sequential therapy with an anti—PD—l/PDﬁ\l‘ar\(‘Eﬁatinum—
containing chemotherapy Q\V
3\ \%

nts that can be used in
, sentence 4 SGB V, as the
thorised in monotherapy.

Y.

— No designation of medicinal products with new acth@%g

combination therapy pursuant to Section 35a, p ra
active ingredient to be assessed is an active in, ie

The designation of combinations exclusively serv ﬁme i

discount according to Section 130e SGB V betw e insurance funds and pharmaceutical
companies. The findings made neither restriét) pe of treatment required to fulfil the
medical treatment mandate, nor do the\3§@alg tatements about expediency or economic

feasibility.
@b D\
F &
Il. The resolution will entaQim‘tb{brce on the day of its publication on the website of

the G-BA on 3 August-2023¢)"

lementation of the combination

¢ &
The justification to th%&lg{cﬁn will be published on the website of the G-BA at www.g-
ba.de. Q
@Q &\Q
S
Berlin, 3 Au ?0
@ &
S @
S
Q Federal Joint Committee (G-BA)
%6 in accordance with Section 91 SGB V
Q03 The Chair

Prof. Hecken
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