Gemeinsamer
Bundesausschuss

Resolution
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Pharmaceuticals Directive: _\:\‘
Annex XII — Benefit Assessment of Medicinal Produc‘ta&’t(\h\@
New Active Ingredients according to Section 35a S@ﬁ\r\é?‘

Nivolumab (new therapeutic indication: urothe[bé?ctjﬂ%inoma,

PD-L1 expression 2 1%, adjuvant treatment)ﬁrb Q\&
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At its session on 16 March 2023, the Federal J0| ‘?ﬁee (G-BA) resolved to amend Annex

Xl of the Pharmaceuticals Directive (AM -RL) S?@s ersion dated 18 December 2008 / 22
January 2009 (Federal Gazette, BAnz. 31 March 2009), as last amended by the
publication of the resolution of D Mon \ deral Gazette, BAnz AT DD.MM.YYYY BX), as

follows: %)
@)
\O O

I. The information on the g sessment of the active ingredient Nivolumab in the
version of the resoluti fi@i‘)ctober 2022 (BAnz AT 17.11.2022 B2) shall be amended
as follows: ) \
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Numb naI benefit of the medicinal product in relation to the appropriate

com e%%\%erapy shall be amended as follows:

ﬁ& getion under the headmg “CA209-274 study: nivolumab vs placebo” in the table
g@ ffects in the table row “severe adverse events (CTCAE grade > 3)” in the column
lumab”, the information “0.84 [0.58; 1.23]; 0.380” is replaced by “9.49 [6.11;

,b‘jz 80]; 74 (53.2)".
<2

2. Number 4 “Treatment costs” shall be replaced as follows:

The annual treatment costs shown refer to the first year of treatment.

Courtesy translation — only the German version is legally binding.



Annual treatment costs:

Designation of the therapy

Annual treatment costs/ patient

Medicinal product to be assessed:

Nivolumab

€75,925.72

Appropriate comparator therapy:

are at high risk of recurrence after unde

a) Adults with muscle invasive urothelial carcinoma with tumour cell PD-L1 expression > 1%, ;\-

rgoing complete resection and are eligibl

g

74

.

containing therapy; adjuvant treatment & \VS\

Cisplatin in combination with gemcitabine ,-O\\): \\Q\‘
Cisplatin €1,506.05 (QVJ h(})
Gemcitabine €7,014.54 ((b\' A\U

Total: €8,520.59 oY
Additionally required SHI costs €242.72-€311.5° . (0

% AN
Cisplatin in combination with methotrexate . O@ 0'0
Cisplatin €2,015 N
A A
Methotrexate €3 .85&
- P2\
Total:

Additionally required SHI costs

?\\}‘g f3\@37 - €416.67
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Adults with muscle invasive ur, ina

are at high risk of recurre@e

cisplatin-containing th@py, %\c)wve
N

treatment %) K%

Q

b)

aft@g undergoing complete resection and are unsuitable for

A\
rcinoma with tumour cell PD-L1 expression 2 1%, who

already received neoadjuvant treatment; adjuvant

N Y
Monitoring Wait-andé)égoar}g(’&ich

incalculable

\V
Costs after deduct%&?st@(ory rebates (LAUER-T
. @)

XN
N\
Other SH s\/i(;%gj

AXE®) as last revised: 1 October 2022)

QP ¥
Designation Type of service Costs/ Number/ | Number/ | Costs/
of the therapy unit cycle patient/ | patient/
year year
'<N\ivolumab Preparation for parenteral €71 1 26 €1,846.00
(Cycle every solution containing
14 days) monoclonal antibodies
Nivolumab Preparation for parenteral €71 1 13 €923.00
(Cycle every solution containing
28 days) monoclonal antibodies

Courtesy translation — only the German version is legally binding.



Designation Type of service Costs/ Number/ | Number/ | Costs/
of the therapy unit cycle patient/ | patient/
year year
Cisplatin (in Surcharge for production of a €81 1 13 € 1,053.00
combination parenteral preparation
with containing cytostatic agents
gemcitabine) ‘,\\,
Cisplatin (in Surcharge for production of a €81 1 17.4 € 1,409.40
combination parenteral preparation & ®+
with containing cytostatic agents \OQ QQ
methotrexate) R XN A\?*
o . o &03

Gemcitabine Surcharge for production of a €381 3 39 ) \\: ,159.00

parenteral preparation J \Q @Q "

containing cytostatic agents g ’S /\\&
Methotrexate | Surcharge for production of a €81 2 AQ N %M €2,818.80

parenteral preparation %Q 0(3}

containing cytostatic agents o \\}\

£ O
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Il. The resolution will enter into force on the d it lication on the website of the G-
BA on 16 March 2023. 00 \(\@g
The justification to this resolution will tg@%‘li%gj on the website of the G-BA at www.g-
ba.de. %) \"Q
& &
WS
Berlin, 16 March 2023 \Q O
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@eral Joint Committee (G-BA)
&accordance with Section 91 SGB V
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