Gemeinsamer
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Resolution

of the Federal Joint Committee on an Amendment of tI& \\
Pharmaceuticals Directive: o4 Q@"\‘
Annex XII — Benefit Assessment of Medicinal PrQ"é) with
New Active Ingredients according to Section 3 S@% V) and
Annex Xlla — Naming of Medicinal Produc ’@C’New Active
Ingredients according to Section 35a, paﬁg@n 3, sentence 4
SGB V:

Beclometasone/ formoterol/ egc%ﬁ’r@hlum (repeal of the

resolution and repeal of the nam\%&p

‘0 >
Q‘(\

of 19 December 2024

At its session on 19 December }Q\\ sQderal Joint Committee (G-BA) resolved to amend

the Pharmaceuticals Dlrectlv LQn the version dated 18 December 2008 / 22 January

2009 (Federal Gazette, BA? of 31 March 2009), as last amended by the publication
of the resolution of D (Federal Gazette, BAnz AT DD.MM.YYYY BX), as follows:

Annex XII |§6®e @\as follows:

The fingh g the benefit assessment of the fixed-dose combination of active ingredients

be Q'Qone/ formoterol/ glycopyrronium in the new therapeutic indication according

oM e\'@arketlng authorisation of 14 January 2021 for the treatment of asthma in adult

\pa@s not adequately controlled with a combination of a long-acting beta2-agonist and

@ r@ ium dose or high dose of inhaled corticosteroid, and who experienced one or more

Q‘ (b sthma exacerbations in the previous year, in Annex Xll of the Pharmaceuticals Directive

Q\ in the version of the resolutions of 5 August 2021 (BAnz AT 11.10.2021 B1), and of 12
October 2021 (BAnz AT 17.12.2021 B4), are deleted.

Il. Annex Xlla is amended as follows:

1. The information on the active ingredient benralizumab of the assessed medicinal product
(resolution according to Section 35a paragraph 3 SGB V of 2 August 2018) in the version of
the resolution of 16 November 2023 (BAnz AT 05.02.2024 B5) is amended as follows:

Courtesy translation — only the German version is legally binding.



In the patient groups a and b, the information "Formoterol/ glycopyrronium/
beclometasone (Trimbow)" is deleted after the heading "Naming of medicinal
products with new active ingredients according to Section 35a, paragraph 3,
sentence 4 SGB V (active ingredients and invented names?)".

@\
2. The information on the active ingredient dupilumab of the assessed medici Od}&
(resolution according to Section 35a paragraph 3 SGB V of 20 February 2020) igithe veétsion

of the resolution of 16 November 2023 (BAnz AT 05.02.2024 B5) is amen s ws:

In the patient group b, the information "Formotero&('%l ?p'yrronium/
beclometasone (Trimbow)" is deleted after the headingél\arm'&@of medicinal
products with new active ingredients according to S@oné@‘a, paragraph 3,
sentence 4 SGB V (active ingredients and invented r@ s%)&

Ao
3. The information on the combination of active inggedient ticasone/ vilanterol of the
assessed medicinal product (resolution accordiné\@a Se@on 35a paragraph 3 SGB V of 2
August 2018) in the version of the resolutioq@@lG I@'ember 2023 (BAnz AT 05.02.2024
B5) is amended as follows: < o
C

%)
The information "Formoterol@ Q@onium/beclometasone (Trimbow)" after
f aming (since... or from... to)" is deleted.

the heading "Period of vali%@& Qe
Q) %]
YOS

4. The information on the actj 'ngrQ§1ent mepolizumab of the assessed medicinal product
(resolution according t ‘&e\ctjcaQSa paragraph 3 SGB V of 21 July 2016) in the version of
the resolution of 16 n@r 2023 (BAnz AT 05.02.2024 B5) is amended as follows:

In the patient gbgﬂps a and b, the information "Formoterol/ glycopyrronium/
beclopfétasofie” (Trimbow)" is deleted after the heading "Naming of medicinal
pro\@cts; new active ingredients according to Section 35a, paragraph 3,

< e SGB V (active ingredients and invented names?)".
%
* OQ \Q
5\\?% in@!mation on the active ingredient reslizumab of the assessed medicinal product
@) re{s@tion according to Section 35a paragraph 3 SGB V of 6 July 2017) in the version of
Q~®6 (ot@e resolution of 16 November 2023 (BAnz AT 05.02.2024 B5) is amended as follows:
>

In the patient groups a and b, the information "Formoterol/ glycopyrronium/
beclometasone (Trimbow)" is deleted after the heading "Naming of medicinal
products with new active ingredients according to Section 35a, paragraph 3,
sentence 4 SGB V (active ingredients and invented names?)".

Q¥

6. The information on the active ingredient tezepelumab of the assessed medicinal product
(resolution according to Section 35a paragraph 3 SGB V of 12 May 2023) in the version of
the resolution of 21 December 2023 (BAnz AT 14.02.2024 B7) is amended as follows:

Courtesy translation — only the German version is legally binding.



In the patient group b, the information "Formoterol/ glycopyrronium/
beclometasone (Trimbow)" is deleted after the heading "Naming of medicinal
products with new active ingredients according to Section 35a, paragraph 3,
sentence 4 SGB V (active ingredients and invented names?)".

*

lll. The resolution will enter into force on the day of its publication on the welt()&e
BA on 19 December 2024. @)
O
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The justification to this resolution will be published on the website of
ba.de.

Berlin, 19 December 2024 (b@
QO
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Federal Joint Conm@%e?f- A)
in accordance wi ‘sect@s 1SGBV
5

ré\ro&%cken
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Courtesy translation — only the German version is legally binding.
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