Gemeinsamer

ReS O | U t | O n Bundesausschuss

of the Federal Joint Committee (G-BA) on an
Amendment of the Pharmaceuticals Directive
(AM-RL):

Annex Xll — Resolutions on the Benefit
Assessment of Medicinal Products with Ne\a_z, oF
Active Ingredients in Accordance with Se\ Qﬁ\
35a SGB V — Atezolizumab

(Reassessment Based on New SC|en fa‘fl" \\
Knowledge: Urothelial Carcmoma)z}(b Q\
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From 20 June 2019 Q7 O
At its session on 20 June 2019, the Federal Joi ittee (G-BA) resolved to amend the

Directive on the Prescription of Medicina}-(Pro S in SHI-accredited Medical Care
(Pharmaceuticals Directive) in the version (@ ecember 2008/22 January 2009 (BAnz.
No. 49a of 31 March 2009), as last am Oé T. Monat JJJJ (BAnz AT TT.MM.JJJJ BX),

as follows:
s\\‘Q
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I. The findings set out i an@\\XII for the active ingredient atezolizumab, as
amended by the re wof 16 March 2018, shall remain part of the
Pharmaceuticals Dire¢Hv @ ccordance with the following amendments:
1. The informatj tezolizumab on the date and entry into force of the
resolutions |Sé@opg@ s follows:
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Courtesy translation — only the German version is legally binding.



“Resolution of 16 March 2018
Entry into force on: 16 March 2018
BANnz AT 17 April 2018 B2

Second resolution of 2 August 2018
Entry into force on: 2 August 2018
BANnz AT 28 August 2018 B2

Third resolution of: 20. June 2019 _\5\
Entry into force on: 20. June 2019
BAnz AT TT. MM JJJJ Bx” @ Q®+

2. The findings under “New therapeutic indication” are adopted as follq&
“New therapeutic indication (according to the marketing authorlsa&@@oﬁ\ﬂuly 2018):

Tecentriq as monotherapy is indicated for the treatment of a %{ Q@ns with locally
advanced or metastatic urothelial carcinoma (UC)

@
— after prior platinum-based chemotherapy or A
— who are considered cisplatin ineligible and whose tLﬁ?IOb\Q)@ave a PD-L1 expression
= 5%. @
&% OQ’

Note: Q (b
The resolution of 20 June 2019 relates exclus \3 assessment of the additional benefit
of atezolizumab in the sub-population: a) arcmoma patients who are not eligible
for a treatment with cisplatin and whos u ave a PD-L1 expression = 5% (first line)”.

3. The findings under * A@ 9 benefit of the medicinal product in relation to
the appropriate comparatos\ i " for the patient population “a)” are adopted as

follows:
@ 4@

“a) Urothelial carcin (ﬁaa, ,Qﬁients who are not eligible for treatment with cisplatin and whose
tumours haveﬁ')ﬁ “expression > 5% (first line)

Approg{@e c®rg'barator therapy:
Cherqgher%? according to the doctor’s instructions
O
Extent and probability of the additional benefit of atezolizumab compared to the
ropriate comparator therapy:
Q\QAn additional benefit is not proven.

Study results according to endpoints:

a) Urothelial carcinoma; patients who are not eligible for treatment with cisplatin and whose
tumours have a PD-L1 expression = 5% (first line)

There are no data that would allow for the assessment of the additional benefit.
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4, The findings under “2. Number of patients or demarcation of patient groups
eligible for treatment” for patient population “a)” are adopted as follows

“a) Urothelial carcinoma; patients who are not eligible for treatment with cisplatin and whose
tumours have a PD-L1 expression = 5% (first line)

Approx. 220-380 patients"

5. The findings under “3. Requirements for a quality-assured application” are adopted

as follows:
o

“The requirements of the product information are to be taken into account. Thedjuro;@“&h
Medicines Agency (EMA) provides the contents of the product information of
product characteristics, SmPC) for Tecentrig® (active ingredient: atezo KV t the
following publicly accessible link (last access: 2 May 2019):

Q? S
https://www.ema.europa.eu/documents/product- mformatmn/tecentnqépar,;Q uct-
information _de.pdf \ Q\

Only specialists in internal medicine, haematology, and on@%gg h experience treating

patients with urothelial carcinoma, specialists in urology, a alists participating in the
Oncology Agreement may initiate and monitor treatment@rf-t’h olizumab.

In accordance with the specifications of the EMQé‘eg g additional measures for risk
minimisation, the pharmaceutical company must aining material and a patient card.
Patients are requested to carry their patient ¢ em at all times. The training material
for health professionals and the patient car@ a@ude in particular, instructions on how to
deal with the potential immune-medi% a e reactions to atezolizumab as well as

infusion reactions”. @ \\'Q

e Q]dings on the annual treatment costs for the

6. Under “4. Treatment costs&
d as follows:

patient population “a)” a\' d
Q&

“a) Urothelial carcmoma#Q)atlen% who are not eligible for treatment with cisplatin and whose
tumours have a P,l;ﬁU a’xoressmn = 5% (first line)
L2~

Designation of the therapy Annual treatment costs/patient

Medicinal product to be assessed:

€ 75,234.01

Atezolizufeb *o
gt

Appropriate comparator therapy:

patie‘\lﬂ@@rdividualized

O
Q@s after deduction of statutory rebates (LAUER-TAXE®) as last revised: 01 June 2019)

Costs for additionally required SHI services: not applicable

Other services covered by SHI funds:

Designation | Type of Costs/ Number/ Number/ Costs/
of the service Unit cycle Patient/ Patient/
therapy year year
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https://www.ema.europa.eu/documents/product-information/tecentriq-epar-product-information_de.pdf
https://www.ema.europa.eu/documents/product-information/tecentriq-epar-product-information_de.pdf

Atezolizumab a) €71 1 17 € 1,207

a) Surcharge for the preparation of a parenteral solution containing monoclonal antibodies”

II. Entry into force

1. The resolution will enter into force on the day of its publication on the interne \\
on the website of the G-BA on 20 June 2019.

& ®+
2. The period of validity of the resolution is limited to 01 October 202]00 O
\0 \?‘
The justification to this resolution will be published on the website oiabs G@ at www.g-
ba.de.
>
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Berlin, 20 June 2019 > o
2 o
Q” O
Federal Joint Commltt{s G-

in accordance with S %@GB V
The Q

\)\Q)
Oq,grﬁf@ecken

Courtesy translation — only the German version is legally binding.


http://www.g-ba.de/
http://www.g-ba.de/

	Resolution
	of the Federal Joint Committee (G-BA) on an Amendment of the Pharmaceuticals Directive (AM-RL):
	Annex XII – Resolutions on the Benefit Assessment of Medicinal Products with New Active Ingredients in Accordance with Section 35a SGB V – Atezolizumab
	(Reassessment Based on New Scientific Knowledge: Urothelial Carcinoma)




