Gemeinsamer
Bundesausschuss

Resolution

of the Federal Joint Committee on an Amendment of the
Pharmaceuticals Directive:

Annex Xl — Benefit Assessment of Medicinal Products with ~\5\
New Active Ingredients according to Section 35a (SGB \Y). i

Teclistamab (multiple myeloma, at least 3 prior the yies)S
ple my p \g@&ﬁ\

N @
%O )

AN
of 15 February 2024 \e O

N @
At its session on 15 February 2024, the Federal Joint Committeee‘%&) %ved to amend the
Pharmaceuticals Directive (AM-RL) in the version dated 18 De 008 / 22 January 2009
(Federal Gazette, BAnz. No. 49a of 31 March 2009), as last d y the publication of the
resolution of D Month YYYY (Federal Gazette, BAnz AT Dg@y”\/l&{@( BX), as follows:

%OQ)

N
I. Annex Xll shall be amended in alphabeticé{@rd@@o include the active ingredient
Teclistamab as follows: 00 \
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Teclistamab
Resolution of: 15 February 2024

Entry into force on: 15 February 2024
Federal Gazette, BAnz AT DD. MM YYYY Bx

Therapeutic indication (according to the marketing authorisation of 23 August 2022):

\0
Tecvayli is indicated as monotherapy for the treatment of adult patients with relapsed a A\
refractory multiple myeloma, who have received at least three prior therapies, i Iudin
immunomodulatory agent, a proteasome inhibitor, and an anti-CD38 antibog ve
demonstrated disease progression on the last therapy. \\
N \V
Therapeutic indication of the resolution (resolution of 15 February 20&? \}Q
See therapeutic indication according to marketing authorisation. ,& QQ
A<z}
1. Additional benefit of the medicinal product in relatuorr& tlé&pproprlate comparator
therapy "O Q

%

Adults with relapsed and refractory muItipIe,a&elqn@who have received at least three
prior therapies, including an immunomodufatory<agent, a proteasome inhibitor and an
anti-CD38 antibody and have demonstrat@a’dxbge progression on the last therapy

Appropriate comparator therapy f&?&ec istamab:
A patient-individual therapy u6®@set§ctlon of:

- Bortezomib monothe@y O
- Bortezomib + pe ed @osomal doxorubicin
- Bortezomib + sone
- Carfllzomlb omide and dexamethasone
- Carfllzo gﬁethasone
- Dara Fau lenalidomide + dexamethasone
t)? thab + bortezomib + dexamethasone
- & mab monotherapy
&@umumab + pomalidomide + dexamethasone
é uzumab + lenalidomide + dexamethasone
lotuzumab + pomalidomide + dexamethasone
,b@ Isatuximab + pomalidomide + dexamethasone
\@ Ixazomib + lenalidomide + dexamethasone
Q - Lenalidomide + dexamethasone
- Panobinostat + bortezomib and dexamethasone
- Pomalidomide + bortezomib and dexamethasone
- Pomalidomide + dexamethasone
- Cyclophosphamide in combination with other antineoplastic medicinal products
- Melphalan as monotherapy or in combination with prednisolone or prednisone
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taking into account prior therapies as well as the extent and duration of the response

&
Extent and probability of the additional benefit of teclistamab compared to th p

comparator therapy: W\
Nf\s
An additional benefit is not proven. @O \}Q
&
Study results according to endpoints: {b‘ \K

Doxorubicin as monotherapy or in combination with other antineoplastic
medicinal products
Vincristine in combination with other antineoplastic medicinal products

Dexamethasone in combination with other antineoplastic medicinal products

Prednisolone in combination with other antineoplastic medicinal products
Prednisone in combination with other antineoplastic medicinal products
Best supportive care

4

4
{@?ate

Adults with relapsed and refractory multiple myeloma who ha.yé@reséiyed at least three prior

therapies, including an immunomodulatory agent, a protea@ﬁneri@}bitor and an anti-CD38

antibody and have demonstrated disease progression on.the Ia{t\.t\ﬁerapv

R \%U OQ)V

Summary of results for relevant clinical endpointsQ\ 1)

No data are available to allow an assessment Q)Qne a@nional benefit.

o~ OO
Endpoint category Direction of effect/ | Summary
risk of bias
. <J ~
Mortality p@ A\ There are no assessable data.
Morbidity nQ\J.a.AV There are no assessable data.
Health-related quality \V %Q‘ There are no assessable data.
of life R N A
Side effects ,.(s\\ N Lna. There are no assessable data.
Explanations: ('OVJ N\

/M statistically sign&}%nt a(@'elevant positive effect with low/unclear reliability of data
J @ statistically ;ﬁfica d relevant negative effect with low/unclear reliability of data
™ statisg&éﬂy si igeant and relevant positive effect with high reliability of data
$L:st '@calh@nificant and relevant negative effect with high reliability of data

064 twlly significant or relevant difference
230

dg@vailable.
n.a.: r}?} ssessable

Q¥

2. Number of patients or demarcation of patient groups eligible for treatment

a)

‘Z)%

Adults with relapsed and refractory multiple myeloma who have received at least three

prior therapies, including an immunomodulatory agent, a proteasome inhibitor and an

anti-CD38 antibody and have demonstrated disease progression on the last therapy

approx. 1,210 - 1,310 patients
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3. 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 Tecvayli (active ingredient: teclistamab) at the following
publicly accessible link (last access: 10 January 2024):

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

Treatment with teclistamab should only be initiated and monitored by specialist Gp’int@‘il
medicine, haematology and, oncology experienced in the treatment of patientswit Q@tiple

myeloma. \\s\\ @\?*

This medicinal product received a conditional marketing authorisatj O‘I& means that
further evidence of the benefit of the medicinal product is a tio‘ggttb he European
Medicines Agency will evaluate new information on this medicinalg@ tata minimum once
per year and update the product information where necessaryQQ

N
In accordance with the requirements of the European M@%inéa\gency (EMA) regarding
additional risk minimisation measures, the pharmace I pany must ensure that all

patients and caregivers who are expected to come i{\ﬁo contact with the use of teclistamab
have access to a patient card or receive a patient c Q hatqpforms and clarifies patients about
the risks of CRS. The patient card also contains adg}ni or healthcare professionals that the

patient is receiving teclistamab. K@QQ\Q@
@
4. Treatment costs QO \"Q
o7 X
&O O
Annual treatment costs: Q . N\
P
The annual treatment sh@n refer to the first year of treatment.
BN
o &
%
<
9" &
IS

x07 O

L @

RN

S (@
%%,
@QO

(0"0
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Adults with relapsed and refractory multiple myeloma who have received at least three prior

therapies, including an immunomodulatory agent, a proteasome inhibitor and an anti-CD38

antibody and have demonstrated disease progression on the last therapy

Designation of the therapy

Annual treatment costs/ patient

{74

Medicinal product to be assessed:

Teclistamab

Teclistamab €241,038.82 Y
’ . . 0 A{\‘

Additionally required SHI services 159.60—-159.93 \\S\\ \

Appropriate comparator therapy

Bortezomib monotherapy

. e\
Bortezomib €5,603.52 \Q\ ’Q
Bortezomib in combination with pegylated liposomal doxorubicin
Bortezomib €560352 ;O X

Doxorubicin (pegylated, liposomal)

€17 454@?v o

Total

BT oo

Bortezomib in combination with dexamethasone

Bortezomib e € 2180176 - € 5,603.52
Dexamethasone C)® o &04 18 - €168.97
Total & (M €2,905.94- €5,772.49
Carfilzomib in combination with lenalidomide and dexamethasone
Carfilzomib & @ €80,017.58
Lenalidomide 0?59 0.\ €463.41
Dexamethasor}@ \§ €193.47

Total s\\ Q € 80,674.46
Additi%ﬁlﬂ re’énred SHI services €106.40

Carfilzomib in combination with dexamethasone

. N\,
Carfllégmb €150,928.12
\D X ethasone €243.11
rotal €151,171.23

Daratumumab in combination with lenalidomide and dexamethasone

Daratumumab €136,512.82
Lenalidomide €463.41
Dexamethasone € 107.90
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Designation of the therapy

Annual treatment costs/ patient

Total

€137,084.12

Additionally required SHI services

€ 346.75 - € 350.05

Daratumumab in combination with bortezomib and dexamethasone

Daratumumab €124,642.14
Bortezomib €5,603.52 ‘.\\’
Dexamethasone € 147.30 . Q)+ ‘
f\‘ (\
Total €130,392.96 O O
Additionally required SHI services €296.81 - € 299.82 > o
Daratumumab in combination with pomalidomide and dexamethasone
M * U
Daratumumab € 136,512.82 (0(‘(0\ (\)\\
Pomalidomide €111,053.02 D‘A A%
Dexamethasone € 107.90 <. 60
exa . PR\
Total € 247,67;@@ 2
Additionally required SHI services € 346&@\- €,(?@3'05
Daratumumab monotherapy
Daratumumab 1@ 13Q5\1\2.82
\\)\
Additionally required SHI services ob .14 - €669.20
Elotuzumab in combination with lenalidomide and dexamethasone
. A
Elotuzumab (,\&Q O | €88213.80
Lenalidomide {\Q \‘\@K €463.41
Dexamethasone o)('g f\\\ €185.74
Total ) € 88,862.95
S=—~S
Additionally{e&ure@-ll services € 340.08 - €344.38
Elotuzumab + pomalidomide + dexamethasone
N ~
Elo ab @ € 88,213.80
g
Pomalidépvide €111,053.02
Dew‘(éthasone €188.58
Fotal €199,455.40
Additionally required SHI services €254.39-€257.12
Isatuximab in combination with pomalidomide and dexamethasone
Isatuximab €69,231.68
Pomalidomide €111,053.02
Dexamethasone €104.18
6
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Designation of the therapy

Annual treatment costs/ patient

l//’

Total € 180,388.88

Additionally required SHI services €106.40

Ixazomib in combination with lenalidomide and dexamethasone

Ixazomib €78,848.90

Lenalidomide €463.41 _\:

Dexamethasone €193.47 & j\‘ '
2 “

Total €79,505.78 wO QO

Additionally required SHI services €106.40 h\\y' \Q\\P

Lenalidomide in combination with dexamethasone

Lenalidomide €463.41 D

Dexamethasone €312.53 ,‘QQ\\%

Total €775.94 .0

Additionally required SHI services

]

€106.40 @~ o
* )]

Panobinostat in combination with bortezomib and dexamethasone

Panobinostat

€70,268.32

€ 36,134,160 ¢

Bortezomib €5,60852 - €8,405.28
Dexamethasone ,-,6\) 5(@8.97 -€233.76
ORI
Total O NE 40,906.65 - € 78,907.36
Pomalidomide in combination with bortezomib and dexamethasone
Pomalidomide (\"DK@\ €99,093.46
N \ %4
Bortezomib 3 € 8,895.59
e RNE
Dexamethasone &~ @ €237.50
0— &
Total A,\’b O} € 108,226.55
Additiona@}e&.@ed SHI services € 106.40

Pomalidomide in combination with dexamethasone

Pomafidartride €111,053.02

De}g&thasone €193.47
36tal € 111,246.49

Additionally required SHI services €106.40

Cyclophosphamide in combination with other antineoplastic medicinal products

Cyclophosphamide € 206.30
Melphalan €344.45
Carmustine € 38,015.54
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Designation of the therapy Annual treatment costs/ patient
Vincristine €357.86
Prednisone €133.34
Total €39,057.49
Melphalan monotherapy A
Melphalan €624.91 0
Melphalan in combination with prednisolone or prednisone
< -
Melphalan €418.21-€624.91 - O
Prednisolone €62.71-€93.70 \\g\\'\g\\}?
Total €480.92-€71861 P O
Prednisone €133.54-€199.54 o 9
Total €551.75-€824.45\Q" oV
Doxorubicin
Doxorubicin € 2,498.1?0-,@3,@‘4

Doxorubicin in combination with other antineoplastic medicinal products

Incalculable.

Vincristine in combination with other antineoplastic medicinal products

Cyclophosphamide hb\) 5(@6.'30
Melphalan C)U &\5‘344.45
Carmustine Q. A | €38,015.54
Vincristine 7 (@ |e357.86

) N Q’&
Prednisone S X €133.34
Total 27 @ €39,057.49

Dexamethasone in combination with othe

r antineoplastic medicinal products *

Prednisolone in combination with other antineoplastic medicinal products

'\\

ol Q\\ [V3 Q)

N\
! The cost x@sentation of the combination of dexamethasone with other antineoplastic medicinal products is

quately illustrated by the following therapy options:

already,
- &malidomide in combination with dexamethasone

Pomalidomide in combination with bortezomib and dexamethasone
Panobinostat in combination with bortezomib and dexamethasone
Lenalidomide in combination with dexamethasone

Ixazomib in combination with lenalidomide and dexamethasone
Isatuximab in combination with pomalidomide and dexamethasone
Elotuzumab + pomalidomide + dexamethasone

Elotuzumab in combination with lenalidomide and dexamethasone
Daratumumab in combination with bortezomib and dexamethasone
Daratumumab in combination with lenalidomide and dexamethasone
Carfilzomib in combination with dexamethasone

Carfilzomib in combination with lenalidomide and dexamethasone
Bortezomib in combination with dexamethasone
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Designation of the therapy Annual treatment costs/ patient

Cyclophosphamide € 206.30

Melphalan €344.45

Carmustine € 38,015.54

Vincristine € 357.86

Prednisolone €73.27 _\:
y

Total €38,997.42 & oF

Prednisone in combination with other antineoplastic medicinal products

. \J X~

Cyclophosphamide €206.30 ()\\)\\Q\

Melphalan €344.45 ; ) c’)\}

. \ .
Carmustine € 38,015.54 @‘\Q} ’\)\&
Vincristine € 357.86 @Q \\6
Prednisone €133.34 ~ (%5) o

v S
Total €39,057.490° O
Best supportive care
Best supportive care ? leéén%ﬁn patient to patient
Costs after deduction of statutory rebates (LAUER {@E@’)Q\gt revised: 15 January 2024)
@
QX
& S
Other SHI services: Q Q
~ Q « O\
Designation Type of service Costs/ Number/ Number/ | Costs/
of the therapy unit cycle patient/ patient/
year year
Medicinal product to be assessed:
Teclistamab
N '
Tecliéj@'%b\@ Surcharge for the | € 100 Step-up: 41.0 €4,100
©) preparation of a 3 days
@Q parenteral
& solution Maintenance:
\®® containing 38 days
<2 monoclonal
antibodies
Appropriate comparator therapy
2 When comparing teclistamab versus best supportive care, the costs of best supportive care must also be

additionally considered for the medicinal product to be assessed.

Courtesy translation — only the German version is legally binding.
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Designation
of the therapy

Type of service

Costs/
unit

Number/
cycle

Number/
patient/

Costs/
patient/

year

year

Bortezomib monotherapy

Bortezomib

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100

32.0

€3,200

.

& Z

S
Q
O &

4

N

Bortezomib in combination with pegylated liposomal doxorubicin

Bortezomib

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100

4

N
©

L.
N

N\

@6

.
PAN

Y € 3,200

Doxorubicin
(pegylated,
liposomal)

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agertt)g

b

N

N\ \
Q%g§ybcycl e

-

€800

Bortezomib in combina

tion with dexameth

Bortezomib

@
)
%%

&>

01

o

Leytostatic agents

~ N
Surc e %6
r%r@hctio@ fa
e I
faration

aining

16.0 -
32.0

€1,600 -
€3,200

Carfilzomib in combination with lenalidomide and dexamethasone

Ca rfﬁ%mép\
%6

2\"’(0

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100

1st - 12th
cycle: 6
From 13th
cycle: 4

76.0

€7,600

Carfilzomib in combination with dexamethasone

Carfilzomib

Surcharge for
production of a
parenteral

€100

78.0

€7,800

Courtesy translation — only the German version is legally binding.
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74

Designation Type of service Costs/ Number/ Number/ | Costs/
of the therapy unit cycle patient/ patient/
year year
preparation
containing
cytostatic agents
Daratumumab in combination with bortezomib and dexamethasone
Bortezomib Surcharge for €100 4 32.0 €3,200 @+
production of a @) (\Q
parenteral \)}\' \?‘
preparation O\ R QQ
containing @g C’Q
cytostatic agents A\\ . (@ /
Elotuzumab in combination with lenalidomide and dexamethasone
Elotuzumab Surcharge for the | € 100 € 3,000
preparation of a
parenteral
solution
containing
monoclonal @)
antibodies \\Q
Elotuzumab + pomalidomide + dexamethasone
Elotuzumab Surcharge&ecé)loo 1st - 2nd 19.0 €1,900
preparatio of@ cycle:
paregteral \6 4
so@on QQ
q,%nta@i\ng From 3rd
%Q) mefdclonal cycle:
0)% f,@tl odies 1
Isatuximab in combination with pomalidomide and dexamethasone
Isatuyxi )) \Q) Surcharge for the | € 100 1st cycle: 28.0 €2,800
QO preparation of a 4
(%) parenteral
@9 solution From 2nd
\@ containing cycle:
2 monoclonal 2
antibodies
Panobinostat in combination with bortezomib and dexamethasone
Bortezomib Surcharge for €100 1st - 8th 32.0- € 3,200 -
production of a cycle: 48.0 € 4,800
parenteral 4

11
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Designation Type of service Costs/ Number/ Number/ | Costs/
of the therapy unit cycle patient/ patient/
year year
preparation
containing 9th - 16th
cytostatic agents cycle:
2 .‘\\
Pomalidomide in combination with bortezomib and dexamethasone I~
Bortezomib Surcharge for €100 1st - 8th 50.8 @8 Qv
production of a cycle: \SS \?‘
parenteral 4 O\ . QQ
preparation From 9th @6 C’Q
containing cycle: \K \Q /
cytostatic agents 2 D»{{b' O\
Cyclophosphamide in combination with other antineoplastic medicinal products
Cyclophosphamide Surcharge for €100 1 @6 §l10.4 €1,040
production of a &\% OQ)
parenteral 49 >
preparation O@ {@
containing O Y\(b
cytostatic agents \\Q AQ N
. N4
Carmustine Surcharge for €>€ L@\ 1 104 €1,040
; %)
production 06() O‘\
parenteral{ a
preparatjo ‘\O
contaj @%
C ati ents
A
Vincristine Qf@uggﬁ}ge for €100 1 104 €1,040
%@ REO ctionof a
D7 (pérenteral
(\s\\' %) preparation
.{\6 \‘9 containing
Q)Q ,-\Q) cytostatic agents
Melphalan monotherapy
\e?}
IV@fbnaIan Surcharge for €100 1 13.0 €1,300
2\ production of a
parenteral
preparation
containing
cytostatic agents
Melphalan in combination with prednisolone or prednisone
12



Designation
of the therapy

Type of service

Costs/
unit

Number/
cycle

Number/
patient/
year

Costs/
patient/
year

Melphalan

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100

8.7-13.0

€870-€1,300

o\o

N

~\.

74

(0.2

Doxorubicin monotherapy

Doxorubicin

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100

N

Q|
Q)

%Q.r

D

A)
‘g&‘b})-woo
N\

Vincristine in combina

tion with other antineoplastic medicinal products

Cyclophosphamide

Surcharge for
production of a
parenteral
preparation
containing

cytostatic agertt)g

ey
(&(0
’

N

10.4

€1,040

Carmustine

parepteral \6
prgg)\a ratiQ@
s

Surcharge@? q
production®ofaO

104

€1,040

< cy{@atic agents
S
(5? cﬁrcharge for

production of a
parenteral
preparation
containing
cytostatic agents

€100

10.4

€1,040

Prednisolone in combination with other antineoplastic

medicinal produ

cts

<Cyclophosphamide

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100

1

104

€1,040

Courtesy translation — only the German version is legally binding.
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74

production of a
parenteral
preparation
containing
cytostatic agents

\

fo )\

Designation Type of service Costs/ Number/ Number/ | Costs/
of the therapy unit cycle patient/ patient/
year year
Carmustine Surcharge for €100 1 104 €1,040
production of a
parenteral
preparation
containing
cytostatic agents PO
Vincristine Surcharge for €100 1 10.4 @4 \

Prednisone in combination with other antineoplastic me

Cyclophosphamide

Surcharge for
production of a
parenteral
preparation
containing
cytostatic agents

€100
9
N

O N
@ 2

\\J
N

104

€1,040

Carmustine

q

Surcharge for
8 QO

production 06()

parenteral '\
.\O

preparatio
gi@titiz&ents

?e";@“’
S

N

10.4

€1,040

Vincristine

contajing \
o
?u@e for
REC ctionof a
~pdrenteral
preparation

containing
cytostatic agents

€100

104

€1,040

5.

assessed medicinal product

In the context of the designation of medicinal products with new active ingredients pursuant

to Section 35a, paragraph 3, sentence 4 SGB V, the following findings are made:

Courtesy translation — only the German version is legally binding.

gnation of medicinal products with new active ingredients according to Section 35a,
Q\Qparagraph 3, sentence 4 SGB V that can be used in a combination therapy with the



Adults with relapsed and refractory multiple myeloma who have received at least three prior
therapies, including an immunomodulatory agent, a proteasome inhibitor and an anti-CD38
antibody and have demonstrated disease progression on the last therapy

— No designation of medicinal products with new active ingredients that can be used in
combination therapy pursuant to Section 35a, paragraph 3, sentence 4 SGB V, as the
active ingredient to be assessed is an active ingredient authorised in monotherapy.

N\
The designation of combinations exclusively serves the implementation of the combinati F\“
discount according to Section 130e SGB V between health insurance funds and pharmace I
companies. The findings made neither restrict the scope of treatment requweé% the
medical treatment mandate, nor do they make statements about expedle@O\éﬁmlc
feasibility.

o
4 C’»‘

Il.  Entryinto force be\ Q\\Q
o

1. The resolution will enter into force on the day%ﬁ?s R@:atlon on the website of
the G-BA on 15 February 2024.
% Q)
Q\ ,00
2.  The period of validity of the resolutlégg Il@d to 1 January 2027.

The justification to this resolution will b\%&bllged on the website of the G-BA at www.g-

ba.de. O

‘0
2N
. S
Berlin, 15 February 2024 \Q
\
6‘ 4‘?’

\'Federal Joint Committee (G-BA)

AN
S in accordance with Section 91 SGB V
(b.% OQ&K The Chair
és\{\ Qo Prof. Hecken

oo’ |
QTN

@QO
(0%

15
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