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

Lasmiditan (migraine acute treatment) ;\\00?5\Q
N\ QQ,\
N
of 5 October 2023 \\Q @0
At its session on 5 October 2023, the Federal Joint Committee ( Q(Q) !@ved to amend the
Pharmaceuticals Directive (AM-RL) in the version dated 18 De $0 8 /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

D M BX), as follows:
N

%OQ)

N
I. Annex Xll shall be amended in alphabeticé{@rd@@o include the active ingredient
Lasmiditan as follows: 00 \
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Lasmiditan

Resolution of: 5 October 2023
Entry into force on: 5 October 2023
Federal Gazette, BAnz AT DD. MM YYYY Bx

Therapeutic indication (according to the marketing authorisation of 17 August 2022):

Rayvow is indicated for the acute treatment of the headache phase of migraine attacks, witl'r\s

or without aura in adults. S 6\‘
S
Therapeutic indication of the resolution (resolution of 5 October 2023): \\’)\,\ \?‘
See therapeutic indication according to marketing authorisation. %0 . QQ
& O
\ * K@

1. Additional benefit of the medicinal product in relation to @e@ \)riate comparator

therapy @4 \o

%) ‘\0(0
Adults with migraine with or without aura who neeQ?cuL eatment
&

Appropriate comparator therapy for Iasmidi'g\Q (Q(b

— A patient-individual therapy takingnt @ount pretreatment, the severity of the
antdiseases, selecting selective serotonin 5HT1
, iptan, frovatriptan, naratriptan, rizatriptan,
nd\sn\on-steroidal antirheumatic drugs (acetylsalicylic

attack as well as existing conc
receptor agonists (almotri
sumatriptan, zolmitript
acid, diclofenac, ibu @nbo

Extent and probability c{’éhe ‘ itional benefit of lasmiditan:
An additional benefi& n oven.

2" Q
Study results acc%ﬁ'd%\s@%ndpoints:l
(%

Adults with @ﬂrain‘gs&ith or without aura who need acute treatment

%)
Ther%@Qq\@\e'ssable data.
RS

Q¥

! Data from the dossier assessment of the Institute for Quality and Efficiency in Health Care (IQWiG) (A23-35)

unless otherwise indicated.
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Summary of results for relevant clinical endpoints

Endpoint category Direction | Summary

of

effect/

risk of

bias
Mortality n.a. There are no assessable data.
Morbidity n.a. There are no assessable data.
Health-related quality n.a. There are no assessable data. .\. !
of life (\6 (\@

R N - A
Side effects n.a. There are no assessable data. X\O ‘\Q
Explanations: \\)" Q\V
/N statistically significant and relevant positive effect with low/unclear reliability of@ )
J: statistically significant and relevant negative effect with low/unclear rellabllltK@dataC)
M statistically significant and relevant positive effect with high reliability of\data ~&§
J L : statistically significant and relevant negative effect with high reliabil'@ fda
&>: no statistically significant or relevant difference (%) (b\‘%
@: No data available. . O
S

n.a.: not assessable A

.\('o (v4]

2. Number of patients or demarcation of pati g;gé& eligible for treatment

Do
Adults with migraine with or without auta\ﬁ&o,n d acute treatment
N \ 4

s\\‘Q

O

: X, O(\ I

3. Requirements for a qu%@y-as d application
NN

The requirements in @ p@uct information are to be taken into account. The European

Medicines Agency, @rovides the contents of the product information (summary of

product characﬁs i PC) for Rayvow (active ingredient: lasmiditan) at the following

publicly aCC@\& e liflo(last access: 20 April 2023):

https://vwgi.erﬁgeuropa.eu/documents/product—information/rayvow—epar—product—

infor@\n @.Qdf
Q)

Q

approx. 2,750,000 patients 0@
&O

Q¥
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https://www.ema.europa.eu/documents/product-information/rayvow-epar-product-information_en.pdf
https://www.ema.europa.eu/documents/product-information/rayvow-epar-product-information_en.pdf

4. Treatment costs

Annual treatment costs:

Adults with migraine with or without aura who need acute treatment

Designation of the therapy Annual treatment costs/ patient
Medicinal product to be assessed: .\\
Lasmiditan €21.25 - €2,177.40° o oF
Appropriate comparator therapy?:
Almotriptan €214-€256377 O \C
Eletriptan €3.16 - € 274.602 %V s‘@\'
Frovatriptan €4.79-€ 27;;30 &Q
Naratriptan €6.40 - € 272.0C 005
e gﬁﬂ

j) AN
Zolmitriptan \\% 6. tl) €279.60%

Costs after deduction of statutory rebates (LAUER- TAXE®6®¥t{@ed 15 September 2023
Costs for additionally required SHI servg@ no@gpllcable

5. Medicinal products with ne gredients according to Section 35a, paragraph 3,
sentence 4 SGB V that can\g a combination therapy with lasmiditan

In the context of the d% of medicinal products with new active ingredients pursuant
to Section 353, para %ntence 4 SGB V, the following findings are made:

Adults with mig}gme wtéﬁ or without aura who need acute treatment
Qv
—  No.fedi Qf product with new active ingredients that can be used in a combination
Q)@%@@,and fulfils the requirements of Section 35a, paragraph 3, sentence 4 SGB V.

Q\Q(b

2The annual treatment costs vary from patient to patient depending on the frequency of attacks. For the purpose
of comparability, the costs are given for an exemplary range of 1 to 60 migraine attacks per year.

3 The appropriate comparator therapy comprises pharmacy-only, non-prescription medicinal products. These are
excluded from care according to Section 31 SGB V. An exceptional circumstance according to Section 34,
paragraph 1, sentence 2 SGB V does not exist. Thus, the prescription of these medicinal products is not allowed
at the expense of the statutory health insurance. Therefore, the cost illustration for these preparations is omitted
in the resolution according to Section 35a paragraph 3 SGB V.
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Il.  The resolution will enter into force on the day of its publication on the website of
the G-BA on 5 October 2023.

The justification to this resolution will be published on the website of the G-BA at www.g-
ba.de.

Berlin, 5 October 2023

@ &
Federal Joint Committee (G-BA) ,‘\30 QO
in accordance with Section 91 SGB V \\) \?~
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