Gemeinsamer
Bundesausschuss

Resolution
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of 17 August 2023 . %Q(O Q\'
At its session on 17 August 2023, the Federal Joint m%ée (G-BA) resolved to amend the
Pharmaceuticals Directive (AM-RL) in the versior@ ecember 2008 / 22 January 2009

(Federal Gazette, BAnz. No. 49a of 31 March st amended by the publication of the
resolution of D Month YYYY (Federal Gazeti@ AQ\QT DD.MM.YYYY BX), as follows:

@

. Ny . .
In Annex XII, the following inform ﬁ,& s&l e added after No. 4 to the information on
Sgnav' a
O

the benefit assessment of Dolu cavir/ lamivudine in accordance with the
resolution of 19 March 2015:x ‘\
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Dolutegravir/ abacavir/ lamivudine

Resolution of: 17 August 2023
Entry into force on: 17 August 2023
Federal Gazette, BAnz AT DD. MM YYYY Bx

New therapeutic indication (according to the marketing authorisation of 20 February

2023): N

Triumeq is indicated for the treatment of Human Immunodeficiency Virus (HI %mfe
children weighing at least 14 kg to less than 25 kg.

Triumeq is indicated for the treatment of Human Immunodeficiency Vl@—l \(F’hfected
adults, adolescents and children weighing at least 25 kg.

Before initiating treatment with abacavir-containing products, scre\tﬁg’g f arrlage of the
HLAB*5701 allele should be performed in any HIV-infected pa spective of racial
origin. Abacavir should not be used in patients known to carry }-\Lé 5701 allele.

\0(0
Therapeutic indication of the resolution (resolution A@gt 2023):

Triumeq is indicated for the treatment of Hum Im(r(\%odeflaency Virus (HIV) infected
children weighing at least 14 kg to < 12 years. (@) (0

Before initiating treatment with abacavir-g@ntai \§g\ products, screening for carriage of the
HLAB*5701 allele should be perform r@ HIV-infected patient, irrespective of racial
origin. Abacavir should not be used @atli nown to carry the HLA-B*5701 allele.

(\

1. Additional benefit of théﬁ { al product in relation to the appropriate comparator

therapy ((\ QQ
a) Therapy nalvg Idre’&'wnh HIV-1 infection > 14 kg to < 6 years

Approprlated':&n@%tor therapy:

AbacaV|s\§¢am%u%’|ne or abacavir + emtricitabine, in each case in combination with

- a\&’ﬁ\tonawr or
Q?a@awr or

- _fevirapine or
) p

\@(b

- darunavir + ritonavir

atazanavir + ritonavir or

or dolutegravir + abacavir + emtricitabine

Extent and probability of the additional benefit of dolutegravir/ abacavir/ lamivudine
compared to the appropriate comparator therapy:

An additional benefit is not proven.
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b) Therapy naive children with HIV-1 infection > 14 kg from 6 to < 12 years

Appropriate comparator therapy:

Abacavir + lamivudine or abacavir + emtricitabine, in each case in combination with

- atazanavir + ritonavir or \

- darunavir + ritonavir ~\§
o OF

. 00 (\0

A\e

Extent and probability of the additional benefit of dolutegravir/ ab @wr@gfmvudme

compared to the appropriate comparator therapy: @

An additional benefit is not proven. Q\K

r§°
c) Therapy experienced children with HIV-1 |nfect|oru..(?4 Igg\ceb <12 years

or dolutegravir + abacavir + emtricitabine

Appropriate comparator therapy:

- A patient-individual antiretroviral the 9 a selection of approved active
ingredients; taking into account the @\/loub erapy/ therapies and the reason for
the change of therapy, in particul @theQ failure because of virological failure and
the possible associated develrg&nt@ resistance or because of side effects.

L\

OQ’ &

Extent and probability of t *a naI benefit of dolutegravir/ abacavir/ lamivudine
compared to the appro parator therapy:

An additional benefb& noQg’oven
% Q

Study results a&dm&o endpoints:

a) The;%bv na@)e children with HIV-1 infection > 14 kg to < 6 years

%@%}ata versus the appropriate comparator therapy were presented.
O
Q

Q¥
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Summary of results for relevant clinical endpoints

J: statistically significant and relevant negative effect with low/unclear rehabrl&%f d

M statistically significant and relevant positive effect with high reliabili »

J L statistically significant and relevant negative effect with high rell@\}t Qﬁ%
O

<>: no statistically significant or relevant difference (o s\’\
. @~ N
J: No data available. % <O
. > &
n.a.: not assessable
o) &
O Q)

b) Therapy naive children with HIV- 1&?&11% > 14 kg from 6 to < 12 years

No suitable data versus the appr Q’E&nparator therapy were presented.

Summary of results for reIe cl@gl endpoints

Endpoint category Dlrectlon of effect/ Summary
risk of bias
Mortality %v Uh.a. There are no assessable data.
(b' (JQ
Morbldltyi\\ Q) n.a. There are no assessable data.
Healt Qlata‘quallty %) No data available.
Of@ O
Side @\cts n.a. There are no assessable data.

E)@dﬁatlons

Q\‘I‘ statistically significant and relevant positive effect with low/unclear reliability of data
J: statistically significant and relevant negative effect with low/unclear reliability of data
M statistically significant and relevant positive effect with high reliability of data

J L : statistically significant and relevant negative effect with high reliability of data

&>: no statistically significant or relevant difference

@: No data available.

n.a.: not assessable
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Endpoint category Direction of effect/ Summary

risk of bias
Mortality n.a. There are no assessable data.
Morbidity n.a. There are no assessable data.
Health-related quality | @ No data available. _\_\
of life
Side effects n.a There are no assessable data & QQJ

\:\‘O ~0

Explanations: \\) @\\(~
/M statistically significant and relevant positive effect with low/unclear reliability of ,‘\}Q



c) Therapy experienced children with HIV-1 infection > 14 kg to < 12 years

No suitable data versus the appropriate comparator therapy were presented.

Summary of results for relevant clinical endpoints

‘7

Endpoint category Direction of effect/ Summary
risk of bias

Mortality n.a. There are no assessable data. (\@* @"\‘
Morbidity n.a. There are no assessable data. \\ VS\
Health-related quality | & No data available. OVQ N
of life (Q)% ) N

- N
Side effects n.a. There are no assesiagega\@
Explanations: QQ‘\%V
/M statistically significant and relevant positive effect with low/uncl eliﬁﬁy of data
J: statistically significant and relevant negative effect with Iow/@(gear '\bility of data

|I|ty of data

J L : statistically significant and relevant negative effe eliability of data

M statistically significant and relevant positive effect wﬁb
! r

<>: no statistically significant or relevant dlfferenceC) \(\

J: No data available. b&
.a.: hot bl \Q
n.a.: not assessable ‘0@ CS)\

N
2. Number of patients or d(}iarcésgn of patient groups eligible for treatment
a) Therapy naive ch@enw@’n HIV-1 infection > 14 kg to < 6 years

approx. 4 patle@ Q
& \\}
b) The;%bv na@ﬁ children with HIV-1 infection > 14 kg from 6 to < 12 years

a . sé’cients
B

c O)%erapv experienced children with HIV-1 infection > 14 kg to < 12 years

Q\Qpprox. 67 patients

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 Triumeq (combination of active ingredients: dolutegravir/
abacavir/ lamivudine) at the following publicly accessible link (last access: 16 May 2023):
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https://www.ema.europa.eu/en/documents/product-information/triumeq-epar-product-
information en.pdf

Treatment with dolutegravir/ abacavir/ lamivudine should only be initiated and monitored by
doctors experienced in treating patients with HIV-1.

4. Treatment costs \\
Annual treatment costs: + t
%0
a) Therapy naive children with HIV-1 infection > 14 kg to < 6 years O
\:\O s(\
Designation of the therapy Annual treatment costs/ patient
Medicinal product to be assessed:
oY
Dolutegravir/ abacavir/ lamivudine € 9,79}@ —[gﬁl@49.84
Appropriate comparator therapy:
Base therapy %U () >
Abacavir @° £1999.47 -€2,832.58
Emtricitabine &7, 0€1,603.08-€2,315.56
Lamivudine O €1,337.45-€2,006.18
. o P O
Abacavir + emtricitabine Q)OO‘(\ €3,602.55-€5,148.14
Abacavir + lamivudine RO €3,336.92- €4,838.76
Concomitant active ingredient: (.‘QU g\\\\
. (o) )
Atazanavir A\ - 1
Q. r\(\ €7,638.23-€9,547.79
. . N A\
Ritonavir ((\Q){\ (0(‘@ €413.50-€722.70
Darunavir A €2,977.631
N xe
Lopinavir/ ritonavir (7] 0',(\ €2,629.37-€4,319.68
- <A N
Nevirapine Q}% O €3,170.03 -€4,755.04
Raltegravir s\’\\ 0’\) €2,518.62-€3,777.93
Dolutegrawlt <> €4,199.63 - € 5,039.56
Fotal 3
Abaca\(y}*\emtricitabine + atazanavir + ritonavir €11,963.48 - € 15,418.63
>
A vir + emtricitabine + darunavir + ritonavir
Apdca €8,539.28
N\
bacavir + emtricitabine + lopinavir/ ritonavir €6,231.92 - €9,467.82
Abacavir + emtricitabine + nevirapine €6,772.58 - € 9,903.18
Abacavir + emtricitabine + raltegravir €6,121.17 - € 8,926.08

! According to the product information, darunavir is approved for children weighing 15 kg or more. The
indicated annual treatment costs for the combinations with darunavir represent the dosage for children
weighing more than 15 kg.
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https://www.ema.europa.eu/en/documents/product-information/triumeq-epar-product-information_en.pdf
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Designation of the therapy

Annual treatment costs/ patient

Abacavir + emtricitabine + dolutegravir

€7,802.18 - € 10,187.70

Abacavir + lamivudine + atazanavir + ritonavir

€11,697.85 - € 15,109.25

Abacavir + lamivudine + darunavir + ritonavir €8,229.89
Abacavir + lamivudine + lopinavir/ ritonavir €5,966.29 - €9,158.43 ~\\,
. . o "\"
Abacavir + lamivudine + nevirapine € 6,506.95 - € 9,593.80
& Qé-“
Abacavir + lamivudine + raltegravir €585554-€8 GLQ\@ Q
T ’ v\
. : N oV
Costs after deduction of statutory rebates (LAUER-TAXE®) as last revised: 1 August 2023)0 . QQ
@° &
Costs for additionally required SHI services: not applicable (b'\\ \&Q
& Q

12 vears

b) Therapy naive children with HIV-1 infection > 14 kg f@

. CY

Designation of the therapy

Annual treatment costs/ patient

Medicinal product to be assessed:

S L
D OS €11,382.97 -€-11,749.84

Dolutegravir/ abacavir/ lamivudine _(
Appropriate comparator therapy:
N ~
Base therapy ?\0 \r\Q)
Abacavir O €3,866.99 - €5,155.99
Emtricitabine QY €2,671.80 - €3,322.11
— XS O -
Lamivudine h(\ ‘\@\ €2,006.18-€2,465.12
Abacavir/ lamivudine (Q QQ €743.18?2
Abacavir + emtnata%ﬂg \' €6,538.79-€8,478.10

Abacavir + Iamm@fﬁ’e \(U

€743.18%-€5,873.17

Concog@gactﬁé ingredient:

Atazana\/t@ ‘(\U

€2,923.29-€4,337.78

Ritoravir \,@ €413.50
DarunavﬂQ €2,977.63 - € 3,805.04
Dol “r’awr € 8,307.52
\QvTotaI:

Abacavir + emtricitabine + atazanavir + ritonavir

€9,875.58 -€13,229.93

Abacavir + emtricitabine + darunavir + ritonavir

€9,929.93 -€12,696.65

Abacavir + emtricitabine + dolutegravir

€14,846.31 - € 16,785.62

Abacavir + lamivudine + atazanavir + ritonavir

€5,494.47 - €9,209.96

2Fixed combination of abacavir/ lamivudine not approved for children <25 kg
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Designation of the therapy Annual treatment costs/ patient

Abacavir + lamivudine + darunavir + ritonavir €4,961.73 -€9,264.30

Costs after deduction of statutory rebates (LAUER-TAXE®) as last revised: 1 August 2023)

Costs for additionally required SHI services: not applicable

N\
c) Therapy experienced children with HIV-1 infection > 14 kg to < 12 years +

9
Designation of the therapy Annual treatment costs/ patient
Medicinal product to be assessed:
Dolutegravir/ abacavir/ lamivudine € 9,791{3&@1}&93’.84
Appropriate comparator therapy:
U A 4
Individual antiretroviral therapy? €@§26ﬁ€ 20,285.85
Lower range tb 5\\
@V
Abacavir/ lamivudine & €743.18
O\
Nevirapine (®<(® €1,382.92
Ab ir/ lamivudine + irapi O €2,126.10
acavir/ lamivudine + nevirapine ,\Q) 0‘{\ ,
3 Ubeeonec
O
Abacavir o’ O‘\ €5,155.99
o \\
Emtricitabine ,\\Q \OQ €3,322.11
Maraviroc @K \% €11,807.75
\\
Abacavir + emtnat;%ﬁg + maraviroc £20,285.85
'0)

Costs after deductp#f st@ory rebates (LAUER-TAXE®) as last revised: 1 August 2023)

Costs fo &IU&QW required SHI services: not applicable

5. Des i%tlon of medicinal products with new active ingredients according to Section 353,
pgagraph 3, sentence 4 SGB V that can be used in a combination therapy with the
\@ ssed medicinal product

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:

3 Because of the different combination options in individual therapy, not all possible variants of combination
therapies are presented and considered but the cost range from a cost-effective (abacavir/ lamivudine +
nevirapine) to a cost-intensive therapy (abacavir + emtricitabine + maraviroc) is specified as an example.
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a) Therapy naive children with HIV-1 infection > 14 kg to < 6 years

The following medicinal products with new active ingredients that can be used in a
combination therapy with dolutegravir/ abacavir/ lamivudine in the therapeutic
indication of the resolution on the basis of the marketing authorisation under
Medicinal Products Act are named (active ingredients and invented names) in
accordance with Section 35a, paragraph 3, sentence 4 SGB V:

Dolutegravir (Tivicay) _\5\
o oF

b) Therapy naive children with HIV-1 infection > 14 kg from 6 to < 12 vea.;:s()ovg\Q

W
The following medicinal products with new active ingredients thigt’'c e used in a
combination therapy with dolutegravir/ abacavir/ lamivudiqe’ i the therapeutic
indication of the resolution on the basis of the mar authorisation under
Medicinal Products Act are named (active ingredieQ@a vented names) in
accordance with Section 35a, paragraph 3, sentenceé@GBO\@.\
Dolutegravir (Tivicay) @‘b Qs\}
0\% @
L0
o
c) Therapy experienced children with Hlv-ﬁeg@z 14 kg to < 12 years
OO

The following medicinal products (&h g\/ active ingredients that can be used in a
combination therapy with d%h}e / abacavir/ lamivudine in the therapeutic
indication of the resolutiggb nc§ge basis of the marketing authorisation under
Medicinal Products Ac @med (active ingredients and invented names) in
accordance with Sectj %@ragraph 3, sentence 4 SGB V:

o N
Dolutegravir (Tivi %)
%%@%\4
Q
@Q &\Q
>

II. In Ai’m X )%ac%f the Pharmaceuticals Directive, the following information shall be
a@ﬁ intalphabetical order:

a9 .
"Actl@ngr(@@ent of the assessed medicinal product

Dqute%@Qr/ abacavir/ lamivudine

q\"’(b

esolution according to Section 35a paragraph 3 SGB V from

17 August 2023

Therapeutic indication of the resolution

Triumeq is indicated for the treatment of Human Immunodeficiency Virus (HIV) infected
children weighing at least 14 kg to < 12 years.
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Before initiating treatment with abacavir-containing products, screening for carriage of the
HLAB*5701 allele should be performed in any HIV-infected patient, irrespective of racial
origin. Abacavir should not be used in patients known to carry the HLA-B*5701 allele.

a) Therapy naive children with HIV-1 infection > 14 kg to < 6 years

Naming of medicinal products with new active ingredients according to Section 353, \\
paragraph 3, sentence 4 SGB V (active ingredients and invented names) +

Dolutegravir (Tivicay) Q Q®+
?S\
S

b) Therapy naive children with HIV-1 infection > 14 kg from 6 to < 12;@3[’&

Naming of medicinal products with new active ingredients accordmgt‘&%ecggﬁ 353,
paragraph 3, sentence 4 SGB V (active ingredients and invented n& SQ\

Dolutegravir (Tivicay) A \
% Q(b
RN

Q7

c) Therapy experienced children with HIV-1 infe¢tign Zcﬁ’kg to <12 years

Naming of medicinal products with new active mg%% e& according to Section 353,
paragraph 3, sentence 4 SGB V (active mgredm;r@s‘a@nvented names)
<
@
2 &
oZ A
Period of validity of the deagnat&p(smcg or from... to)
Since 17 August 2023" (’\\V @\O
)
%6‘ K\
& &
ll.  The res |o \ enter into force on the day of its publication on the website of
the G\{RA o &August 2023.

The just@@a@mﬁ@thls resolution will be published on the website of the G-BA at www.g-
ba.d&

Dolutegravir (Tivicay)

O
Berlin, ngust 2023
9
>

\Z
Q Federal Joint Committee (G-BA)
in accordance with Section 91 SGB V

The Chair

Prof. Hecken
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