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MUDr.Mgr. Jifi Nevrlka
neni zaméstnancem, ani podilnikem zdravotnického dodavatele.

historicky dostal finanéni odménu za pfednasky a/nebo konzultace od
zdravotnickych dodavatel(: ALK-Abello, Astra Zeneca, Berlin-Chemie
Menarini Group, Chiesi, GSK, MSD, Orion Pharma, Sandoz,
Stallergenes Greer, TEVA. Zentiva.

je €¢lenem poradniho sboru (Advisory bord) Stallergenes Greer.
byl hlavnim investigatorem jednoho z center studie SL75.14 (,Actair”).

Prezentace byla podporena spoleénosti Stallergenes Greer.
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ACTAIR — ve vyzkumu i v praxi
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(data o bezpecnosti a ucinnosti)
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RWE (v praxi)
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ACTAIR - ve vyzkumu (klinické studie)

Stallergenes Greer— Europe, USA,

Canada, Israel, Russia AR STG320

Klinicky
vyzkum EU

6 studies . ' r . faze I/l

Z phase | studies (one in adulis and one in kl InICKy VY.ZKU':'TI : (V057.7)

adojescenis) 4452 pacientu Bergmann

| dose-ranging phase Il study in aduits’ = KC, et al.
v' 1804 dospelych 2014

1 phase I study in adults?

:p:’ni{ s-‘:lr:iwc-s;:lcﬁr- Lr. _11*‘.|;11r-:| aln:.! adolescer ¥ 516 adOIESCEHtﬁ |”
v' 270 déti

09 pac.

Klinicky

Shionogi & Co., Ltd - Japan vyzkum EU +

3 studies faze Ill
{ phase | study: i-adalts 1, Roux M, ef al. JACI 2016 138(2)451-458, 2 (SL75.14)
~ Bergmann KC. et al. J 2014 1608~ Demoly P, et
1 phase I/l study in adults and adolescents® .-11 3. De '01-;-. | al. 2020

1 phase |l study in adolescents and children

1607 pac.

- CYeamalo I BAl 20192001 "RE-T3
443, 5 Ckamoto Y, el al. Aal 2019301 '68-T73.




ACTAIR - ve vyzkumu (klinické studie)

VIEIT

e Klinicky Klinicky
TENNANER v y
vy;kum EU vyzkum EU +
faze I/ faze lll
- (VO57.07) smasa (SL75.14)
: Bergmann Demoly P, et
KC, et al. al. 2020
j 2014 '
s el 1607 pac.

Hodnoceni ke konci 1.roku Ié€by — pacienti s AR HDM
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ACTAIR - ve vyzkumu (klinické studie)

PFiznakové skére (Symptom score, SS)

Klinicky

azk EU KI|n|cky Nosni pfiznaky Svédéni nosu (itchy nose) 03
V¥;z:r|r|l"" Vkaum EU + (SAR/PAR) Kychani (sneezing) 03
(prlm C" féze "| z:rece Z nosu (runny nose) 22
5 q p urace nosu (blocked nose) - y
AAdSS) (prlm'CII aTCS) 0éni pfiznaky Svédéni / zarudnuti (itchy / red eyes) 0-3
Bergmann KC DemOIy P’ et (SAR) Slzeni (watery eyes) 0-3
et al. 2014 ’ al. 2020 dSS - Daily Symptom score
509 ac 1607 pac. Lékové skore (Medication score, MS)
p : l:||eVOV)7 1€k H1A (H1 antihistaminikum tbl. / topické) 1
Hodnoceni ke konci 1_ roku Iééby (AR HDM) IKS (intranasalni kortikoid), event. + H1A 2
SKS (kortikoid tbl.), event. + H1A, + IKS 8
‘/ Placebo VS'. STG 320 (DB,PC) dMS - Daily Medication score 0-3
v Hodnoceni tolerance — NU Kombinované skére (Combined Symptom and Medicatior{score, CSMS
v' Hodnoceni spotieby Ié¢by (ARMS 0-3) csMs dSS(0-3) + dMS (0-3) __06

v' Hodnoceni symptom (nos, o¢i _ totalné: AAdSS 0-12 vs. ARTSS o0-12/ ARSS 0-3)

v' Hodnoceni kombinované (ACSMS o0-6/ aTCS 0-15)
v' Hodnoceni kvality Zivota (VAS 0-10, RQLQ 0-168, resp. 0-6)
v' Hodnoceni spokojenosti s 1éEbou (Linkert -2_+2 vs. GRCS -7_+7)




ACTAIR - v praxi (RWE)

‘ Studie SL75.14 (centrum 203010)

Praxe 2015-19

Abstract EAAAI 2020. Worm et Ve
al. stallergenes Greer Data on File. July. *ﬁ;

2070 2023:

farmakovigilance

6 (300IR) 7 (placebo)

2019: CZ/SK gy pzzzza g gy L
NémeCko! (ACtalr) vaaz:ni NO d k:néih ﬁylel:u_meN
2017: Belgie, frerrererdll [ tszem
Novy Lucembursk Igig;—;;{
Zéland o (Orylmyte) et al. 2020
2016: (Artair) 7
Australie, ACTAIR® 300 IR Long-term post-marketing study
Jizni .. INTERIM ANALYZA po 2 letech l1ééby (OKAMOTO et al. 2021)
2015: Korea Safety and effectiveness of the 300 IR %
Japonsk (Actair) sublingual house dust mite allergen

o (Actai immunotherapy tablet: 2-year interim [mmunotherépy
analysis of a specified drug-use survey o é.
(5

Yoshitaka Okamoto'®, Kiyonori Ishii?, Moe Kato?, Haruna Hayashi** & Tomohisa Hata*

ACTAIR® 300 IR Long-term post-marketing study
.. INTERIM ANALYZA po 2 letech Iééby (OKAMOTO et al. 2021)

Prospektivni, neintervencni, observacni, postmarketingova studie na ACTAIR 300IR
aplikovany |ékafi se zkuSenostmi s Ié€bou alergické rymy vyvolané HDM v
klinické praxi v Japonsku. Prizkum byl navrzen tak, aby zahrnoval pacienty
léCené v kazdodenni praxi (se zahajenim od prosince 2015 do listopadu 2017).

Kontroly s hodnocenim Ié€by po 6 mésicich a po 1,|2, 3 a 4 letech IéCby.
Hodnoceni bezpeénosti Iééby (NU)

Hodnoceni Iékafem: zavaznost alergické rymy na 5bodoveé Skale (0 = bez
pfiznakl; 1 = mirna; 2 = stfedné zavazna; 3 = zavazna; 4 = velmi zavazna) pomoci the
Practical Guideline for the Management of Allergic Rhinitis in Japan.

[ VAS: JAP 0-4 vs. EU/CZ 0-10 vs. SL75.14 0-100 |

Hodnoceni pacientem: globalni hodnoceni uc¢innosti vici vychozimu stavu
pomoci stupnice Patient Global Impression of Improvement (PGI-1): velmi vyrazné
lepSi > mnohem lepSi > trochu lepsi > zadné zlepSeni > horsi.

[JAP -1_+3 vs. SL75.14 7_+7 |




ACTAIR® 300 IR Long-term post-marketing study
.. INTERIM ANALYZA po 2 letech IéEby (OKAMOTO et al. 2021)

Vysledky — INTERIM ANALYZA 2 LET leéCby (k 25.3.2020)
Pacienti pro hodnoceni bezpecnosti: 526
Pacienti pro hodnoceni efektivity 1éCby: 371

- - Table 1. Baseline demographic, disease characteristics and treatment factors of patients per analysis set.
Patients with collected CRFs. Item = " v st - 375,
n="545

Patisnts excluded from safety analysis n=13

Contract violation 13
e antigens years)

Enroliment violation

[A patient could be excluded for multiple reasons.)

TG www.upira.cz
n=528

Patients excluded from effectivensss analysiz n=1585
No assessment of effectiveness 148 —
Dosage daviation T i
Oftbsl use I ™" i _—

{A patient could be excludad for multiple reasons ) i s

Efisctivensss analysis sat pra e
n=37 i

ACTAIR® 300 IR Long-term post-marketing study
.. INTERIM ANALYZA po 2 letech IéEby (OKAMOTO et al. 2021)

Vysledky — INTERIM ANALYZA 2 LET Ié&by (k 25.3.2020)
Pacienti pro hodnoceni bezpec¢nosti: 526
Pacienti pro hodnoceni efektivity 1€éCby: 371

‘ Patients with collected CRFs ‘

Dosage deviation 7 53,0 % 279 paC v < 24 méS"C" NeSpOlupl’éce
Off-labsl use 1

{A patient could be axcluded for multipls reasons ) paCIenta

n="545
T ——= Mira pokrac¢ovani v Iécbé (PRAXE
Contract violation 12 . . ,
Enrolimant viokation 7 JAPAN). TypICky NU
e g (A patient could be excludad for multiple reasone.) 87,1 % (458 paC.) po 1 mésici
afety analysis set
‘ n=626 ‘ 72,4 % (381 pac.) po < 6 mésicich
Patisnts excluded from efiectivensss analysis n=155 63’9 % (336 pac) po S 12 mésicic
l Mo azsessment of effectivenass 148 ( )

Effectivenzzs analysis sat
n=37




edlejsi (¢inky pilisobeni
leku. Poruchy chovani,
agresivita a u muZu silné

ACTAIR - Tolerance (bezpeénost)

Abstract EAAAI 2020. Worm et al. Stallergenes Greer Data on

File. July. 2020.
. - » B Active
Active (N=1583) Placebo (N=1588) Active (N=270) | Placebo (N=258) '
Al least one sefious drug-related TEAE E ?’ o

Klinicky
vyzkum

At least one sericus TEAE h;‘;

Drug-related TEAE leading to premature study | 0.5% \ STG320:
withdrawal 7.7%
#%191853 pac.
TEAE leading to premature study withdrawal z_ea.g -
v

17.9%

At least ont: drug-related TEAE

57 4%

atieastone 1e4e | AOSPEi o

0% 20%  40% 0% 80%  100% 0% 20% 40% 80% 80% 100%




ACTAIR - Tolerance (bezpecnost)

Abstract EAAAI 2020. Worm et al. stallergenes Greer Data on

Klinicky

File. July. 2020. géksuzrg
| 205 ' " *"1853 pac.

143

Dospéli (1583) | cedema moutn !_‘” Déti (270)

107
| Throat imtation .
i |Den1-7 8-30 31-90 |

|Den17 8-30 31-90

' 4 . I Abdominal pain F
Tongue cedema F ‘ - B - B
p—

Throat imtation

OCedema mouth

Ear pruritus

B Active  N=1583

® Placebo N=1588 mActive N=270
L Rt F s Placebo N=258

15 20 25 0 5 10 15 20 25
Percent of patients reporting at least one drug related TEAE Percent of patients reporting at least one drug related TEAE

Lip cedema

ACTAIR - Tolerance (bezpecnost)

Abstract EAAAI 2020. Worm et al. Stallergenes Greer Data on

File. July. 2020.
Active (N= 270) Placebo (N=258) uActive
— ) e | 0% % = Yy
Al least one serous drug-refated TEAE 0 | c.r_._-] . Inicialni faze Udrzovaci faze
. 9dnl 5 stsku ..dalSich3 az 5 let
1 1% Vs v o 16 4 4-2401R
At least one serious TEAE h " dOSpell déti L Py
%% ' 4 davky denné
(celorocné)
Drug-related TEAE leading to premature study | 0,s% 300 R 0%
withdrawal | R 70%
400 R
TEAE leading to premature study with 0.8 1.2 3 4

B1%
10 IR/ml (modra)

| ey

Kiinicky v Zadné umrti nebo tézka ana
vyzkum

STG320: v" u dospélych: 2x eosin.ezofagitida, 2x faryngealni edém, 2x faryngealni ,tézka reakce” ;;
1853 pac. e

v u déti: 1x pseudocroup (subgloticka laryngitida) 100%

nJ




ACTAIR (RWE) - Tolerance (bezpecnost)

Abstract EAAAI 2020. Worm et al. stallergenes Greer Data on
F|Ie July 20.20 000000000000000000000000000000000000000000000000

IMPORTANT IDENTIFIED RISKS

Cumulative 89057
patient exposure Severe laryngopharyngeal reactions
Total cases Reporting Rate 04 /10000 Praxe 201 5_1 9
Number of cases 1131 Anaphylactic reactions
. Reporting Rate 01/ 1000 . .
Reporting Rate 127 / 1000 s farmakovigilance
Total serious cases Reporting Rate 0.1 /10000
42¢ IMPORTANT POTENTIAL RISKS
Number of cases 33%?;:;!;?,—_5 [Anaphjrlactic shock 89 057
12% childran) Reporting Rata No report
Reporting Rate l 05 / 1000 Auroimmune disorders
Reporting Rate 02 /10000

PAST NA KOMARY

VODKA

PARATKO

@ ACTAIR

it j.

KAMEN - ucinnost

KOMAR SNi SiiL, PROTOZE S| BUDE MYSLET, ZE JE TO CUKR.
0D TE SOLI SE MU BUDE CHTIT PIT, TAK VLEZE DO VODKY,
PROTOZE VYPADA JAKO VODA.
0ZRALY KLOPVTA A ZAKOPNE 0 PARATKO,

ROZBIJE S1 DRIKU 0 KAMEN A UMIRA...




ARSS LS MEAN [SE]

+
Sneezing 0.0002 faze lll
SL75.14)
Rh h 0.0004 (
inarrhoea Demoly P, et
Nasal congestion <0.0001 al. 2020

Ocular pruritus

SYMPTOM | RELATIVE REDUCTION | PVALUE |

Masal pruritus

ACTAIR - tu€innost (symptomy HDM AR)

091 W0k B Plasha
0.79
0.6
| *

linicky
vyzkum EU
faze I/
(VO57.07)
Bergmann
KC, et al.
2014
509 pac.

0.8%
0.7 )
' 0.70 0.74 |
0.55|
| *
L — N

Sneezing Rhinorrhoea Nasal pruritus Nasal congestion Ocular itching

Svédeni
nosu

VS PLACEBO linicky
vyzkum EU

0.0004

0.0161

Tearing 0.0138
ACTAIR - ucinnost (totalni skore HDM AR)
'z il:lircnk .; Klinicky
5 “;é:e ||/|I|E|U ‘ vyz:;-: |I|E|u '
(prim.cil " f (prim.cil
s, - L
ool 3 Demoly P, et
_ o s
g z
z £z
g 3
oF 0
3 &"W [———————— |
o — £= [ 1
i Redukce s Redukce ¥
AAdSS vs. -17.9% < aTCS vs. -16.9%
placebo W 2 placebo W
‘Ifl g i b | ) ! Ml‘.-‘\'z i t ! 4

Hodnoceni ke konci 1. roku lé€by — pacienti AR HDM
v Placebo vs. STG 320 (DBPC)
v" Hodnoceni symptom( (nos, o¢i _ totalné: AAdSS 0-12)

W N v Hodnoceni kombinované tj. vé&. tlevové farmakoterapie (aTCS 0-15)
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Quality of life score (Least Squares mean)

Quality of life score (Least Squares mean)

ACTAIR - ucinnost (kvalita zivota pri HDM AR)

"

Hodnoceni ke konci 1. roku Ié€by — pacienti s AR HDM
v Placebo vs. STG 320 (DBPC) - hodnoceni kvality Zivota (RQLQ)

*
-23%

!

|

*
- 0%

29A:

i

Overall Score Activities Sleep
T
1
I *
* 1 1% N
129
_ 12{’ | 4 3%
! ) 4
1
1
1
1
1
1
Overall Score Activities Sleep

20"/

22 A:
23 A:
*
\ 28"/ 34A,
Non nose/eve Practical Problems MNasal Symptoms  Eye Symptoms

Symptoms

12Az

-10% 1%

| ‘ & 10Az 3
Necn nose/eye Practical Nasal Eye Symptoms Emotional
Symptoms Problems Symptoms function

vyzkum EU
faze /I
(prim.cil
AAdSS)

Bergmann

KC, etal.

i Placebo
11 300IR

Klinicky
vyzkum EU +
faze Il
(prim.cil
aTCS)
Demoly P, et

al. 2020
1607 pac.

11 Placebo
L1300IR

ACTAIR - hodnoceni efektu

Vstupni data (klinické studie)

Placebo
efekt AIT

- klinicka
studie vs.
realna
praxe

- |ééba na
miru

Konkomit.

terapie

- ,placebo*

- redukce
ulevové
léCby

Prezent.
vysledky
VS. Vysledky
realné | dlouhodob

benefity e
(trvani lécby
nad 1 rok)

Kauzalni
efekty ?

A

~n

.

IlUsznosod audauo

.
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Hodnoceni ACTAIR vs.placebo efekt: studie vs.RWE

Klinicky

277 " . Whchie
Ao NS1SKY)  Placabo 158 fcva(We276)  Placao ket vyzkum EU +
01% 0 faze lll
Afleastone serous drugreated TEAE |4 w (prim.cil
L aTCs)
" Demoly P, et
114 184 (:"5 al. 2020
Atlpas! ang sanous TEAE | . o 1607 pac.
A w
=
. a7
Drug-rlated TEAE eading to premature sy ﬁ [t g &
ithdraial m . 1 4 %
- r— 03 B
TEAE leading to premature shudy wiharaiel . . “ g
N “ 3 Redukce
o *
o
= 0]
Aot o e TEAE 4 112 ) aTCsS vs. 16.9%
At least one drg-felated TEA m b _S“““ w
b <0.0001
I placebo ( )
Nt TEAE | L e
T I :
Faselite i t i 1?7

P SR S S S S

Hodnoceni ke konci 1. roku lé€by - pacienti s AR HDM
v" Hodnoceni NU (tolerance)
v Hodnoceni kombinované tj. v¢. Ulevové farmakoterapie (aTCS 0-15)

Hodnoceni ACTAIR vs.placebo efekt: studie vs.RWE

Klinicky

VIET vyzkum EU +
3 5 [ faze Il
w (prim.cil
T aTCs)
E‘ Demoly P, et
mam Flicchs (3 al. 2020
o 1607 pac.
z
smmes g E
03
=z [ — |
we A 2
n Redukce "
I}
- o)
H aTCsS vs. lgb?)o/lo
_ — E placebo (p<0.0001)
( MONTH } :
¢ e 3t Faselie i ¢ i ]
Srpcion  Rumen Treatmgat prase A trratmiant
iluni s ol g
e Hodnoceni ke konci 1. roku Ié€by — pacienti s AR HDM
o v Placebo vs. STG 320 (DBPC)

v" Hodnoceni kombinované tj. vé. tlevové farmakoterapie (aTCS 0-15)
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Hodnoceni ACTAIR vs. placebo efekt: Iééba na miru

PLACEBO
TCS (0-15): 7,08 — 7,03 tj. - 1%
VAS (0-100): 67,3 — 81,8 tj. +22%
RQLQ(S) (0-168): 56 — 53 tj. -5%

Klinicky
vyzkum EU +
faze lll
(prim.cil

\%Studle SL75.14
(centrum 203010

TCS (0-15): 10,95 — 7,61 tj. - 31%
VAS (0-100): 91,2 — 82,8 tj. - 9%
RQLQ(S) (0-168): 92 — 63  tj. - 32%

TCS (0-15): 12,35 — 6,07 tj. - 51%
VAS (0-100): 85,6 — 66,0 tji. -23%

RQLQ(S) (0-168): 123 — 31 tj. -75%

ACTAIR - hodnoceni efektu

o

o

-;

w | Placebo 5
© efekt AIT | konkomit. —\ o
O | - Kklinicka terapie O«
S| studievs. | lacebo Prezent. C:D
~ realna P vysledky xe)
~ praxe - redukce , o
Sy 68 ulevové VS. Vysledky %
© écba na l6&h o O
ie miru ecby realné | dlouhodob S
c benefity e Kauzalni @
= (trvani lécby | efekty ? =
k7 nad 1 rok)

>
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Hodnoceni ACTAIR vs.konkomitantni terapie:
»placebo® + redukce ulevové terapie

Priznakové skére (Symptom score, S,

ARMS béhem primarni hodnotici periody

Nosni piiznaky ~ Svédéni nosu Klinicky
(SAR/PAR)  Kjchani (s vyzkum EU + (" Retavoreduion )
Sekrece z faze Il vs placcbo 0.30
Obturace (p”m C"
08ni priznaky Svédeni / aTCS) _
(SAR) Slzeni (water Demoly P, et al. 2020 E
dSS - Daily Symptom score 1607 pac. %
Lékové skore (Medication score, MS) S~ f
Ulevovy 16k H1A (H1 antihistaminikum tbl. / topickeé) 1 E i
IKS (intranasalni kortikoid), event. + H1A 2 . H&l;ﬁvﬂ\'r:ll
snizen|
SKS (Kortikoid thl.), event. + H1A, + IKS 3 ¥5. placebo
dMS - Daily Medication score 0-3 p=0.0004
Kombinované skore (Combined Symptom and Medication score, CSMS) \_____J
CSMS dSS(0-3) + dMS (0-3) 0-6 3001 HOM SLIT TABLET

ACTAIR - hodnoceni efektu

)

o

= =
» | Placebo 3
0| efektAlT | konkomit. =
©O| -Klinicka terapie O«
| studievs. | lacebo Prezent. C:D
~ realna P vysledky s
~ praxe - redukce . o)
Sl Glevové VS. Vysledky 7
@© écCba na I6&h o o
o miru ecby realné  dlouhodob 3
c benefity e Kauzalni °
=3 (trvani l6cby | efekty ? =X
» nad 1 rok)

=




Hodnoceni ACTAIR vs.prezentované vysledky: EU

ek i " " Klinicky
Clinical relevance of the treatment effect in the European population ‘ vzium EU +

(prim.cil

aTCS)
Demoly P, et
al. 2020
1607 pac.

SL75.14 - Primary results over the primary period - Subgroup of European patients

L§ Mean difference vs. placebo Relathe LS Wit
Treatment no| L8Mean difference vs,
Point estimate [95% €1 pvalug plicebo

[LS MEAR]

AVERAGE TATAL COMBINED SCORE

Primary endpoint- ANCOVA - mFAS [ |
ATCS TR 348 9 HaZO5 <000t 0%
05 Py 40 Redukce . %
Pinaryendpont- ANCOVA - Randonisd St alCSs vs. -16.9%
ATCS WA A8 e A pEdE i | daes | placebo (p<0.0001)
(45 Placebo B )
AANCEIVA = Analysis of Goriance; ATCS = Avesaga Tota Cormbimed Soore; 1 = Confideace el 1 = Inday of Reaty, 15 = Loeet Squers, mF &S = Modifer Full Anafyss Set = amber of
patieats wih daa avalatie: for g analysis
*Msing At Rader Faselite i : ¥
( + Greater treatment effect observed n European participants vs, overall population (-0.92 vs. -0.74 n
the modified FAS, -0.86 vs. -0.69 in the Randomisad Set) Hodnoceni ke konci 1. roku Iécby
+ Clinical beneft shown in Eurapean Phase Il study and Eurapean sub-population of Glbal v Placebo vs. STG 320 (DBPC), pacienti AR HDM
Phase l sludy v Hodnoceni kombinované (aTCS 0-15)

Hodnoceni ACTAIR vs.prezentované vysledky:
realné benefity pro pacienty

Klinicky
vyzkum EU +
faze lll
(prim.cil
aTCS)
Demoly P, et
al. 2020
1607 pac.

Redukce poctu dnii s vyznamnou rymou (exacerbaci)
vs. placebo ..|25 dnli v rdmci 1.roku lécby

% of days with AR exacerbation Mezan differences in number of days with AR

% exacerbation with 300 IR vs. placebo
1000 Days
x 4
]
80,0
0-3\ s W
3.0
a0 \\J: & .
g —— A8 36 T 7
0.0 T = _1-33 41
369 T 15
200 b ar -
oo 5 22
0 3 & o 1z - 26
Moihs: -5
] 3 [ L] 12
—a—J0IR ~=—- Plap=bo Moanghs = pal 05

{@ »  Over the primary period, the proportion of days with rhinitis exacerbations was significantly (p=0.0003) lower in
the 300 IR group (27.0%) than in the placebo group (33.8%).

= This means a patient treated with STG320 300 IR would benefit from a reduction of 25 days of exacerbation
per year in average compared to a patient treated with placebo.
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Hodnoceni ACTAIR vs.prezentované vysledky:
realné benefity pro pacienty

Globalni hodnoceni Iécby pacienty — spokojenost s Iécbou

Hodnoceni ke konci 1. roku Ié¢by (AR HDM)

v Placebo vs. STG 320 (DBPC), Hodnoceni spokojenosti s Ié¢bou (Linkert -2_+2)

PLACEBO 300 IR

=161 no. (3%)
Marked worsening 4(25)
Slight-to-moderate worsening 763)
Mo change 54 (33.5)

Slight-to-moderate improvement &7 [41.6)

n=149* no, (%l

1{0.7)

1(0.7)
27018.7)
65 [43.6)

vyzkum EU
faze I/

[ Marked improvement 2% (18.0)

(prim.cil

55(35.9) { AAdSS)

Bergmann
KC, et al.
2014

ACTAIR - hodnoceni efektu

o

S

»| Placebo 5
' efekt AIT ' konkomit. —\ o
Q| - Kklinicka terapie O«
S| studievs. lacebo® Prezent. c:D
~ redlna P vysledky o
~ praxe - redukce , o
SU 68 Ulevové VS. Vysledky %
© écba na l6Eb o O
© miru ecby realné  dlouhodob 3
c benefity e Kauzalni D
= (trvani légby  efekty ? =
k7 nad 1 rok)

>
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Hodnoceni ACTAIR vs.dlouhodobé vysledky: 2.rok

Hodnoceni: the Practical Guideline for the Management of Allergic Rhinitis in Japan

r
& manths (n= 255) 1 year (n = 222) 2 years {n = 136) v
' Udinnost

ACTAIR® 300 IR Long-term post-marketing study -~
.. INTERIM ANALYZA po 2 letech 1ééby (OKAMOTO et al. 2021) Lke (S:'I‘)l?igr.:-ﬁ:;?’izeo Avlgc‘i’e

pruméru o stupen
jiz po prvnim 1/2
roce (1/2 rok: minus

5 bodova skala:

20 0 = bez pfiznakd 1.1 £0.8)
1 = mirna
v 2 = stfedné zavazna a
- 3=zévazna - dalSi Ié€ba vede k

. 4 = velmi zavazna dal$imu pokroku.
Figure 4. Change [l_nean + standard deﬁat_ionl from I_Ja_seline in.the rhinitis severity score over time in the ’ (1 _rok: minus 1 _4 t 0.8)
effectiveness analysis set {n - 371). At baseline, the rhinitis severity score {mean = 500 was 2.5 £+ 0B, At & months, 1 .
year, and 2 years of treatment, the rhinitis severity score {mean = SD) was 1.4 £ 0.9, 1,1 £ 0.8, and 1.0 £ 0.8, (2_rok: minus 1 _6 t 1 _o)
respectively, and the change from baseline {mean 4+ 5D) was-1.1 £ 0.8, -1.4 £ 0.8, and -1. 6+ 1.0, respectively.
*ttp < 0.0001.

5D: Standard deviation

Hodnoceni ACTAIR vs.realné benefity: 2.rok

Hodnoceni: the Practical Guideline for the Management of Allergic Rhinitis in Japan

Uginnost - |ékar

V ordinaci lékare v
case (1/2rok .. 1 rok ..
2 roky lécby STG320)
se snizuje podil
pacient( s tézSimi
stupni AR a vytvari
se velky pool
pacienti bez
priznakt (0% —

27.9%)
(%) .
|.Awmpmma‘n’c H Mid Il Moderste [l Severs Very savera neb’o ne]vyse S
mirnou AR
Figure 3. Rhinitis severity ower time in the effectiveness analysis set {n - 371 (G r‘oz 28 60: ]
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Hodnoceni ACTAIR vs.realné benefity: 2.rok

Hodnoceni: stupnice Patient Global Impression of Improvement (PGI-I)
Improvement rate:
e 0.7

-
BT

I T T T T T T
0 10 20 30 40 50 B 70 a0 o0 100

(%)
| [l ery much better [l Much better ] Alitle better B Mo change  Worss

Figure 5. Patient global impression of improvement over time in the effectiveness analysis set {n - 371).
Improvement is defined as “a little better’, ‘much better’ or "very much better”.

Uginnost - pacient

ZlepsSeni valna
vétsina pacientu
pozorovala jiz v
prvnim "2 roce lé€by
(84.7% zlepsSenych).

S pokracujici Ié€bou
se prospéch
pocit'ovany
pacientem obvykle
prohlubuje
(po 1 roce lécby
94.9% zlepSenych,

ACTAIR - hodnoceni efektu

o
o
-
% | Placebo
% ekat_A:T Kf[)nkor_nit.
O - klinicka erapie
| studievs. | acebo’ Prezent.
x| reana P o vysledky
praxe - redukce ]
2 |6& ulevové VS. Vysledky
@ |l -lécCbana &b >
O miru ecoby realné | dlouhodob
S benefity é
% (trvani léCby
@ nad 1 rok)
=

P
)
=
@
)¢
5
D~
yo!
o
7
o)
c
N
Kauzalni ‘3"
efekty ? -
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Hodnoceni ACTAIR vs.kauzalni efekty

SAIT kauzalni — tradi¢ni pohled

SAIT ma dlouhotrvajici u€innost, efekty SAIT
pretrvavaji i po jejim ukoncéeni.
Durham SR. et al. N Engl J Med 1999; 341: 468-75.
Cools M. et al. Allergy 2000; 55:69-73.
SAIT chrani pred progresi patofyziologického
pochodu z alergické rymy do astmatu.

Jacobsen L. Allergy 1997;52: 914-20.
Moller C. et al. JACI 2002; 109:251-256. .

SAIT je prevenci vyvoje od monosenzibilizace
k alergenové polyvalentni senzibilizaci.

Des Roches A. et al. JACI 1997; 99:450-53.
Pajno GB. et al. Clin Exp Allergy 2001;31:1392-97.

COMBINED SCORE

[LS MEAR]

AVERAGE TAOTAL

ZAVER: | Komunikace ACTAIR klientovi

QR @ place

Klinicky
vyzkum EU +
faze Il
(prim.cil
aTCS)
Demoly P, et
al. 2020
1607 pac.

Tato lécba Vam mize prinést dalsi
vyraznou redukci Vasich potiZi oproti
maximalni standardni farmakoterapii.

V praxi to napriklad znameng, zZe
léCeni pacienti ve vyzkumu trpéli
projevy zavazné obtézuijici rymy o
Redukce ¥ - o AT
aTCS vs. -16.9% celych 25 dnu v roce mene nez bez

placebo W této lécby.
: , J Navic se efekt této IéCby do dalSich let

~ prohlubuje a je pravdépodobné, Ze
o jeji efekt pretrva i dlouho (roky) po
jejim ukonceni.

=
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T ACTAIR - ve vyzkumu i v praxi
ZAVERf (data o bezpecnosti a ucinnosti)

* ACTAIR prokazal dobrou snasenlivost a efektivitu v
Iécbé HDM AR v klinickych studiich i v praxi (RWE)

« Limitujici NU jsou mozné
— jako feSeni se nabizi SLIT gtt. s postupnou titraci davky).

» Je tieba odliSit placebo efekt a Spatné respondéry
— vhodné posilit evaluace Ié¢by (RQLQ, VAS, TCS, ..

* U dobrych respondéri mize byt efekt uz do roka ,,az
100%"“

€ €L

ACTAIR — v indikaci AB

2.1.2.2 PREVENTIVNi A REZIMOVA OPATRENI A LECBA KOMORBIDIT
v waSi . . .

» VétsSinou je AIT podavana pacientiim s projevy alergické rymy
komplikované leh€éimi formami astmatu. Podminkou je, Ze je k
dispozici standardizovany terapeuticky alergen s ovéfenou ucinnosti a
astma Je pod dobrou kontrolou.

> VyjimKkou je IéCba sublingualni roztoCovou tabletou (HDM-SLIT),

a lze ji zvazit také u dospélych pacientu s astmatem nedostatecné

STEPS
kontrc -
STEP3 Mediumhigh
hOdnc and STEP 2 Low dose dase maintenance
STEP 1 Lo doss maintenance ICS-LABA
Take ICS whanever maintenance ICS ICHELADA

SABA taken

Other controller options e
for either track
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SPC: STALLERGENES GREER HDM

———" oy
e T S o S
T SEEmEsEEE e EREEmathanE e
* T — R e T
f .~ somp i ot E St e
{ T — e e e
SIS, | ST et e b e T
o et s R T e T e
e ST i e e i e S
e Fp oo e et
IS Acta Ir =T R ] e
N - Smaren sty S e ey
3% 300R — I P D ey e e o Loty M STt i S
K¢  sublingvalnitablety e b e e S T e e e e e o
®3  sublingvlne tablety et e e = ="
B oot dho e = o =
§f| RIS = S
R
STALLERGENES  GREER P ey s

promion e
ey




