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. (1) =, glote| go8 U= A
£. Efficacy and safer of | 4¢Ql, 154¥ (Y 778 | AA 01 mLEH A%, 7-14 STEOAEZ 1743 ooz
slE preseasonal-specific Hi7E), IgE OH7HA AE | 22t Zo=2 2Hi% EHS 337.0)
Mol immunotherapy with 4 ge27]d HE/2 | SIHAA B 0.6 mLO| A 2”'%7}%4\_(59_ 0| JHME|
34 an aluminium - Y SxHEAR FH | SRV EHEE om A 272 DjStE IgE
0] & W | adsorbed six-grass sk & Ql8), skin prick | (X THA) 2_7“\;—,_1 GE zyfarl_ d
7 pollen allergoid, test ZT} B2 UM | ABSEE £Y 25 SHE gwﬂ;ﬁgoﬂgﬁ He, He
(pivotal) | Allergy(SCD) of YA KBAIRL, 4% 2tHo= B | 00 TH O x s
06 mLEO1 2~3L4 7} I|—’-5?5|' T I"I‘Tl |_3(c> o T o 03)
i T TT T 0] Bk 2uE
The effects of grass (=7|EHA)
; oH = = 7-
pollen allergoid 20 AEE 278, 9 | oy mon o mere | T BOSQI2E4ES o
2. immunotherapy on A7t Ao 2 2H{Y BEZ | o C
< o ofCfx 269, IgE Of | = =, flfoiHl fold A= JHMd
St clinical and =7tA7{ BY 0.6 mLO| % | !
: . e AZE Lz = St
4.0} immunologiccal M B s skin Tzt B2 & 2K HHA 7|2 Of)
344 parameters in children orick tZst I;d_‘i e (S X|CHA|) " IOEhI_;_UE'}‘I_I Gi 20
274 with allergic rhinitis, g’E{HIOﬂ OtA-IEJ- T ABEsr EE 2 SHE a‘_ gE= 42491 IgG= S
Pediatr Allergy =0T ee K|2A|Z 4F 7HH4o=2 BY | &
Immunol(SCI) 0.6 mLEOQ], 2~3H7F X|&3H
: - e} A(Z=AFRIA) O|OF
; Long termlefﬁcacy of Ad 34 oia Ao tl|xr7Hli|Z)|-|56jl:(o$ooiTg)°;|l_||Etl
. o o (I | oz xEwe b Qe | AYY £ Y8 KB BE | g0 0 T T
ot pollen immunotherapy Sl 149, CJxZ 14 | & 647t Xx D A
ENY} in children, o D ToOEE TES HA 2Xpo| 23%0|M ZE7|A
Allergy(SCI) < Y, 272 70%
Twelve-year follow-up
agter discontinuation | K|\t 34 A& A|EQF I
. Xb WP (AR ZS)  9|ok]
;H of preseasonal grass | 22 X|RE2 Hl Q= | A|HY £0f g, X|E B E|}7Hi10+| ;2(:; 06':'01_"_5) —I‘;l;IE}}
*_OI':f pollen immunotherapy | 2t} 279, X 26 | & 127t X kAt o ol =T m
= in childhood, g e
Allergy(SCI)
Pollen immunotherapy
reduces the -
| NEgoz =03t ZOIX| | 14 TIHADEIZE QY 7
E’H development of | 20}, grass, bitch 3}& li':’:_' = o_'_010 ARAR| | 1% Bop (| I-Eo A ol
ot th . hild of ot A2y ZH FESHX| %3 XS FAR)OM  RICHH] &
aop | B o el Sl or | £71RECE AFY 7o | ogols JHMO| LiER
dapop | Wi seasonal | 8 BHOIUE 201 5 150z Fa 3zt 6| 3H R0 & HA BR 47} 9]
t rhinoconjunctivitis, 3 = Jlzoz ox| obzio) Bl M
J Allergy Clin
Immunol(?)
e pivotal study: Efficacy and safety of preseasonal-specific immunotherapy with an aluminium -

adsorbed six—grass pollen allergoid
D A@YARI: 34, ole®WAd, Yz, vl

2) Nt AE dd

ANe gt

=
-

, 1549 (2 779 A, IgE wiziAd AEA
912), skin prick test A3} 3E LAl AA
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3) frEd A%

@O 12} B7F - GFESFF(6-89 Ato] sHEU
Primary endpoint:

Symptom medication score (SMSP*

Total population Allergovit® grass pollen

Patients with asthma Allergovit® grass pollen
Patients without asthma Allergovit® grass pollen

— gokel B FrolH MRS, FARTG Fule] FEFY

@ 2 H7rHSg
— 9ok} [gEE 7HA, IgGye Z71H0)giuke-z 9 x]),

- SAAEAMAG 1545 1339 (86.4%)0 4 816719
A Atk AlEa2 699H(89.6%), YeFe 649

el A A

o] gt %-%

versus placebo
versus placebo
versus placebo

727} e

Aaegon, 1619 ol
1% °ﬂ}\1 4/\ 17H o]/\L,] o]

Active Placebo
System Organ Class (N=77) (N=77)
n patients : % patients | n patients : % patients
Total number of AEs 9 P17 6 i 78
i i
Cardiac disorders 0 E = 1 E 13
Gastrointestinal disorders 0 3 R 1 ¢ 13
General disorders and administration site ¢ H
iic:ondiliens 0 : " 1 : 13
“Injury. poisoning and procedural complications 3 E 39 0 E
uMuscuiosKeieta! and connective fissue disorders 3 E 39 1 E i3
Neoplasms benign, matignant and unspecified 0 E ) ’ E 13
(incl cysts and palyps ' i
“F‘ragnancy, puerperium and perinatal conditions ) ; . 1 : 13
‘IReproﬁucti\:e syslem and breast disorders 1 E 13 0 E .
!Eespiratory, thoracic and mediastinal disorders 1 E 1.3 0 i -
Vascular disorders 1 E 1.30 0 ‘: =
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o 4o} A The effects of grass pollen allergoid immunotherapy on clinical and immunologiccal
parameters in children with allergic rhinitis

D Addapel: 37, &0, fofdx, vl

2) A @A} A] Pt 278, Az 267, IgE vzl Al del2r]4d vl #4F, skin prick

test A3 3T dejAlo] A3

3) frad 23

O 1% BAES - FRFFES

Rhinocanjunctivitis (symptom + medication) scare

J VAL 4100
r .I"Il-_:i L |q_‘ I ' P R S -‘.'I g

seks 9 13 17 21 25 29 9 13 17 21 25 29

T-injection immunotherapy 1=yr immunotherapy
— 9ok HlF) oAl FEEAHS Fas Wl A FAE AewHA doks

@ 22+ H7pHe
*peninl

p=0.012

- p<0.001 ”
40 40 :
35 )
8 g
e
& ap & a4
E £ 30
g 2 o)
£ 25 2 251
5
gzﬁ p<0001 E. 201
S o
5 ]
E 15 E 15
E
= @ —y—
=0.039 |
£ 10 b Z 101 |
= D
5 T 51
== L =E = o

Baseline 74nj  1yr 2y Baseline 7-nj 1y 2yr

Immunotherapy Control

— PR [gE= A, IgGe S7HO b2k A)

Bty A

Z A}

4
oo
ot

A multi—centre, randomised, placebo—controlled, double—blind clinical trial for evaluation of safety and
efficacy of specific immunotherapy with an aluminium hydroxide—adsorbed allergoid preparation of birch
pollen allergens

(Including follow—up years for the active group (FU1l) and placebo group (FU3))

FarsterFulEe]l R birch S AeAle] Belmol= AAEZ ST Sol Wdamel Ay FEA
Brkst7] S o, F2191, AoF dx, olF WA ddAd

(A3 (FUul) 9 H°L7L(FU3) T4 XA X3

o
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» ofx 9 AHY NIPF &+ AlY
2079 ol frol5o2 S
Aol A= 12708 Sl fo) 4l
9_1/} Zj].Lﬂ ;‘qe 601]._
<57 #l(nasal) WH-$4>

oA 12709 3

alum— & N oo . [N .
2 deldl - f5o] FYgdeR FUHEg(1ahd), &
TR A ek geko] F7HE 0w 5000 BUZMA S7FeH(24}
Parietaria )
35 2y | SREA: e
- e <¥ ¥ &=} A¥(skin prick test)>
Fol=(L |« F4HAF 9 NIPF )
» AT AR RS diedstE, oelAl/E] A
. d 2 Y] |« 57 vl(nasal)¥F-A B
Tari MG ) gl 5 ukz H|&o] foHoz A
E o IETAAIY
et al VS Pari -0l Igh <Parietaria—&0°] % IgE>
renst v enctariam TR R le dew wma s A%l e fe49
h A(1000 | » Parietaira—5°] IgG % wae g
TU/mL) TG sH9l A< e o
3 3 _Eo ul Py Xe) o
o | orang: olamre <Parietaria 1 IeG ¥ IgG AL >
St o » AET 6E T 1gG A A fFYHew F
ren _
£ edo, ANd %7 APIARE B 5227} %
B(10000 N
&3
TU/ mL) <o AuFS >
v A TR uks-e 137 2 A(1.5%)
v o AA" T4 ukge 277 WA
vV Foe A4l HEg2 8y #FAAlA 1019 FAF
T dAskgl o,
A AW B2 FH4 #UhE Fl Parietaria
allergoidg AH&gF W Qe bdd ¥ A4 &
S UE3R AL, Parietaria 3t 2 AT B =
= A2z Az mEstE Ao A3tsi).
Fof o/ 3
A% w7} .
2k Eoger H7bes 43}

A multi—centre, randomised, placebo—controlled, double—blind clinical trial for evaluation of safety and

efficacy of specific immunotherapy with an aluminium hydroxide—adsorbed allergoid preparation of birch

pollen allergens

(Including follow—up years for the active group (FU1) and placebo group (FU3))
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