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Study No.001 was a multicentre, single-arm, prospective, open-label, Phase Il study
conducted in Europe that evaluated the efficacy, safety, tolerability, and pharmacokinetics
(PK) of XXXXX in subjects with primary immunodeficiency syndrome (PID) previously treated

with intravenous injection of immunoglobulin (IVIG) for at least 6 months.

(FAEERRER)

v prospective (RIED]

MEEREBR X, TR & [ AME ] (retrospective) 23 1 . FijlA & RBRIL. BFZEEHE
ENIRL, %éﬂ#,ﬁz’))%éﬁ%\ B DI MTAHEATV, T — X ZIET 5D Z L TT,
—J7, #BAMERBRIT, RREZAT LIRS, BEOERE W > CRET 280 Z &
S
V¥V open-label (JESI&ET)

B BRI blind study T, FIV AT ST IR EERE B 5 WIXERSE, BRI #E D
é%K%%ﬁwiﬁmbtﬁ%®gkffoM\W%%\E%Wﬁ_#%@wijubtﬁ
B B SHFER (double blind study) &V W E, —J57, FESHREER (open-label study, %
721% open study) 1TEM(EETITIT O BT, B IBBREREAMOTAL2E 0 41T 5
NBENE LM > TV A TED b ET,

V¥ Phase lll study (55 11l 18555%)

BB, BB IH~IVAIETH Y £33, 20 3% HOBPFEOEKRE T, 2HD
BFEICKT LT, 1 MR TR O RIS S L - ARICEVEDZ G L, EBEOSR
WIEWIET, (1) AL 2t (2) BISERICRT 2 HE - &, () &IFER - i &
OB &%, R L O BGERIC L 0l - BEEL £,

V tolerability (REM)

BIVER DR I & > TENIL T AFLNORELA R LIEH DT,
V¥ pharmacokinetics (PK)  CEiEEs ()
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No0.001 #BRIL, I —nr v/ CHEhE S 7= Zhipd LR IEE MEim & 56 N AR TH Y |
WE6 » HRILLE, S/ a7 U UEE (IVIG) %32 7= M e A RIERRE(PID) B &

KR, XXXXX OEME, 2t AR, BLOSEYEHE PK) 27 L7z,
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BRI RER U E L7 X 0 ICEREBRITIT 4 BE P ORBR D H 0 £,

’% | AR (Phase | study) : f@% BN E 72 ITBYERE x5 & LT, EICHEHFHEOA
B, HEhRER KOS A D 7o OB,

5 1 AHEER (Phase 11 study) : FEBESH/D LD BB Z6E U CER | AHERER TR MED HERR

HABEOHEAN TR E G L, Z0Q1) B A, () KpEhg, 3) ﬁﬁﬁf@

s (Febagk, BEHH, REMRER L) - HE (Rb2IRNREEGE) 228, F 1

FHRRBRICHE Do 7= O DI MAUET 2 2 L A HI & 3 538k, 8%, M{EL LRI

BEAER (T 0 # 2B 7T B AR RO T HlGaRBR) 2338 S E T,
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The study planned to enroll a total of 335 subjects. In order to enroll this number of subjects, it
was expected that approximately 447 subjects had to be screened, taking into account an
estimated 25% screen failure rate between Screening and Baseline. Subjects who

discontinued prematurely were not replaced.
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V subject CAEBI. fEGIZL. #ERES)

FEG] (B0 OHERE LRI N DTGB NLNTT A, BARIIZR 5 T & 72 BRITIE ER] (350
ERRTRETY, case b MiEfl) EFIBHRTEEHENET,

(1) case report form (CRF) : JEfB# 5=
V¥ screen (ROU—Z2T%135) (&5 : screening (RD')——22))

BERAT O D DB OBIR - BRIMEHE L RS LEDE RN OHRE 2 RET 5 L X
BRSPS 5 L DIER G OFER AT, AR D . AR 2t LT
LT EEVNET,

(f51]  preliminary screening : FliiA 2 J—=27
V¥ Baseline WR—=251]

N—=2A T A i, MREEERET DEAMORRD 2WIIZORF TORET -2 D &
TY,
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AFRBR O HAEBRGERIENT 335 Bl Th o7, = D HERGHEGIEL &3k 9 572Dl A
TV == TNBHR—RAT A L F TICRE & T SN DEIG % 25% & HEE LT, K 447
TR V== T ERITHOVENGD D EEZ Bz, 1BBEROE G2 Pk Lo ilinsix, @it
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PRNATHERBRIEEE (v MU —) SNDZ LT T4, PRE ONHESLRITK
KEBOEEZ R E 2 TAUXR BN STV ETHH Y /A,
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A O EERFRER O Fhs O FEMEIZ BT 285 | OIEAIC W T GERFAI 1228 557 75 -
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WLT, RXEEBIINCHD N ERNEL X O, EITERIHY £,

RERRE 1 (ED

PIE 1 THRY BT 75 7 a7 ) SR OB R BRI E2 S P L 72 —3C T,

This analysis provides the basis for the overview of adverse drug reactions (ADRS) in the
Summary of Product Characteristics for XXXXX, and enables a comparison to ADRs reported

for other SCIG products.
(BRx]
AFEHTIE. XXXXX D EHE G ORGHEE T 2 WM G (ADR) OBEZEDOIRYLE 72

D . o> SCIG A THE &7~ ADR & DHER A AIREICT 5 H D Th D,

RERE 2 (KD

B 2 KO 3 THRY BT 7-IRGEAER 1 (TNF) oA EFEIT 6 2 5 SOGIZ DU THadE
L7eEE NS OHRTT,

In this study, a positive antibody response to XYZ was defined as a level greater than
2.4 units/mL.

(---) At Week 34, the percentage of anti- XYZ antibody positive subjects was 29.6% for the
placebo+MTX group, 13.1% for the XYZ 200mg Q2W+MTX group and 9.5% for the
XYZ 400mg Q4W+MTX group.

(5Rx]

ARBRClIE, XYZ SUSHUABRED 2.4 units/mL BO5E . XYZ RUSHURRME & EF Lz,
55 34 8 F TIT XYZ HURBGNE & 70 o 7o OFIG1E. MTX+ 77 2 AREET 29.6% Tdh >
T2 DITHE L MTX+XYZ200 mg Q2W #% 5-#£C 13.1%, MTX+XYZ 400 mg Q4W # 5-8£ T 9.5%
Tholz,
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