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• 시험군:위약군 = 2:1 비율로 배정

• 12주 시점에서 2차 투약 실시 – 모든 참여자가 시험약 투약
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Main Phase Safety Follow-up Phase

Week    -4                  0          2         4                 8                12       14       
16                 20                  24

Screening                                                Treatment

Furestem AD Inj. 
5.0 x 107 cell/vial

Placebo

Placebo

Furestem AD Inj. 
5.0 x 107 cell/vial

중등도 이상의 만성 아토피피부염 환자를 대상으로 퓨어스템-에이디주(FURESTEM-AD Inj.)의 유효성 및

안전성 평가를 위한 Two-Stage, 다기관, 무작위 배정, 이중 눈가림, 위약 대조, 제3상 임상시험

K0106-E
(5년 장기추적조사)

K0106 임상



ITT set 315 (100.00)
Safety set 315 (100.00)
Modified ITT set 314 (99.68)
PPS 261 (82.86)
Modified PPS 252 (80.00)

ITT set ITT set

Safety set 207 (100.00) Safety set 108 (100.00)

Modified ITT 207 (100.00) Modified ITT 107 (99.07)

PPS 165 (79.71) PPS 96 (88.89)

Modified PPS 158 (76.33) Modified PPS 94 (87.04)

Completed158 (76.33) 49 (23.67) Completed 91 (84.26) 17 (15.74)
Main phase Completed 178 (85.99) Main phase Discontinuation 29 (14.01) Main phase Completed 102 (94.44) Main phase Discontinuation 6 (5.56)

Extension phase Completed158 (76.33) Extension phase Discontinuation 20 (9.66) Extension phase Completed 91 (84.26) Extension phase Discontinuation 11 (10.19)

Reason for discontinuation Reason for discontinuation

   Toxicity or Adverse Events 0    Toxicity or Adverse Events 1 (0.93)

   Withdrawal of consent 36 (17.39)    Withdrawal of consent 14 (12.96)

   Inclusion/Exclusion criteria not met 2 (0.97)    Inclusion/Exclusion criteria not met 0

   Repetitive violation of protocol 6 (2.90)    Repetitive violation of protocol 1 (0.93)

   Lost to follow-up 3 (1.45)    Lost to follow-up 0

   Pregnancy 1 (0.48)    Pregnancy 0

   Others 1 (0.48)    Others 1 (0.93)

207 108Placebo

108

Discontinuation Discontinuation

Screening

365

Screening failure 50

Randomization 315

FURESTEM-AD

207



요약

* 1 case of Cellulitis (SAE/non-SADR): Definitely not related
1 case of Depression (SAE/non-SADR): Definitely not related
1 case of Ureterolithiasis (SAE/non-SADR): Definitely not related



FURESTEM-AD
(N=158)

n (%)

Placebo
(N=94)
n (%)

P-value

EASI-50 at Week 12* 54(34.18) 28(29.79)
0.4801

–

*modified Per-Protocol Set



Treatment Group W2 W4 W8 W12 W14 W16 W20 W24

퓨어스템-에이디주
EASI-50 13 (6.63) 31 (16.94) 54 (29.83) 57 (32.95) 69 (41.82) 77 (49.04) 74 (48.05) 90 (58.06)

EASI-75 2 (1.02) 7 (3.83) 13 (7.18) 20 (11.56) 18 (10.91) 30 (19.11) 37 (24.03) 47 (30.32)

위약/

퓨어스템에이디주

EASI-50 6 (5.83) 11 (11.46) 24 (23.76) 29 (29.29) 39 (41.94) 40 (45.45) 38 (42.22) 42 (48.28)

EASI-75 2 (1.94) 5 (5.21) 10 (9.90) 16 (16.16) 14 (15.05) 17 (19.32) 14 (15.56) 21 (24.14)

시험약
투약
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16주 - 24주시점: 
12주 no-switch 시뮬
레이션결과통계적

유의성확보
(p<0.05)

시험약
투약
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12M (N=133*) 24M (N=43*)

Type of atopic treatment drugs during the LTFU
• 임상종료후아토피치료약물미사용 46.1% (77/167**)         44.4% (24/54**)
• 임상종료후국소아토피치료약물(TCSs/TCIs)만사용:           25.1% (45/167**) 24.1% (13/54**)
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