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0 o
g9l M4 O (Control )
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CH& Xt | 87
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ClinicalTrials.gov: NCT04852432
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2. Hlolel #=

(1) = 44 7=
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= A7 HOo|EM 2 CDISC SDTM ¥Alg &t15to{ =0

AHE SR

2t HaeH 2 I ES0M HolE el 2ko{(DM, CM, EX, AE, CE, MH, LB, VS, QS)&
|

HF0= ALEStL, THelE oojof wet DR My I=ES Zesto] dd5HAnt

(domain) Z|dt B3 X HE

- DM : Demographics (2173} HMH)

- CM : Concomitant / Prior Medication (SgFO0|H =)
- EX : Exposure (4=/5x F0i HH)

- AE : Adverse Events (O|&HEHS)

— CE : Clinical Events (4 AtZd)

- MH : Medical History (242d)

- LB : Laboratory Tests (&&
- VS : Vital Signs (23 A
- QS : Questionnaires (&

o 4Ah

)
)

Ho ok

@ %y = Ehel oof + M4 m=
o) DM + AGE — DMAGE

VS + HEIGHT — VSHEIGHT

EX + DOSE — EXDOSE

AE + DECOD — AEDECOD

1L

® ZE #Has "SUBJIID'E 58 AlEAE o9

Zt Zoelol= SUBJID(Y FTH & AHD) H==ot Zet=of 24 Al ZHel 2+ #Hto| JHs3stE
AA S EL.



O & A= 20214 5€ A UAMX S52 A2, MSHdudeln MSHZHM S
Sk olael XHo| st Lot BALE M2 FaEdct AT2|dE HM F 258H0|
Fatui Mol Zets[lond, XtE2e| 2bM M (criteria adherence & EH= W 7|5 o £)of o}
2} 253W0| zZ EM(PP set)oll Z&EACH FSTEEN A= F=2 7|8 & Hi 29X,
22 A3 Z2EZ0A ™ot Mol 7|E SF22 LMSIQCE

O & A7 B Alg Jldke chs| WHE AR ZE, &7| FX o] 235t 242 AAo|ct,
olof what ekl AAA|E Fx=o o8] VISITO| ofd, ch22| STAGERZ =2 % Hlolg
ol o|Fof/ct

CHAPRE MehM &ol(H ™, ASA 3)
STAGE 0 MH S| &=
Screening / ol sty MH (DM =M Ql: DMAGE, DMSEX, DMBRTHDTC &) &3
Enroliment " (MH o) & 2= (CM =0 el) =2l
AT TOol 7|E BF M S5
22| 8 M (Randomization, 1:1:1 H| &)
STAGE 1 Control / Low—flow oxygen / High—flow nasal cannula(HFNC)
L Hd 2 7|8 6= (VS =Ml VSDTC, VSHEIGHT, VSWEIGHT &) 7I=
Randomization Ala MM mEEX Sl 27 7|=) oo
L Fof Ao wE F7| MY &2l
T AZFEH SEIX 7t B2 250| o|F XK= Sl tHA=z, o3t #2
A=t ghts SR ECH
STAGE 2 - EHF (VS =M el)
Sedation -5 % o oHE ¥E
Monitoring - AN &AH XE=E
- otdd M
— Rescue intervention 0{F
UE S8 AMHE 7=
EOT DULID—.F =g
AtE olatetE HA(AE M 2l)
Post-sedation A& = ws BE BhEE o mxAS M
Clole] 2tHY =tol & A7 B8
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- ORI @2 0~1 &®{0o{oF BH(SED13)

- ‘758 |F = Yes” ¢ B, MM A F St gHEA| A A (MHO3)
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- Aygn ICD-10 2= 2% & (MH11)
- XctH/AlsHo| ostx o2 EISHSHA|(EX04, EX05)
— O|AtHFZ o] ghAl QAL

- WY HIHVS | No.7t 196l £AE o2 /2= Y EXI(SED02)
- H%E &Y AIZh 2420| Mes| 52IX| 2 E(SED04)
- ®Y B 2K Sp0, L AlZo| 5 P+ ol EXSHEXI(SED1S)

® THI ™D XM x| x| ofF &tol
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3) =25 2F A O[&=x| M2 Al
Atel 1. BMI A&t 2F

- 28 BMI gtol 7|-H = 7|8t R= A Ao 2|
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Atz 2. Flow Rate O|Abx|
- 2X[: HFNC Z0lM Flow RateZ} A =x2 H&& =1}
I

- Xal: M Y 7IES 2HE MEelsi Y] A4y 27z Y 5= £ (SED05_1)

At 3. I & z[AN SpO, 2F AE EUX|
- 2 VSSPO2L < 909!, AE Ho|X|of|l CH23l= Desaturation O|HIE o|E 11
- M2l AFKRol|A e s - AE HO|X| Al 7|2 FIHAE14)

At 4. AlZE 9™ 2F
- =AM o|atbts drdelol H SmECt oM A9
- XM2r 227§ &l = Y Ex 27| &l - gt +E(AE03)

) OolArgr X2l 2 dlole CHAl(Imputation)
2 A= dEMoz £H Jlstt 98 2R+ & ol $£=X™IF D

CH A (imputation) & T8I 252 |}E2Z siQCH
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1) LA} HotHao] AEA] HME

AXL HIMH(TE & SpO. =95% 2l ofF)oi| Cf5tod,

« ZAX0| 5% o|Rtel H?

- ZZ22 ¢lgt H[E8 (bias)ol A=z oo UX| fctll Hetstod ZEZES A SHK
ob=ct

« ZZ0| 5% Ol A

- Z2F % M E f5t0d multiple imputation 2 S ASetct

— multiple imputation2 2 tHA| 2t X2 & o[ Sol LA FEd HIHE ciA| ATt
et

e ExMoz olZt: EAM(sensitivity analysis) 2 Aldstod, Ctgel & JHX| JTHA AlLiz|2

g 22t M 25tk

- B taAte 22 25 Yes(MetaE L)'= A

- 25 tatAte] Z2IE 25 “No(MAAZS o|ey)" =2 of A
Ol AEXE Qs 24 Ayt Hott 2IZbstAl Z2X|=X1E gItst7] ¢ golct
2) Olxt "I o HEX X
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e TH = =& SpO.
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o EF D I g o=

oo
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<5% — CHA|
>5% — multiple imputation + 2IZE &4
o O|X} =

2 E #H=0|A imputation

oo
HA ‘&=
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4. BE SRS L AR SN

[ —
% 2M T3 ARG S5 Aojolelol hE tE X2l ¥ Y WA £ US

i

A S92 & SZ=(Screening): 272H
XM (Randomized): 260H
o EZ EM(PP Set): 250H

(2) 1M AlE 71&E ettt §4 (P1X ey F2HA A <)

Variables Control group (n=87) LF group (n=83) HF group (n=83)
Age (age) 53 £ 54(range 0 — 17) 49 + 53(range 0 — 16) 5.2 + 5.3 (range 0 — 17)

<12 month 30 (34.5) 30 (36.1) 29 (34.9)

13 — 36 months 9 (10.3) 9 (10.8) 9 (10.8)

37 months — 5

6 (6.9) 5 (6.0) 6 (7.2)

years

6 — 12 years 26 (29.9) 26 (31.3) 25 (30.1)

13 — 18 years 16 (18.4) 13 (15.7) 14 (16.9)
Sex (M/F) 51/36 (58.6/41.4) 45/38 (54.2/45.5) 47/36 (56.6/43.4)
Height (cm) 105.1 + 37.8 102.9 + 38.4 104.7 + 37.5
Weight (kg) 232 £ 18.7 21.5 £ 18.1 225 £ 172
BMI (kg/m?) 17.8 + 3.1 173 £ 3.2 17.7 £ 2.6
ASA physical status

. . 2(2-2) 22 -2 22 -2
classification
Median PSSS during

. 22-2) 22-2) 22-2
sedation

Underlying disease

Neurologic 20 (23.0) 15 (18.1) 12 (14.5)
Hemato-oncologic 15 (17.2) 13 (15.7) 13 (15.7)
Endocrine 10 (11.5) 10 (12.0) 10 (12.0)
Gastrointestinal 10 (11.5) 10 (12.0) 10 (12.0)
Renal/urologic 7 (8.0) 8 (9.6) 8 (9.6)
Spinal cord/

orthopedic 22 (25.3) 21 (25.3) 21 (25.3)
Others 3 (34 6 (7.2) 9 (10.8)

Data are presented as mean + standard deviation, median (interquartile ranges) and number (%)
ASA, American Society of Anesthesiologists; LF, low flow; HF, high flow; PSSS, pediatric sedation state

scale

_’|7_



5. YT SAHE

Table 2. Sedation characteristics of study population

Variables Control group (n=87) LF group (n=83) HF group (n=83) P value
Duration of sedation
. 40.6£17.8 40.2+16.2 43.2424.1 0.879

(min)

Procedures 0.923
Urodynamic study 42 (48.8) 48 (57.8) 43 (51.8) 0.453
EGD, colonoscopy 27 (31.4) 23 (27.7) 25 (30.1) 0.888
MRI 8 (9.2) 5 (6.0) 7 (8.4) 0.728
Ureteral stent

7 (8.0) 5 (6.0) 5 (6.0) 0.830
removal
Ear procedures 1 (1.1) 2 (24) 1 (1.2) 0.761
Other procedures 2 (2.3) 0 2 (2.4) 0.370

Medications used during
. 0.840

sedation
Propofol (IV) 82 (94.3) 76 (91.6) 76 (91.6) 0.743
Midazolam (IV) 54 (62.1) 57 (68.7) 57 (68.7) 0.572
Dexmedetomidine

22 (25.3) 14 (16.9) 18 (21.7) 0.406
av)
Ketamine (IV) 4 (4.6) 6 (7.2) 7 (8.4) 0.592

Data are presented as mean + standard deviation and number (%)

LF, low flow; HF, high flow; EGD, esophagogastroduodenoscopy; MRI, Magnetic Resonance Imaging; IV,

intravenous
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Table 3. Comparison of outcome variables in study cohort

Variables Con(t:‘:;ls’%oup Lfﬂf;g;“’ }ﬁlf;g;l P P value
Hypoxemia (<95% for >5 sec) 24 (27.6) 6 (7.2) 1 (1.2) <0.001*
1.000 0.184 (0.067, 0.503) - 0.001"
Odds ratio (95% CI) 1.000 - 0.026 (0.003, 0.207) | <0.001"
- 1.000 0.143 (0.017, 1.245) | 0.078"
Egpoxemia (<95% for >3 sec), 24 (27.9) 6 (7.2) 1 (1.2) <0.001*
1.000 0.182 (0.067, 0.499) - <0.001*
Odds ratio (95% CI) 1.000 - 0.027 (0.004, 0.216) | <0.001"
- 1.000 0.151 (0.017, 1.307) | 0.086"
Hypoxemia (<90% for >5 sec) 4 (4.6) 2 (24 0 (0.0) 0.171**
1.000 0.571 (0.096, 2.674) - 0.479"

0dds ratio (95% CI)
1.000 - 0.110 (0.001, 1.067) | 0.058"
Minimum SpO,(%) 94.1 + 6.2 98.9 + 2.6 99.3 + 1.2 <0.001"*
ref. 4.802 (3.589, 6.015) - <0.001°
fgdgz‘/:’g’;’e“” difference ref. i 5.143 (3.931, 6.355) | <0.001°
- ref. 0.341 (-0.885, 1.568) | 0.584°
Mean E{CO,(mmHg) 35.246.41 34.246.03 21.57+12.31 <0.001"*
ref 0. 7711 42‘5)'032’ 0.502°
?gcgg/jtecdlr)nean difference ref. -13.3_915}.5-315. 755, <0.001°
ref -12. 6_2140 | 5-4165). 002, <0.001°
Mean tCO, 39.9+4.21 39.63+4.39 39.34+4.55 0.528'"
Latients With rescue 46 (52.9) 9 (10.8) 3 (3.6) <0.001%
1.000 0.101 (0.044, 0.232) - <0.001*
Odds ratio (95% CI) 1.000 - 0.030 (0.009, 0.104) | <0.001*
- 1.000 0.297 (0.077, 1.147) | 0.078*
ﬁf;ﬁg}ﬁ?egzg;ﬁmomoz 45 (51.7) 4 (4.8) 1 (12) <0.001%
Jaw thrust/head extension 12 (13.8) 7 (8.4) 1 (1.2) 0.009*
oral/nasal airway 0 1 (1.2) 0 0.358%*
Assisted ventilation 1 (1.1) 0 0 0.384%*
Reducing drug dose 0 0 1 (1.2) 0.358*

Data are presented as mean + standard deviation and number (%)

* Chi-square test;** Fisher’s Exact test; # Logistic regression analysis; ""Kruskal-Wallis test; $ linear
regression analysis

LF, low flow; HF, high flow; PP, per-protocol; ErCO,,end-tidalCO2; tCO,,transcutaneousCO,
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Table 4. Occurrence of sedation related complications

Variables Control group (n=87) | LF group (n=83) HF group (n=83) P value
Patients with complications 46 (52.9) 9 (10.8) 3 (3.6) <0.001*
0.108 (0.048 — #

1.000 0.244) <0.001
Odds ratio (95% CI) 1.000 0035 G910 — | <o00r*

0.908 (0.080 — #

1.000 1.183) 0.086
Desaturation (<95%) 35 (40.2) 4 (4.8) 1 (1.2) <0.001*
Desaturation (<90%) 10 (11.5) 3 (3.6) 0 0.002*
Apnea 6 (6.9) 3 (3.6) 2 (2.4) 0.33*

Data are presented as number (%)

* Chi-square test; # Logistic regression analysis
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