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from TPatient-Centered Clinical Research Coordinating Center,
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1. AJHEA IOl 290

1. A7 T

(1) clolgf 7= &

HAMHA Mok, 2, 371 ¥4 A= (Randomized Controlled Trial, open-label)
ot =25 FALIHE
Hid i
3 7|1F: AF7|(SNUH vs AMQ), BHXp A (1A 0|2 vs 1A410[4F 7A4 0]
b g9 ZI7go| et A0F 2hXH7 Al OJ2h
CHAXHP) | CHA R | 136
p x0| HZUW F< 18 2F7|(Atomizer)E AHESH0] Dexmedetomidine
| =2 [0) T (2mcg/kg)Tt Ketamine (3mg/kg)S £
. CHex= | 683
7(-19 74 Eiak :]__E_: oS EOoF
o |H@IM(Q) -5 | _ 4T = oral chloral hydrate (50mg/kg)2 £
CHef At | 68
HHAZ | AE B 1582 T TH HSE (6-point Pediatric Sedation State Scale (PSSS)
Z2140) 2 8 HB=E BI7I5H PSSS=1,23E Y )
olAt 1L
[= I =
KCT0006358
SE¥E

Two-center randomized controlled trial comparing oral chloral hydrate and
intranasal combination of dexmedetomidine and ketamine for procedural
sedation in children: study protocol. Trials. 2023 Jan 3;24(1):2.
https://doi.org/10.1186/s13063-022-07033-x

(2) Aoy 7|12 M
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IM ZEE =% I Oral chloral hydrate (50mg/kg)
|

sy S Eosts #H#at H|ZLE  Dexmedetomidine (2mcg/kg)lt  Ketamine
(Bmg/kg)el g2 TSt WS Hlwdhe 20| FHA.
- U2 Q0] A Ee AlES fIsl 2170| Hast 74 0|8t Aot CHy
oln asyups | A Y HE olsty &y Fz FF(T0) £ FAL HiEZof map 2
2 Ad. - 37 =3 JF0ME oral chloral hydrate (50mg/kg)2 F st
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o, HZUY £ D20 Me E27|(AtomizenE AR50 Dexmedetomidine
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- &%E EOf 1582 Z 6-point PSSS=1~38Y [ Y H32=Z Holstn, it
ob TEoE AMA;IE 90% O|Zt 52 dIStd ZQHH-E0| AdSHALE
(PSSS=0%), & L& THE(PSSS=458)Y M 21Y Hifz Fogt

- 1) XFO| 4F(PSSS=1,2,3)/A4T(PSSS=0,4,5), 2) ZI"§2| onset time, Duration
9 7Y 3) MaxEsr A OF 2 HFEEE =5ty £ OF A0l
of Xpo|7t A=X| sAXL=Z Hwgh

1% ADpEA @ Primary outcome

- Success rate of sedation (PSSS = 1, 2, 3) within 15 minutes

@ Secondary outcome

- Onset time of sedation (PSSS <3)

- Duration of sedation = Recovery time (PSSS > 4)

- PSSS, HR, SpO2, RR at Baseline(T0), g 10min (BP measurement when HR <
20% of baseline)

- The incidence of respiratory intervention: Significant apnea (>20seconds),
significant desaturation (SpO2 < 95% or -10% from baseline, >10
seconds), significant airway obstruction (eg. Laryngospasm)

- The lowest SpO2 value (%)

- The incidence of significant bradycardia (-30% from baseline)

X} T - The i.nci.dence of significant h)./pc.)tension .(—30% from baseline) |

- The incidence of hemodynamic intervention: fluid management, intravenous
medication

- Patients’ acceptance (1=excellent, 2=good, 3=fair, 4=poor)

- Separation anxiety (1=easy, 2=whimper, 3=cry, 4=cry and cling to parents)

- Physicians’ satisfaction (1=excellent, 2=good, 3=fair, 4=poor)

- Other side effects (Ex: Nausea/Vomit, Allergic reaction, Etc)

- Failure of adequate sedation (PSSS= 0, 4,5) after 30 min

- Rescue sedation agent (method)

- Type of procedure

- Completion of procedure

- Causes of Procedure failure

O &2 A7sietnidof st AFAZ M(protocol) & SHEAAZI(SAP)= A FH 0| E
=2 ME 52 = oy &2 Al Ma3E 4t




2. Hlolel #=

(1) = 44 7=

o

= 7 Ho[E{M2 CDISC SDTM ¥4l &15to Zhel(domain) 7|8 HEH HAE At
C

- DM : Demographics (2175t X&)

- CM : Concomitant / Prior Medication (Stgh0|H 2F=)

- EX : Exposure (%=/Zx F0o{f M=)

- AE : Adverse Events (O|AHEHS)

- CE : Clinical Events (4 A}A)

- MH : Medical History (#3)
1

— LB : Laboratory Tests (AEA ZA}
- VS : Vital Signs (22 A=)
— QS : Questionnaires (M&)

@ HH = E0Q 2¢Fof + HE FE

o) DM + AGE — DMAGE
VS + HEIGHT — VSHEIGHT
EX + DOSE — EXDOSE
AE + DECOD — AEDECOD

® 2& Ha= "SUBJID"E 3 AEAtz2 &

Zt o eloll= SUBJID(ATCH&AHD) M7t Zotelof 24 Al =0 el ZF Heto| 7tsstES
AA S EL.
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O F2 3 =
CHQH HEo s
712 A He Lto|, el d HE =T, ME, FF7, BMI, ASA class
+3 O™ ZIY/oby 2H Wy L 2 /0 2 7tEY, 290
M5y U My oto| A, 7HEE MM LHE, HYE oF, Yy AHY AFY,
A T2 AP MEf, 14 oY X2 |F
ME Hel T|E M 7IE/MQ 7IFE, M I FAHAHE AlY oF, HiE Y,
- O (LN
i 2
XxobE =k X Tchy, HAE, ™ ER, XY 242 50 A|E, MAY, Fofct
o= T © o = at s A
Tl, To:l oy X'”%, oE
Ml =HU[EY, O[A7|EY, =5, WEMAZDIE T ZAO|
(PSSS)

PSSS and Vital Sign, OUTCOME

1A EotH=

- First attempt success rate of sedation (PSSS =1,2,3) within 15
min)

2K} HIHH

- Onset time of sedation (PSSS =1,2,3)

Recovery time (PSSS = 4,5)

physiologic parameter that require acute

- Duration of sedation =

- PSSS=0 (Abnormal
intervention)

- The lowest SpO2 value (%)

- Sedation failure (PSSS=0,4,5) after 30 min

- Completion of procedure

- Causes of Procedure failure

- Total cost of sedation

- Patients'acceptance

- Separation anxiety

- Physicians’ satisfaction

48 o2 ol%, BEYASY, S0/ A/ER A, 50| % of

48 o2 ®, S0l 50 94, 50 09, 4B NY, 4B 50 F2, £
of AR, S0 =

. O|NES Ol%, LUAIY, B AF, KL A, BN AL, Z
METE 0|48 o) xX

o 22 YuolT M WES ARSIALA OfF, YYAY FRY, BE o
2 BE L AR

_’I’I_




clolel H

(1) =28 2F 2 o|&x] He|
PACEN QIAtd HjolE& =2|& 2F 2 o|atx| XHzlZ2 Qs 7|8t Latodata|A|AE
(iCReaT) W 7‘17(P531|7|§7(|(e—CF2F) TE A X2 3B4teHData Validation Specification,
DVS)2 MA5IE&HCH 1X} AI*%‘ 2|, 2xF ol FZIE Soll AR Y A LFE Fa
ststl ==l Mol el F 2ol 3 Hlolg ™AE AMdlsi¥ESLHCH 2 Hed Fe| H
E WA DVSY =M g3t ZdE&uU k.
Ref. Validation
CRF Page HyE Description of the check Query
No. Method
SITLCAIX I LA AFAFE,
ATCyAK D, Aprjarrg, | ST ASH D ATHIAS
714y, dEdd, d4E, L0l | sas
T, MUY, 8 Lol | T S e ae
ENO1 | ALL Moizolel amARtAS o AMHSOIY, LEAIZY] &=
0] =2gQaLict Ol =
2tg|oj M oF EiCh | FE=EH. N
Qlajsy FA|7| BELICH
ARTHERF DIt (5 + JIE
HS 1 X2 + "' + 2K} 3
|
ARTYYRE D &[5 + 7z | MEPZF - OFEHIEL SIoh
o 2| C
s 1 xta) 4 s 23 | 71 BEHE
oy | BT YR At2[] OfoF L. Metjgeel smumss 10 | SAS
St slo|s F
ID C|RES 1 X2l MEryst OF gfL|Ct =QISHA|Z| HEEL
D 1, Mgopatge 2 of |
OF et Agopgeel  Jlpuss
2 O{OF BFL|Ct =QISHA|Z] HE
ZrL|Ct,
A o & X} SR xHol FE oL|E
- o O AMAE | HRCHARIES =2t x| o | = ee o=
$§ﬁ¢ ENO3 :I'L Ho }' :I'I' Ho }'o T I | L Ol AAA7|' OI"—'LlEI', slo] & SAS
= 1, AAA O{OF hCt = N
' Tyl FA|7| HEEFL|CH
HFACHAXE ID 7 =XHHO|X|
O &K | AFCHAXE ID & =XHE 0|0
ENO4 OI; "'H:}- O|j:| '—EI-E| [HA}x|.7|. OIA SAS
[e)
b il itk #HolstAl7] BretL
A L§Llolo i==Ne] kel
MEge  HESoYur) sugde  msamsn
ENO5 | A Ol ¢ == QI&LICE &OQIgt | SAS
O|™O|ofof BhLY.
AlZ| HEEFL|CE
LIol=  AAtgramb  LX|sfof
ettt LtoI7} XHS AAMZLT} K|S
FA (=3
ENO6 | 2F LtO] * INT(YRDIFA E S Mot | X BELIEL =HQle 71| SAS
= HE 2L C},
9| 'ACT/ACT")) OfOf StCt
(calendar date Off (2 2F &)
Eojolo Ao0|QlH[
MolEojge g 2ola MHZo|2d2 |RB £ YHLC}
ENO7 | MEHE2oY oMY =+ g&LICt QIS | SAS
Z 7L} O]z 0{of BtCt,
AlZ| BrL|CH

_12_




oIXM A|XtQle MO{EolQlT =
ENOS | 2mAIRFY | T HES MESSEN | x areu meie 74| sas
aorer = o) sreruct
. 5 _ | Screening &9 HF HE
Screening | Screening 22| AA & go MEEo|oT 2L} o
Co1 | 4= X | g2 MEso|AM ZAHLY Soiof stct stolatA7| ot | A
#EY | 0Z0l0f Bk oo
[=] .
ergEe Treatment A X ZHEL0| F
Treatment Treatment SHFZ201 20| ot &<, Screening &
2to| ofLl ZHe : = C ST S
co2 | 2ol dH ;E,lo ilﬁl";:,oslcjrfe:':;j 2o M WEYn AL | SAS
Ha geel SH SESM DA soor wric solstal)
L} ol 0fof Bk, N,
= .
H OlIAF X AXIOl  A|
|2 UM He +EY, M, Z' “go ;’j PO time
293 BMI, NPO time | - ' " T | SYSTEM,
DMO1 | ALL ' ' NPO type, ASA class] &5
NPO type, ASA class O L . o SAS
O ST AXLICH BHoIstA
woro] glofafe et "k | LY
[=] .
DMAGED,
LtO|_%, LIO|_7HE, LtO|_Al | [LIO]_&, LtO|_7H&, LIOI_M] | Manual,
DMO02 | DMAGEM, Ol 20| UAoIME ¢ F | &=0| FEEJUSLCE =0l
c} BIA|7| HFZFL|CH SAS
DMAGEY
IE 9y B2 +gge A | JIE 99 g% +hge N|
DMO03 | DMDTC HEolYur Z7ALL o|=0of | Bzt ZZHLE O|F0f0f SAS '
sich, SHL|Ch 2R8I 7| HFRILICH
DMAGED,
Lto|_&, LtO|_7HE, HOI M | 40l.0= AMEBES2ALI 4 | Manual,
DMO04 | DMAGEM, = MHsoY dHEdz | AEYE ALet Zhar CHEL
AAFSH 24T Zofof BHCh | CF SHOISEA|Z| BIZFLICH SAS
DMAGEY
LFOL_ATe] 2/EZ[0l 0~6 B9
_ N Ef - lLlf' ot o | SYSTEM,
712 % | DMO5 | DMAGEY LtO|_Al= 7 O|2tO[OfOF StCt | & HHO{EHL|CE Zelsh FA|7| SAS
3= HRErLcH
S&Ho ot Ljojet 7|&
A&™EE HO|X[2 Lto|_M 7t
S&Hs Lojt 7|2 el O.::olc;pq oreLict Aggol | Manual,
— = (=] Lo =22
DMO06 | DMAGEY = HO|XI2l Lol MZE S g e selge] gzl |
HoHOR SHE oreR ol A7 sl
ct.
20| 88880 OfEl #R, | ME0| 0~180 HAE HOf SYSTEM
DMO7 | VSHEIGHT Hel HR(0~180) O[LHOJOF | ELICE =QIs FA|Z| HHE L SAS ’
ShC} Ct.
=547 88.8 0| ot & | 2847t 0~100 HYE H SYSTEM
DMO08 | VSWEIGHT | 2, #2l H<?(0~100) O[Li0f | O L|Ct =elsh FA|Z7| HRE SAS '
OF BtC} L|CF.
ME (em2 &2 k9)E | Manual
DMO09 verEert 42 (emE &R ko= Efoxrﬁl_llif ol a4 7t &ho| '
vsweigHT | FF 71Ok 2HEE H e SAS
FEhL
DM10 | VSBMI BMI = | BMI £ | Meneah
VSWEIGHT(kg)/(VSHEIGHT(c | VSWEIGHT(kg)/(VSHEIGHT(cm | ¢
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88.8 0|00} BiC} SAS
2+l HiEfL|CE
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CHARE 20l ofd ZIY ¥H
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MHO1 | MHOWN URS B, LAX 201 0] | oj87} FEEASLICE ol CAS '
Y g8 offEs £2 | SHA|7| HiELCH

=:]
o
MHOWN, l:|7|_ Y 0 SHCF &
es O|Lt oiE &=0| | SYSTEM
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Ju

CHedAt 2¢ ofF ZI7E HH
Manual
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4. E= 7XE A HdA 54

[ —
% E2A ZE OAR S o

flHo|Eof| st 7tH Xzl = LdF HAEH = JUS
(1) 2 ZAL 258
ZIMAIH FHE (%)
Screening / Enroliment / Sedation Post—sedation
Randomization (Day 1) (Day 1) (Day 1)
1369 128%(97.0%) 128%(97.0%)

(2) ZIMAME 7I1E S5 A &4

Table 2. Comparison of patient characteristics in the chloral hydrate group (CH; 50 mg/kg) and the
intranasal dexmedetomidine—ketamine group (IN DEXKET; dexmedetomidine, 2 ug/kg, and ketamine,

3 mg/kg).

CH (n = 66) IN DEXKET (n = 62)
9.0 (3.8-25.0) 6.0 (2.0-18.8)
Age (month)
[1.0-79.0] [0-52.0]
Male (%) 30 (45.5%) 35 (56.5%)
Female (%) 36 (54.5%) 27 (43.5%)
Weight (kg) 9.3 £ 4.0 81 4.0
ASA physical status
| 14 (21.5%) 15 (24.2%)
Il 13 (20.0%) 8 (12.9%)
Il 38 (58.5%) 39 (62.9%)
Principal Diagnosis
Cardiac 51 (77.3%) 52 (83.9%)
Neurologic 6 (9.1%) 6 (9.7%)
Non-—cardiac,
, 9 (13.6%) 4 (6.5%)
non—neurologic*
Procedure
Computed tomography 15 (22.7%) 12 (19.4%)
Echocardiography 29 (43.9%) 28 (45.2%)
Computed torTwography 14 (21.2%) 15 (24.2%)
and echocardiography
Electroencephalography 4 (6.1%) 5 (8.1%)
Hearing test 1 (1.5%) 2 (3.2%)
Otherst 3 (4.5%) 0 (0%)

Values are presented as mean =+ standard deviation, median (interquartile range) [range], or number
(proportion).

ASA, American Society of Anesthesiologists.

* Conditions included chronic granulomatous disease, fever, hepatoblastoma, macrodactyly, Meckel's
diverticulum, micro duplication syndrome, mitochondrial encephalomyopathy, lactic acidosis, stroke-like
syndrome, phenylketonuria, protein-losing enteropathy, respiratory distress syndrome of newborn, screening
examinations, and stridor.

t Meckel's scan (n = 1), bone scan (n = 1), and ophthalmologic examination (n = 1) in the chloral hydrate

group.
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5. YT SAHE
3,

Table 3. Results of procedural sedation
OR or
95% ClI of ARR (%)
) CH IN DEXKET mean
Variables , OR or mean (95% Cl of P-value
(n = 66) (n = 62) differe
difference ARR)
nce
Success rate of 9.1
sedation (PSSS = 1, 2, 44 (66.7%) 47 (75.8%) 1.567 0.722-3.399 ’ 0.330
e ) (-24.7 to 6.5)
or 3) within 15 mins
Sedation failure after 30 115
minutes from sedative 14 (21.2%) 6 (9.7%) 0.398 0.142-1.113 ' 0.090
N , (0.7 to 23.8)
administration
16.7 £ 13.1 13.1 £ 9.9
Onset time 3.5 -0.6 to 7.5 0.094
(13.5-19.9) (10.6-15.7)
) 64.8 £ 39.6 62.4 £ 30.0 -10.6 to
Duration 1.8 0.775
(55.0-74.5) (54.7-70.1) 14.2
95.0 (80.8- 96.0 (79.2-
Lowest Sp02 97.0) 97.0) 0.372
[50-100] [57-99]
1.5
Procedure failure 1 (1.5%) 0 N/A N/A N/A
(-1.4 to 4.5)
Overall complication of 13.4
i ) 11 (16.7%) 2 (3.2%) 0.167 0.035-0.786 0.017
first—attempt sedation (3.4-23.5)
Abnormal respiration or 10.4
] 9 (13.6%) 2 (3.2%) 0.211 0.044-1.019 0.056
hemodynamic change (1.0-19.8)
2.9
Respiratory intervention 3 (4.5%) 1 (1.6%) 0.344  0.035-3.401 0.620
(-3.0 to 8.9)
Significant apnea (> 20
| 0 (0%) 0 (0%) N/A N/A N/A N/A
s
Significant  desaturation 59
(Sp02<95%0r<— 6 (9.1%) 2 (3.2%) 0333 0.065-1.718 . .. 0275
-2.3 to 14.
10%frombaseline,>10s)
Hemodynamic
, >y 0 (0%) 0 (0%) NA  N/A N/A N/A
intervention
significant bradycardia (- 1.5
, 1 (1.5%) 0 (0%) N/A N/A N/A
30% from baseline) (-1.4 to 4.5)
significant hypotension
0 (0%) 0 (0%) N/A N/A N/A N/A
(-30% from ward BP)
, 3.0
Vomit 2 (3.0%) 0 (0%) N/A N/A N/A
(-1.1 to 7.2)
Other complications 0 (0%) 0 (0%) N/A N/A N/A N/A
Patient’s acceptance <
of drug administration 0.001
1 = excellent, can be
administered without 8 (12.1%) 22 (35.5%)

difficulty
2 = good, brief tears or

grimacing
3 = fair, does not
cooperate but can be

administered

17 (25.8%)

41 (62.1%)

33 (563.2%)

7 (11.3%)
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4 = poor, strong refusal

- 0 (0%) 0 (0%)
of medication
Separation anxiety 0658
from guardians
1 = easy 43 (65.2%) 44 (71.0%)
2 = whimper 7 (10.6%) 3 (4.8%)
3 =ocry 5 (7.6%) 6 (9.7%)
4 = cry and cling to 11 (16.7%) 9 (14.5%)
parents
Physicians’  satisfaction 0.291
1 = excellent 47 (71.2%) 47 (75.8%)
2 = good 6 (9.1%) 5 (8.1%)
3 = fair 9 (13.6%) 10 (16.1%)
4 = poor 4 (6.1%) 0 (0%)

Values are expressed as mean * standard deviation (95% confidence interval, Cl), median (interquartile range)
[range], or number (proportion).

Absolute risk reduction (ARR); odds ratio (OR); chloral hydrate (50 mg/kg) (CH); intranasal combination of
dexmedetomidine (2 pg/kg) and ketamine (3 mg/kg) (IN DEXKET).

Table 4. Results of procedural sedation: subgroup analysis of neonates and infants (age < 1 year)

95% ClI
OR or ARR (%)
, CH IN DEXKET of OR or
Variables mean (95% CI P-value
(n = 35) (n = 38) , mean
difference | of ARR)
difference
Success rate of sedation (PSSS= 28 0.233-2. 6.3
o , 28 (80.0%) 0.700 0.588
1, 2, or 3) within 15 mins (73.7%) 100 (5.7-6.9)
, , , -1.5
Sedation failure after 30 minutes 0.311-4.
, o , 5 (14.3%) 6 (15.8%) 1.125 (-2.0 to 1.000
from sedative administration 075 1.0)
141 = 12.7 =
} -3.6 to
Onset time 10.7 11.0 1. 4 0.588
6.3
(10.4-17.8) (8.9-16.6)
63.6 £
68.2 £
, 32.6 -11.8 to
Duration 44 1 6.1 0.498
(52.2-75.0 24.0
(53.0-83.4) |
95.5
95.0
(92.5-97.0
Lowest SpO» (90.0-97.0) ) 0.743
50-100
[ ] [60-99]
Procedure failure 0 (0%) 0 (0%) N/A N/A N/A N/A
20.2
Overall complication of 0.011-0.
, , 8 (22.9%) 1 (2.6%) 0.091 (19.8-20 0.012
first—attempt sedation 773 7
Abnormal respiration or 0.013-0. 17.4
, 7 (20.0%) 1 (2.6%) 0.108 0.024
hemodynamic change 930 (16.9-17
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.8)

, , , 0.029-2. 5.9
Respiratory intervention 3 (8.6%) 1 (2.6%) 0.288 0.344
910 (5.6-6.3)

Significant apnea (> 20

) 0 (0%) 0 (0%) N/A N/A N/A N/A
s
Significant desaturation

0.022-1. 8.8
(Sp02<95%0r<—10%fro 4 (11.4%) 1 (2.6%) 0.209 0.187

. 973 (8.4-9.2)
mbaseline,>10s)

Hemodynamic

, , 0 (0%) 0 (0%) N/A N/A N/A N/A
intervention
significant  bradycardia 2.9
¢ Y 1 (2.9%) 0 (0%) N/A N/A 0.479
(-30% from baseline) (2.7-3.0)
significant  hypotension
0 (0%) 0 (0%) N/A N/A N/A N/A
(-30% from ward BP)
Vomit 1 (2.9%) 0 (0%) N/A N/A 2.9 0.479
omi .9% % .
(2.7-3.0)
Other side effects 0 (0%) 0 (0%) N/A N/A N/A N/A
Patient’s acceptance of drug
o . < 0.001
administration
1 = excellent, can be 14
administered without 2 (5.7%)
. (36.8%)
difficulty
2 = good, brief tears or 23
. . 10 (28.6%)
grimacing (60.6%)

3 = fair, does not cooperate
o 23 (65.7%) 1 (2.6%)
but can be administered

4 = poor, strong refusal of

o 0 (0%) 0 (0%)
medication
Separation anxiety  from
. 0.286
guardians
1 28 (80.0%) 28
= eas .
Y Y (73.7%)
2 = whimper 4 (11.4%) 3 (7.9%)
3 = cry 0 (0%) 4 (10.5%)
4 = c¢ry and cling to parents 3 (8.6%) 3 (7.9%)
Physicians’  satisfaction 0.373
27
1 = excellent 29 (82.9%)
(71.1%)
2 = good 2 (5.7%) 4 (10.5%)
3 = fair 3 (8.6%) 7 (18.4%)
4 = poor 1 (2.9%) 0 (0%)

Values are expressed as mean =+ standard deviation (95% confidence interval, Cl), median
(interquartile range) [range], or number (proportion).
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Absolute risk reduction (ARR); odds ratio (OR); chloral hydrate (50 mg/kg) (CH); intranasal
combination of dexmedetomidine (2 pg/kg) and ketamine (3 mg/kg) (IN DEXKET).
Table 5. Results of procedural sedation: subgroup analysis of children (age 1-7 years)
95% CI
OR or ARR (%)
, CH IN DEXKET of OR or
Variables mean (95% CI P-value
(n=31) (n = 24) , mean
difference of ARR)
difference
-27.6
Success rate of sedation (PSSS 19 1.061-11 (-28.3
o ) 16 (51.6%) 3.563 0.049
=1, 2, or 3) within 15 mins (79.2%) .959 to
-26.8)
. . . 29.0
Sedation failure after 30 minutes
, - , 9 (29.0%) 0 (0%) N/A N/A (28.5-29  0.003
from sedative administration 5)
13.7 £
20.0 £ 151 -1.2 to
Onset time 9.0 5.7 0.107
(14.3-35.6) 12.6
(9.8-17.6)
63.0
) 59.9 + 341 26.9 -20.6 to
Duration -3.5 0.681
(47.1-72.6) (51.3-74.6 13.6
)
96.0
95.0
(95.0-97.0
Lowest SpO, (92.0-96.3) ) 0.139
[68-99]
[57-98]
. 3.2
Procedure failure 1 (3.2%) 0 (0%) N/A N/A 1.000
(3.0-3.4)
Overall complication of 0.040-4. 5.5
, , 3 (9.7%) 1 (4.2%) 0.406 0.624
first—attempt sedation 168 (5.1-5.9)
o 2.3
Abnormal  respiration  or 0.054-7.
, 2 (6.5%) 1 (4.2%) 0.630 (1.9-2.7 1.000
hemodynamic change 394 )
Respiratory intervention 0 (0%) 0 (0%) N/A N/A N/A N/A
Significant apnea (> 20
)g prea 0 (0%) 0 (0%) N/A N/A N/A N/A
s
Significant  desaturation
0.054-7. 2.3
(Sp02<95%0r<—10%from 2 (6.5%) 1 (4.2%) 0.630 1.000
, 394 (1.9-2.7)
baseline,>10s)
Hemodynamic
, , 0 (0%) 0 (0%) N/A N/A N/A N/A
intervention
significant bradycardia
¢ Y 0 (0%) 0 (0%) N/A N/A N/A N/A
(-30% from baseline)
significant  hypotension
¢ yP 0 (0%) 0 (0%) N/A N/A N/A N/A
(-30% from ward BP)
Vomit 1 (3.2%) 0 (0%) N/A N/A 8.2 1.000
omi 2% % .
(3.0-3.4)
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Other side effects 0 (0%) 0 (0%) N/A N/A N/A N/A
Patient’s acceptance of drug

o , 0.051
administration
1 = excellent, can be
administered without 6 (19.4%) 8 (33.3%)
difficulty
2 = good, brief tears or 10
, , 7 (22.6%)
grimacing (41.7%)
3 = fair, does not
cooperate but can be 18 (58.1%) 6 (25.0%)
administered
4 = poor, strong refusal of
oo ° 0 (0%) 0 (0%)
medication
Separation anxiety  from
. 0.378
guardians
1 15 (48.4%) 10
= eas )
Y 2 (66.7%)
2 = whimper 3 (9.7%) 0 (0%)
3 = cry 5 (16.1%) 2 (8.3%)
4 = cry and clin to
Y ° 8 (25.8%) 6 (25.0%)
parents
Physicians’  satisfaction 0.235
20
1 = excellent 18 (58.1%)
(83.3%)
2 = good 4 (12.9%) 1 (4.2%)
3 = fair 6 (19.4%) 3 (12.5%)
4 = poor 3 (9.7%) 0 (0%)

Values are expressed as mean =+ standard deviation (95% confidence interval, Cl), median
(interquartile range) [range], or number (proportion).

Absolute risk reduction (ARR); odds ratio (OR); chloral hydrate (50 mg/kg) (CH); intranasal
combination of dexmedetomidine (2 pg/kg) and ketamine (3 mg/kg) (IN DEXKET).
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0=No

e
9=Unknown
SUBJNO i PIoNTk=l $1-000
- Screening
5 - Treatment
oo
VISITNM HESHOA
B °TTE - Event
]
VISITDT HEY YYYY-MM-DD
1. dAF E=
NE= L 1=Yes
33 IEIN1 Xxo| =t 0=No Integer
7M O|2tel A0}
2. ASA
(American
Society of 1=Yes
34 IEIN2 : . Integer
Anesthesiologist 0=No
s) physical
status 1-3
38 EEo
= 18 0|40
ol &ojof
35 IEIN3 Siniaos 1=Yes Integer
Sostn 0=No g
RERE] ATtient
= SolMo| M2
ot 2%
1. ASA
(American
Society of 1=Yes
36 [EEX1 : . Integer
Anesthesiologist 0=No
s) physical
status 4-5
2.
Dexmedetomidi
ne, Ketamine,
Chloral 1=Yes
37 I[EEX2 Integer
hydrateOf| 0=No
s 1
HEHO| A=
SR}
3. Alpha 2
adrenergic
receptor 1oy
=Yes
38 IEEX3 agonist == Integer
0=No

antagonistE
A3 Eof HIS
- T =

SR}

- A4 -
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I[EEX4

4. Swallowing
difficulty 822
37 os
Sop0] of2f2

SR}

Integer

40

I[EEX5

5. Excessive

rhinorrhea
SoE HlZY

Ho
rot
Pal

Integer

41

I[EEX6

(o))
MHT
re
0z ox

n
A
*rr g

1l
I
F
T ot
4>

et
12
Ao
1A

0
oA

%
mjo

Integer

42

I[EEX7

Integer

43

I[EEX8

Integer

44

I[EEX9

Dexmedetomidi
ne, Ketamine,
Chloral
hydrateQ|
a7l te

Integer

45

DSEN

Integer

46

DSENCMT

2=59| Hz|

Integer

47

DSENCMT
O

QIAFA|E H| KIS}

AtF_Other

String

100

48

DSRANDT

29 HE

Date

49

DSRAN

29|

oA

T

1=(A)INDEX(2mcg/kg)+KET

2=(B)Oral chloral hydrate

Integer

0xd 19
HC mo

Q oA

4m

rE op
4> ofm

SUBJNO

VISITNM

- Treatment




- oTE=

VISITDT Y=< YYYY-MM-DD
50 EXDINAM Diagnosis String | 100
51 EXPRNAM Procedure String | 100
52 EXSTDTC g 2w Date
1=% ZTIH A= (First attempt)
2=7%& 218 AE (Second
MYerE F attempt, Rescue
53 EXTPT 8% 9 P - | Integer
AlE 3=F7tHQ AZTE AE (Third
attempt, Additional rescue)
9=7|E} (Further attempt)
1=Dexmedetomidine (2mcg/kg)
2=Ketamine (3mg/kg)
3=Oral chloral hydrate
54 | EXDECOD | ZIg2=E A Y y Integer
(50mg/kg)
4=Propofol
9=0Other
Ayt
55 | EXDECODO Strin
A% B_Other ?
AHYE £0] :
56 EXSTTM NESSNES Time
AHYE £0] :
57 EXENTM =2 Azt Time
1=mg/kg
2=mcg/kg
3=¢g
4=mg
gt = 5=mcg
58 EXDOSU Integer
£0{ ek 6=L J
7=mL
8=Tablet
9=Capsule
99=0ther
Ayote
59 EXDOSUO Strin 100
E 0| CHQ|_Other g
£HRl/kg Al
60 EXDOSUC Alttol o] &2 Float 5.3
o
EHRl/kg Al ,
61 EXDOSUCO HAF ZDpZE String
gekE A ,
62 EXDOSE 18] =oja String 20
get=E 1€ ,
63 EXDAYFRQ Eof g~ String 20
1=TABLET(E M)
N 2=CAPSULE(A&H|
64 | EXDOSFRM | ZIHOE HH (E=H) Integer

3=TROCHE(EZ7| )
4=PILL(ZHA)
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5=GRANULE(Z} &)
6=POWDER(AHA))

7=SYRUP(A| &Al)
8=EXTRACT(AAX))

9=ELIXIR(Z & M)

10=LIQUID AND
SOLUTION( )
21=INJECTION(FAHA))
31=TRANSDERMAL
SYSTEMS(Z | E=H)
32=PLASTER(E £ H|)
33=CATAPLASMA(Z}EtE2tAOFA|
)
34=PASTE(H|O|AEX])
35=0OINTMENT(¥ LX)
36=CREAM(Z 2 H|)
37=GEL(ZH|)
41=0PHTHAMIC(2+ I+ X
42=SUPPOSITORY(ZHA()
43=SPRAY(ZFH))
44=AFROSOL(O| A 2%&)
45=INHALANT(S & Hl)
51=INSERT(O| A1 X|)
52=DIAGNOTIC,
EXTERNAL(H| 2| ZIEHE 2|2 E)
81=SANITARY FABRICS,
RUBBERS OR PAPERS(RM&

8%, 18, xBD

99=0THERS(7|E}

EXDOSFRM ES .
65 N String | 100
0 XIE_Other
1=0RAL
2=INTRAVENOUS
3=INTRAMUSCULAR
xEore Eof 4=INTRANASAL
66 EXROUTE 25z 5=SUBCUTANEOUS Integer
6=TOPICAL
7=TRANSDERMAL
8=RESPIRATORY(INHALATION)
9=0ther
AYtE £
67 | EXROUTEO %';_Ot;e_roq String | 100
SUBJNO CH A= S1-000
PSSS and - Screening
Vital Sign, | 38 VISITNM g - Treatment
OUTCOM | H=% - Event
E - A9BR
VISITDT 2 YYYY-MM-DD
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68 VSPULSE Heart Rate (TO) Integer
Ny '6Edol-
69 | Vvssysep et =R Integer
(TO)
oj2t7| d¢t
70 VSDIABP Integer
(TO)
Respiratory
71 VSRESP Integer
Rate (TO)
72 | VSOXYSAT SpO2 (T0) Integer
73 VSPSSS PSSS (T0) Integer
Heart Rate
74 | VSPULSE10 Integer
(T10)
ijl '%Ol-
75 | vssyspio | | =F Integer
(T10)
O[2h7| d&
76 | VSDIABP10 Integer
(T10)
Respiratory
77 VSRESP10 Integer
Rate (T10)
VSOXYSAT
78 10 Sp0O2 (T10) Integer
79 VSPSSS10 PSSS (T10) Integer
Heart Rate
80 | VSPULSE15 Integer
(T15)
AZXJ| &OF
81 | vssysspis | T Integer
(T15)
o|et7| &t
82 | VSDIABP15 Integer
(T15)
Respiratory
83 VSRESP15 Integer
Rate (T15)
VSOXYSAT
84 15 Sp02 (T15) Integer
85 VSPSSS15 PSSS (T15) = Integer

A W DN =2 O

A W DN =2 O




9=NA
Heart Rate
86 VSPULSE20 (T20) Integer
AZXJ| &OF
87 | VSSYSBP20 T::T2|0) = Integer
o|et7| &QF
88 | VSDIABP20 (T20) Integer
Respiratory
89 VSRESP20 Integer
Rate (T20)
VSOXYSAT
90 20 SpO2 (T20) Integer
0=0
1=1
2=2
91 VSPSSS20 PSSS (T20) 3=3 Integer
4=4
5=5
9=NA
Heart Rate
92 | VSPULSE30 (T30) Integer
A7 -cgol-
93 | VSSYSBP30 T:(Blo) = Integer
O[2h7| d&
94 | VSDIABP30 (T30) Integer
Respiratory
95 VSRESP30 Integer
Rate (T30)
VSOXYSAT
96 30 SpO2 (T30) Integer
0=0
1=1
2=2
97 VSPSSS30 PSSS (T30) 3=3 Integer
4=4
5=5
9=NA
Heart Rate
98 VSPULSE40 (T40) Integer
AZ7| BHOF
99 | VSSYSBP40 TTTJO) = Integer
oj2t7| d¢t
100 | VSDIABP40 (T40) Integer
Respiratory
101 VSRESP40 Integer
Rate (T40)
VSOXYSAT
102 40 Sp0O2 (T40) Integer
103 | VSPSSS40 PSSS (T40) 0=0|1=1|2=2|3=3|4=4|5=5|9=NA | Integer
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Heart Rate

104 | VSPULSE5S0 Integer
(T50)
A7 '6Edol-
105 | VSSYSBP50 571 =2y Integer
(T50)
o[2t7| &gt
106 | VSDIABP50 Integer
(T50)
Respiratory
107 | VSRESP50 Integer
Rate (T50)
VSOXYSAT
108 50 SpO2 (T50) Integer
0=0
1=1
2=2
109 | VSPSSS50 PSSS (T50) 3=3 Integer
4=4
5=5
9=NA
Heart Rate
110 | VSPULSE60 Integer
(T60)
=Sy '6E:IOI-
111 | VSSYSBP60 571 =9 Integer
(T60)
o[2t7| &gt
112 | VSDIABP60 Integer
(T60)
Respiratory
113 | VSRESP60 Integer
Rate (T60)
VSOXYSAT
114 SpO2 (T60) Integer
60
0=0
1=1
2=2
115 | VSPSSS60 PSSS (T60) 3=3 Integer
4=4
5=5
9=NA
Heart Rate
116 | VSPULSE70 Integer
(T70)
AZXJ| &OF
117 | vssysgpro | ) Integer
(T70)
o|2t7| "¢t
118 | VSDIABP70 Integer
(T70)
Respiratory
119 | VSRESP70 Integer
Rate (T70)
120 | VSOXYSAT SpO2 (T70) Integer
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70

121 VSPSSS70 PSSS (T70) = Integer
5=5
9=NA
Heart Rate
122 | VSPULSE80 Integer
(T80)
A7 %OF
123 | vssysspeo | T ) 2H Integer
(T80)
O[gh7| d&
124 | VSDIABP80 Integer
(T80)
Respiratory
125 | VSRESP80 Integer
Rate (T80)
VSOXYSAT
126 SpO2 (T80) Integer
80
0=0
1=1
2=2
127 | VSPSSS80 PSSS (T80) 3=3 Integer
4=4
5=5
9=NA
Heart Rate
128 | VSPULSE90 Integer
(T90)
=Sy '6E:IOI-
129 | VSSYSBP90 57 = Integer
(T90)
O[gh7| d&
130 | VSDIABP90 Integer
(T90)
Respiratory
131 VSRESP90 Integer
Rate (T90)
VSOXYSAT
132 SpO2 (T90) Integer
90
0=0
1=1
2=2
133 | VSPSSS90 PSSS (T90) 3=3 Integer
4=4
5=5
9=NA
VSPULSE10 Heart Rate
134 Integer
0 (T100)
VSSYSBP10 |  %7| "¢
135 Integer
0 (T100)
136 | VSDIABP10 olgt7| &t Integer
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0 (T100)
Respiratory
137 | VSRESP100 Integer
Rate (T100)
VSOXYSAT
138 SpO2 (T100) Integer
100
0=0
1=1
2=2
139 | VSPSSS100 PSSS (T100) 3=3 Integer
4=4
5=5
9=NA
VSPULSE11 Heart Rate
140 Integer
0 (T110)
VSSYSBP11 57| Y
141 Integer
0 (T110)
VSDIABP11 O[gh7| #&
142 Integer
0 (T110)
Respiratory
143 | VSRESP110 Integer
Rate (T110)
VSOXYSAT
144 SpO2 (T110) Integer
110
0=0
1=1
2=2
145 | VSPSSS110 PSSS (T110) 3=3 Integer
4=4
5=5
9=NA
VSPULSE12 Heart Rate
146 Integer
0 (T120)
VSSYSBP12 |  ==7| €Y
147 Integer
0 (T120)
VSDIABP12 O[2h7| d&
148 Integer
0 (T120)
Respiratory
149 | VSRESP120 Integer
Rate (T120)
VSOXYSAT
150 SpO2 (T120) Integer
120
0=0
1=1
2=2
151 | VSPSSS120 PSSS (T120) 3=3 Integer
4=4
5=5
9=NA
152 CESTAT Outcome HE 1=Yes Integer
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=3 0% 0=No
153 | CEREASND Outcome =2 Stri 100
oj$3 AR "o
First attempt
success rate of
. 1=Yes
154 CEPRI sedation (PSSS 0=N Integer
=No
=1,2,3) within
15 min
Onset time of .
min
155 CESECTM sedation (PSSS Integer | 3
(000)
=1,2,3)
Duration of
sedation = min
156 | CESECDUR . Integer | 3
Recovery time (000)
(PSSS = 4,5)
PSSS=0
(Abnormal
physiologic 1=Yes
157 | CESECPSSS Integer
parameter that 0=No
require acute
intervention)
The lowest o
158 | CESECLOW SpO2 value ° Integer 3
(000)
(%)
Sedation failure
1=Yes
159 | CESECRES (PSSS=0,4,5) 0=N Integer
=No
after 30 min
Completion of 1=Yes
160 | CESECCOM Integer
procedure 0=No
Causes of
CESECCOM .
161 c Procedure String | 100
failure
Total cost of °
162 | CESECOST i H Integer | 20
sedation
1=excellent, 2Hg 10| £
ts
batients' . 2=good, Al w=/83ES
atients’accepta
163 |  CEPAT P HOIL} £ 7bs Integer
nee 3=fair, §X7} OE|X|BH £Of
ts
4=poor, FL% HE
1=easy, HHAFZA 22| 7t5
2=whimper, 2% 0|X| Tt &2|
Separation s
164 |  CESEP par 3=cry, @3 & HOIX|X| %23 | Integer
anxiety

SHAIZE OHEEIR = ¥a
4=cry and cling to parents; 2
FLofA o
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Physicians’ 2= good, ofZtol £E{E2
165 CEPHY satisfaction HO[X|2t e I ety Integer
3=fair, 42 20|11 ZafX|X|
% Z|4=poor, SEO| EH{UAHLY},
274, DAL Al=0 Mgt
SUBJNO i PAoNLkel $1-000
- Screening
38 . - Treatment
s VISITNM M EECHA  Event
- H3EE
VISITDT LHEL YYYY-MM-DD
HEA=0|
166 CMYN =oAL 1=Yes|0=No Integer
167 CMP;DNA ASHHEY String
168 | CMSTDTC F0| AZY Date
169 | CMSTTM 0] AZTAIZ Time
170 | CMENDTC £0 Y Date
171 | CMENTM Fo ZEAL Time
172 | CMCONTI | &0 X|£0{82 1=X&F Integer
173 | CMDOSE 18] £ Float
174 | CMDAYFRQ | 1¥ TOf 3= Integer
175 | CMDOSU 0] hel 1=Tabletl2=Capsule[3=mal4=gl5 | |\,
=mcg(pg)|6=mL|7=L|9=COther
176 | CMDOSUO | £0f Et?| Other String
1=TABLET("YA)|2=CAPSULE(Z =
H)|3=TROCHE(E 27| H|)|4=PILL(
2HA|)|5=GRANULE(Z &)|6=POWD
ER(AA)|7=SYRUP(A| & Al)|8=EXT
RACT( AH|)|9=ELIXIR(Z EI A A))|
10=LIQUID AND
SOLUTION(2A])[21=INJECTION(
Z=AHA)|31=TRANSDERMAL
SYSTEMS(B I §=H|)|32=PLASTE
R(E £ H)[33=CATAPLASMA(ZE}
CMDOSFR X
177 N o= M E2tAD0HN|)[34=PASTE(HO| AEX| | Integer

)|35=0INTMENT( L H|)|36=CREA
M(Z & H)|37=GEL(ZH)]41=0PHT
HAMIC(2t -8 X|)|42=SUPPOSITO
RY(ZHA|)[43=SPRAY (22 H|)|44=A
EROSOL(0]| 01 2 &)|45=INHALANT(
S 2 AD)[51=INSERT(O| A H))|52=DlI
AGNOTIC,
EXTERNAL(H| 2| TIEHE 22k &)|81=
SANITARY FABRICS, RUBBERS

OR PAPERS(?/'4& d& L7,
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X|H&)|99=0THERS(”|E})

178

CMDOSFR
MO

OENTE

Other

String

100

179

CMOBJ

£0f AL

1=Medical
Events|3=Preventively|9=Other

History|2=Adverse

Integer

180

CMOBJO

F0| AL _dA

String

200

181

CMROUTE

4m
2
o
tu

1=0ORAL

2=INTRAVENOUS
3=INTRAMUSCULAR
4=INTRANASAL
5=SUBCUTANEOUS

6=TOPICAL

7=TRANSDERMAL
8=RESPIRATORY (INHALATION)
9=0ther

Integer

CMROUTE
O

String

100

4> ofm

rE ok

SUBJNO

S1-000

VISITNM

- Screening
- Treatment
- Event

- Ap3=

VISITDT

YYYY-MM-DD

183

AEYN

1=Yes
0=No

Integer

184

AETERM

O| &8-S (Advers

e Event) S4

1=Airway
2=Cardiovascular
3=Gastrointestinal
4=Neurologic
5=Allergy

6=Body temperature
7=Sedation experience
9=0Other

Integer

185

AETERM1

Airway

1=Hypersalivation

2=Apnea (20X O0|4h
3=Apnea with bradycardia
4=Desaturation below 95%
5=Desaturation below 90%
6=Desaturation, Underlying
Cyanosis(+) (Baseline 2| 90%
O[3}

7=Severe desaturation (75%
08t = 60Z0|4 90% 0|3}
8=Lowest SpO2
9=Laryngospasm
10=Equipment error(Ventilator
22 circuit disconnection,

sensor L% 5)

Integer
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11=Accidental extubation
12=Jaw thrust

13=Positive pressure ventilation
14=0Oral airway insertion

186

AETERM2

Cardiovascular

1=Hypotension (Baselinel| 70%
0[3h)

2=Hypertension (Baseline2|
130% Ol4})

3=Bradycardia (Baseline®| 70%
0[3h)

4=Tachycardia (Baseline2| 130%
ol&h)

5=Arrhythmia

6=Cardiovascular collapse/shock
7=Cardiac arrest/absent pulse

Integer

187

AETERM3

Gastrointestinal

1=Nausea
2=Vomiting
3=Aspiration
4=Retching

Integer

188

AETERM4

Neurologic

1=r/o seizure
2=Hyper-reactivity induced by
sedation agent

3=Peripheral nerve injury
4=Headache

5=Hallucination

6=Diplopia

7=Blurred vision
8=Nystagmus

9=Anxiety

Integer

189

AETERM5

Allergy

1=Skin rash

2=Desaturation d/t allergy
3=Cardiovascular collapse/shock
d/t allergy

4=Cardiac arrest/absent pulse
d/t allergy

Integer

190

AETERM6

Body
temperature

1=Hypothermia
2=Hyperthermia

Integer

191

AETERM7

Sedation
experience

1=Unpleasant recovery
reaction/agitation
2=Unpleasant recall
3=Nightmare

4=Prolonged recovery (2A|Zt
Lol 2l=5lX| B&5)

5=0F0| E5=2otAS (2HAtel
Mel/dHo 2R)

6=7t4 2 THH =

UEHIE Az AldSHA] g

Integer
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192 | AETERM9 Other String | 100
193 AEDTC Ol ts ARt Date
o|ts
194 | AESTTM Time
NERSES
195 | AEENDTC | O|&ttES B2 Date
Ol ErE :
196 | AEENTM =22t Time
ol dets X% .
197 AEDUR A7t min Integer | 3
=2ty S
198 AEREL SH 2Ed 2=ty UAS Integer
9=87} £7I5
1=42(= RS U3
2= Z(FRS US)
199 AEOUT A1t EEWE I Integer
4=AY
9=
=T =X gi2
2=%2 K&
200 AETRT Z=X| 3=H|%=E K=& Integer
4= X|E + HUYZS KB
5=k
Hemodynamic
AETRTHEM , , 1=Yes
201 intervention Integer
0 . 0=No
of £
Respiratory
. . 1=Yes
202 | AETRTRESP intervention Integer
o 0=No
of £
=X %=
203 | AETRTCM - Strin 100
K== 9
ZX|_H|%=
204 | AETRTCT X|Z2(H|%2 String | 100
HMUE)
SUBJNO xS S$1-000
- Screening
s - Treatment
VISITNM HESTOA
Ha °TTE - Event
- 15
VISITDT HEY YYYY-MM-DD
205 | DSCOMDT At Zed Date
A1E CH & A=
AR A 2 M
of cohak
N 1=Yes
206 DSYN LA © Integer
0=No
g =7
=2 9o &=
stASL b
207 | DSDODT CE- e Date
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'i'_‘|§ | T o -T2 o =T

as SUBJNO Ol At
5

s VISITNM HESFTHA

VISITDT E

1 DMDTC 712 A4 HE =Y

2 DMAGED Lio]_& o
3 DMAGEM Lto|_7H & 7HE
4 DMAGEY L}O|_A| M
5 VSHEIGHT A c¢m(000.0)
6 VSWEIGHT =54 kg(00.0)
7 VSBMI BMI kg/m?
8 NPOTIME NPO time

9 NPOTYPE NPO type

10 ASA ASA class

11 MHOWNND CHAXE 22 o T ™ O3

12 MHOWN CiefAt 22 O 21 Ha o2

13 MHOWNC CHefAt 22 O 21 HE AN e

14 MHFAMND 27, Ot 23 758 0|3

15 MHFAMYN 27, Ot 23 7158 |8

16 MHSERL1 20210to| 2HA_£

17 MHSERL1C =100 A _F(MFLE)

18 MHSERL2 202130tol A _2

19 MHSERL2C =100 A _Z(MFLE)

20 MHSERL3 =210t A (TR R

21 MHSERL3C =olatel A (ZEZ(HMUE)

22 MHSERL4 2Q10to| 2hA A H|/xtOK

23 MHSERL4C 2010to  2HA|_HK|/XHOH (&ML &)

24 MHSTAT 2EE 0|+

25 MHDTC gy Y =7y

26 MHYN EEE RS

27 MHTERM Y

28 MHDECOD AHILC

29 MHSTDTC HE A Y

30 MHENDTC 2 =Y

31 MHENRTPT 7|=AEOoIM A0l AEY

32 MHTRT 19 ol X2 §F

33 [EINT 1. AAF Es AlEE Qs 2780l Zast 7M 0|Tte| A0f

34 [EIN2 2. ASA (American Society of Anesthesiologists) physical status 1-3

3. 2 E= 2 5 18 0|y0| o &Ojo| Xpo|Moz Folstn

3 IEIN3 SPOARE SN AMHS o B

36 I[EEX1 1. ASA (American Society of Anesthesiologists) physical status 4-5

37 IEEX2 2. Dexmedetomidine, K%t%rrglneﬂ(éhlg% hvdrated| TEIE S 1
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Heg HeMdY chel

HS

38 IEEX3 3. Alpha 2 adrenergic r%g?t%%aq%}slit &= antagonistg X2

39 |EEX4 4. Swallowing difficulty S22 47 ofF F0| 0{2{2 A}

40 IEEX5 5. Excessive rhinorrhea S22 H|ZLU| %4E £2F0| o{3{2 At

21 IEEXG 6. 2%t %‘ﬁéi%@gfggﬁf gosty 2otEHE

0 IEEX7 7. HB Es Y= %*%Qloéé,;,d EE HZ 2F OlLhe BHO|
M- OT

43 IEEX8 8. 7|Et X7t REBSICH mEHst 42

44 IEEX9 9. Dexmedetomidine, Ketamine, Chloral hydrate| 2 7|Abgt

45 DSEN LAY &Y Mg o2

46 DSENCMT LA HIHY AR

47 DSENCMTO L&A HIAY AR _Other

48 DSRANDT S HEY

49 DSRAN 222 Hi™E

50 EXDINAM Diagnosis

51 EXPRNAM Procedure

52 EXSTDTC E Ew

53 EXTPT getE F0 AlHE

54 EXDECOD TgetE MM

55 EXDECODO ZIEHotE MY _Other

56 EXSTTM WHAE FOl A AL

57 EXENTM WYAE Fol T AL

58 EXDOSU T ets SOty

59 EXDOSUO TgetE FO | _Other

60 EXDOSUC CtRl/kg Al ALtOf O]8E FOfF

61 EXDOSUCO EH2l/kg Al AlLE Atk

62 EXDOSE ZEAE A 12 FOFH

63 EXDAYFRQ getE 19 50 sl

64 EXDOSFRM gt E M

65 EXDOSFRMO k= MA_Other

66 EXROUTE gdE 50 B2

67 EXROUTEO ZIEE F0 ZE Other

68 VSPULSE Heart Rate (T0)

69 VSSYSBP F==7| e (TO)

70 VSDIABP olgtzl &¢f (T0)

71 VSRESP Respiratory Rate (T0O)

72 VSOXYSAT Sp0O2 (T0)

73 VSPSSS PSSS (T0)

74 VSPULSE10 Heart Rate (T10)

75 VSSYSBP10 =57 &Y (T10)

76 VSDIABP10 ol2t7| e (T10)

77 VSRESP10 Respiratory Rate (T10)

78 VSOXYSAT10 SpO2 (T10)

79 VSPSSS10 PSSS (T10)

80 VSPULSE15 Heart Rate (T15)

81 VSSYSBP15 57| &9 (T15)
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82 VSDIABP15 olgtz| €¢f (115)
83 VSRESP15 Respiratory Rate (T15)
84 VSOXYSAT15 Sp02 (T15)
85 VSPSSS15 PSSS (T15)
86 VSPULSE20 Heart Rate (T20)
87 VSSYSBP20 &7 €2 (T20)
88 VSDIABP20 ol2t7| e (120)
89 VSRESP20 Respiratory Rate (T20)
90 VSOXYSAT20 SpO2 (T20)
91 VSPSSS20 PSSS (T20)
92 VSPULSE30 Heart Rate (T30)
93 VSSYSBP30 =7 €2 (T30)
94 VSDIABP30 ol2t7| e (130)
95 VSRESP30 Respiratory Rate (T30)
96 VSOXYSAT30 Sp02 (T30)
97 VSPSSS30 PSSS (T30)
98 VSPULSE40 Heart Rate (T40)
99 VSSYSBP40 F=H7] e (T40)
100 VSDIABP40 olgt7| € (140)
101 VSRESP40 Respiratory Rate (T40)
102 VSOXYSAT40 SpO2 (T40)
103 VSPSSS40 PSSS (T40)
104 VSPULSE50 Heart Rate (T50)
105 VSSYSBP50 =57 &g (T50)
106 VSDIABP50 olgtZ| € (150)
107 VSRESP50 Respiratory Rate (T50)
108 VSOXYSAT50 SpO2 (T50)
109 VSPSSS50 PSSS (T50)
110 VSPULSE60 Heart Rate (T60)
111 VSSYSBP60 =7 2 (Te0)
112 VSDIABP60 ol2t7| e (T60)
113 VSRESP60 Respiratory Rate (T60)
114 VSOXYSAT60 SpO2 (T60)
115 VSPSSS60 PSSS (T60)
116 VSPULSE70 Heart Rate (T70)
117 VSSYSBP70 &7 e (T70)
118 VSDIABP70 ol2t7| e (170)
119 VSRESP70 Respiratory Rate (T70)
120 VSOXYSAT70 Sp02 (T70)
121 VSPSSS70 PSSS (T70)
122 VSPULSES0 Heart Rate (T80)
123 VSSYSBP80 F=7] e (T80)
124 VSDIABP80 o|gt7| & (180)
125 VSRESP80 Respiratory Rate (T80)
126 VSOXYSAT80 SpO2 (T80)
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127 VSPSSS80 PSSS (T80)
128 VSPULSE90 Heart Rate (T90)
129 VSSYSBP90 57| Y (T90)
130 VSDIABP90 O|gt7| = (T90)
131 VSRESP90 Respiratory Rate (T90)
132 VSOXYSAT90 Sp0O2 (T90)
133 VSPSSS90 PSSS (T90)
134 VSPULSE100 Heart Rate (T100)
135 VSSYSBP100 F57| 9 (T100)
136 VSDIABP100 O|2t7| & (T100)
137 VSRESP100 Respiratory Rate (T100)
138 VSOXYSAT100 SpO2 (T100)
139 VSPSSS100 PSSS (T100)
140 VSPULSE110 Heart Rate (T110)
141 VSSYSBP110 F=7| €Y (T110)
142 VSDIABP110 O[2t7] & (T110)
143 VSRESP110 Respiratory Rate (T110)
144 VSOXYSAT110 Sp02 (T110)
145 VSPSSS110 PSSS (T110)
146 VSPULSE120 Heart Rate (T120)
147 VSSYSBP120 F=7| €Y (T120)
148 VSDIABP120 O|2t7] E& (T120)
149 VSRESP120 Respiratory Rate (T120)
150 VSOXYSAT120 Sp02 (T120)
151 VSPSSS120 PSSS (T120)
152 CESTAT Outcome H& 7 o8
153 CEREASND Outcome HE O/FT AR
154 CEPRI First attempt success rate of sedation (PSSS =1,2,3) within 15 min
155 CESECTM Onset time of sedation (PSSS =1,2,3) min (000)
156 CESECDUR Duration of sedation = Recovery time (PSSS = 4,5) min (000)
157 CESECPSSS PSSS=0 (Abnormal phvsiﬁlé)r?/i:nggga)meter that require acute
158 CESECLOW The lowest SpO2 value (%) % (000)
159 CESECRES Sedation failure (PSSS=04,5) after 30 min
160 CESECCOM Completion of procedure
161 CESECCOMC Causes of Procedure failure
162 CESECOST Total cost of sedation |
163 CEPAT Patients'acceptance
164 CESEP Separation anxiety
165 CEPHY Physicians’ satisfaction
166 CMYN HEASO0| FOE UGS
167 CMPRDNAM A=Y (EEY)
168 CMSTDTC S0 AR
169 CMSTTM SO AIZA[Z
170 CMENDTC o Z2Y
171 CMENTM 50 ZEAL
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Heg HeMdY CH
HS
172 CMCONTI £ X|H0 2
173 CMDOSE 18] 20 &
174 CMDAYFRQ 19 5o ==
175 CMDOSU £ B
176 CMDOSUO £0] tt2[_Other
177 CMDOSFRM s Y
178 CMDOSFRMO ot= ME Other
179 CMOB)J £0 At
180 CMOBJO F0] ALR_4A
181 CMROUTE 5o 82
182 CMROUTEO £0| ZE_Other
183 AEYN o|&Etg o &
184 AETERM O| AHt-S (Adverse Event) T4
185 AETERM1 Airway
186 AETERM2 Cardiovascular
187 AETERM3 Gastrointestinal
188 AETERM4 Neurologic
189 AETERM5 Allergy
190 AETERM6 Body temperature
191 AETERM7 Sedation experience
192 AETERM9 Other
193 AEDTC Ol &EHS AlZHY
194 AESTTM Ol EHS AIZFAIZE
195 AEENDTC O|dErE =Y
196 AEENTM Ot BEAIZ
197 AEDUR OlfEtE XI5 AlZt min
198 AEREL S Ed
199 AEOQUT Faml
200 AETRT BN
201 AETRTHEMO Hemodynamic intervention 0%
202 AETRTRESP Respiratory intervention 0%
203 AETRTCM ZX_%E XN2EL=Y
204 AETRTCT ZX|_HIYE XEHAGE HAMLHE)
205 DSCOMDT AT S
206 DSYN Xt LoAIEA |2'A101I rrr L%gtlljﬁ?ﬁ nHEe =7 B 0l
207 DSDODT . =y
208 DSDOR S 2 AR
209 DSDORC = 2E AR _7|E
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AR EE AMlES floi T80l 2R 7M

OJ2tel 20t

ASA (American Society of Anesthesiologists)
physical status 4-5

ASA (American Society of Anesthesiologists)
physical status 1-3

Dexmedetomidine, Ketamine, Chloral
hydrate0f 2215 X 1 HHO| U= LAt

R Es 2 319 0[¢0] &7 Ao
AelHez Folstn AU A S2/A0

Alpha 2 adrenergic receptor agonist &

antagonistg %[ £oF £r2 Xt

-
19
Mo

Swallowing difficulty S22 4
FF0| of2{2 At

Excessive rhinorrhea S22 H|ZLU 4+E
Fof0| Of2{R TRt

- o = e =10
EOI-I‘I S} =hed x| o(AIHI'_'_/\’ (x| I-) CC L
S > = © OHIALL- H+d

SOstE 2oIHMS pSte =K O

My EE 47E 2YOl BY, =L A

27 O|Ljo] EHO|

J|Et QPRI SRS BERS Y

Dexmedetomidine, Ketamine, Chloral
hydrate2| = 7|Ate
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HS =23 FXxE MEIBE
Young-Eun Jang,
Two-center randomized controlled Eun-Young Joo,
trial comparing oral chloral hydrate Ji-Hyun Lee, Trials. 2023 Jan 3;24(1):2.
1 and intranasal combination of Eun-Hee Kim, ISSN: 1745-6215

dexmedetomidine and ketamine for
procedural sedation in children: study
protocol

Pyoyoon Kang,
Jung-Bin Park,
Hee-Soo Kim and

Jin-Tae Kim

https://doi.org/10.1186/s13063-
022-07033-x

_65_




3. Annotated CRF

EHQIH(eCRF B) 712 944 "HE

| Screening/Enrollment/Randomization | Sedation | Post-sedation |

eCRFH J= Rd 2E Version 1.0
o) HAT B2
Zle U W TN DMDTC
vol_w % 55 DMAGED
Liol 71 ¥ 55 DMAGM
Ljo|_ 4 4 E5 DMAGEY
e em{0000) VSHEIGHT
BEA k30000 VSWEIGHT
BMI Wim 55 VSBMI
NPO time (& NPOTIME
8 oA NS ARNE aIRuUG
NPO type NPOTYPE
ASA class () ASA I A normal healthy patient  ASA

O ASA L A patient with mild systemic diease

) ASA [IL A patient with severe systemic disease

() ASA IV A patient with severe systemic disesse thal & & constant threast to life

3 ASA V. A monbund patient who = not expected (o survive withoul the operation

T) ASA VE A declared brain-dead patient whose organs are being removed for donor purpos

ey
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[Screening/Enoliment/Randomization | Sedation | Post-sedation |
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