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H5ES:
Language:

*ERERES:

Registration Status:

* R

* Public title:

EMEEES:

English Acronym:

* FIEIER RSB

* Scientific title:
HRIEENERRZEREE:

Scientific title acronym:

AREENS (D)
Study subject ID:

A REMVEsE S IR E
i=H

The registration number of the
Partner Registry or other register:

* EEEARA:
* Applicant:

* BB R A RIS

Applicant's telephone:

FEIMERRA LR

* R AT AR
Applicant's E-mail:

HiZRE: ZIRREHEZ

Project audit state: This trial is Successful.

’EPSi*DﬁSZ/Chinese And English v ‘

’ ¥R EAA/Prospective registration v ‘

’ RIS EF TR B MR B

’ Eesketamine for painless gastroenteroscopy in the elderly

|

|

AR SRR B ST

’ Eesketamine for painless gastroenteroscopy in the elderly

|

|

RS |

’Xiangqian Wan ‘

+86 183 8101 5045 ‘

BEMAERXS:+86 xxx, KE5S B2 [E@iRIN—1=H&

WEFAFHEGER, BIES TIERIE

Please enter the phone area code such as +86 xxx and add a space between the area code and
the number

This is public data. Please provide a work phone number.

| |

’ 286624122@qq.com ‘

https://www.chictr.org.cn/bin/project/edit?pid=264102

* oreg
HREEA

* Study leader:

* N
ARAEARLIRE:
Study leader's telephone:

AREZAER:

* BigRE ABR T HRLE
Study leader's E-mail

B |

: ’Xiangqian Wan ‘

+86 183 8101 5045 ‘

EMANERXSU0:+86 xxx, X S 551527 [EiRIN—PM=SE

IWEFAFHEER, ENESTIEEE

Please enter the phone area code such as +86 xxx and add a space between the area code and
the number

This is public data. Please provide a work phone number.

| |

f ’286624122@qq.com ‘
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IZX iR 1215 IZX R 1215
" TR AER S | PR R X SR 1215 * s AER | PO DT XERIEE 1215
“ 4
* ) No.121,JinglongRoad,longquanyiDistrict,Chengdu * No.121,JinglongRoad,longquanyiDistrict, Chengdu
Applicant's address: Study leader's address:
“ 4
FRISIEARER R ABBBYRES: TAFE TR ER ARBBERS:
Applicant's postcode: 610100 Study leader's postcode: 610100
/g (R[Sl =) || &E= =] 0g O\l R =0 || &E= ~
L )| B ERER L S B b SR EE R (P | & 2 = A R EBR) T T 9)| BFERER L S B R B EER (1) | | B S = AR ERR)
Y %
* ) The Affiliated Hospital of Sichuan Nursing - — The Affiliated Hospital of Sichuan Nursing -
Affiliation of the Registrant: X i X v Affiliation of the Leader: . . , . v
Vocational College (the Third People's Hospital P Vocational College (the Third People's Hospital P
(d —— — . . d

¥ ETCEERSE:

=] iy
Approved by ethic committee: O RfYes A/No

B LERH4/Attachment

*
CEERSMES:
Approved No. of ethic committee:

* 4 EEL (FAH:- N
ERERSUIE e BB A L (8. 5%, BER. RiEws

’ KY-2025-0104 Approved file of Ethical Committee:

#)

FerTreaERash | I)IBPEIRLSRIBER )| S ARER) EXRICEERS ‘

* Name of the ethic committee: ’Medical Ethics Committee of the Affiliated Hospital of Sichuan Nursing Vocational College (the Third People's Hos‘

* eEERSHERE:
Date of approved by ethic ’ 2025-02-25
committee:

* CEERABEA ’@9 ‘

* Contact Name of the ethic
committee:

’Ling Tan ‘

* ERRARRMIL ’ﬁiﬁBﬁiﬁ%ﬁézm&Eﬁu@ ‘

* Contact Address of the ethic
committee:

’ No.121,JinglongRoad,longquanyiDistrict, Chengdu ‘

* EERSERAME | +86 28 8843 8361 ‘

Contact phone of he &1NiC ggep \ BIRFIR S411-+86 xRS SSTRZIARII— N1
committee:  Please enter the phone area code such as +86 xxx and add a space between the area code and

CEZERSEKRAMBE:
Contact email of the ethic committee:

the number
ExAES: N ) EISRAEERfI:
Approved No.: ’ ‘ (1% Optional) Approved file: R _EAEFF4No upload
Ex#ERER:

Date of approved:

https://www.chictr.org.cn/bin/project/edit?pid=264102
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* it
Study plan file:

* miERES:

| informed consent file:

*

TRFRSEIEA SR (BIR) BAL

* .
Primary sponsor

*

BASRSERE R SR (RIS St

*
Primary sponsor's address:

* a6 s (BN B R R
&)

Secondary sponsor:

¥ REREEE

* Source(s) of funding:

*

HRESS:

* Target disease:
* —

TFREREL:

Study type:

* FRFANER:
Study phase:

B &R/ Attachment ({RFBFE#, AAFF for prejudication of registration only, will not be published)

ESCEREEN MR ARI ST

B_EERH 4/ Attachment ({REBTFEEHZ, AATFF for prejudication of registration only, will not be published)

HESHCEFENMRANSHABRES, MRRANERE, B ENMAIRRAIERERE

) | $FERER = Bepf R b (1) | R = AR ERR)

Y

The Affiliated Hospital of Sichuan Nursing Vocational College (the Third People's Hospital of Sichuan Province)

Vi
PET R RER K215

Yz
No.121,JinglongRoad,longquanyiDistrict, Chengdu

Vi

*ER
* Country

*

* Institution

- wE |

[onina |

) P ERBR b = e R e (7Y
SERES—MEAIER)

: ’The Affiliated Hospital of SiChl‘

Input only one institution

* B(EEh):

il \ HRE) ]mzalsﬁa

* Province: ’Sichuan Province ‘ City ’Chengdu city

"R | AT SRR R 1215

* Address: ’ No.121,JinglongRoad,longquanyiDistrict, Chengdu

2024 F EIRARRIFRAES

Vi
2024 Clinical Research Science Fund

Vi

% |
’ None ‘
| FIRIEFFinterventional study v
Lz v |

https://www.chictr.org.cn/bin/project/edit?pid=264102

[igaES LA e

Target disease code:

* gt

i TTIRParale
Study design:
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A ERY:
Vz
Discussing the effect of small doses of esketamine combined with propofol on painless gastroenteroscopy in the
elderly outpatient clinic
* Objectives of Study:
4
YIRS AT T ERIFIA:
Vz
Description for medicine or
protocol of treatment in detail:
Vz
1. FH60-80RSHMERESE, 2. EEMEEITNSDHR (ASADHR) I~ 3. (K& (BMI) &
18-30kg/m*2; 4. BERAHEEREPNESE.
* R
4
1 .Healthy patients aged 60-80 years old -
* Inclusion criteria: | 2. American Society of Anesthesiologists classification (ASA) grades | to LI
3. Body mass index (BMI) at 18-30 kg/m”"2 4
(d
1. FEROMESMAERER(SMERZES WAEE>=180 mmHg]. B, (OIEsE. wMEOH =5, °
EERMBE<40%., REMHOEKLE. RS EEEESER. REGEE. MEOSEEIDER< 50)/
Fsine | 9], FRERS. ISVEIRSEMETERS. B, RS, TSETIKRImFLHL) 2. SEATHELERS (Chid
Pugh CREFEZSIHENIAT) | 3. MEIAKER (IHESFREMRKEEIR) SiErERE®s, 4. BRR
fFaERim; 5. MABIEHIEARIRAREE (SIRIE>=11.1mmollL) 6, MNZYMIRIIE; 7. EEFSHAR

* . . .
Exclusion criteria:

https://www.chictr.org.cn/bin/project/edit?pid=264102 4/9
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fraction <40%, tachyarrhythmia, secondary or above atrioventricular block, SICK SInuS Syndrome, Severe
bradycardia [heart rate <50 beats / min], lung disease, chronic obstructive pulmonary disease,

asthma,emphysema, bronchiectasis or pulmonary fibrosis) 4
* FsesciRia): s | 20250501 120251231
-~ 12025-01-01 - 2026-12-31 . . N
Study execute time: Recruifing time: 337 INGFTZHENE, BAREE, MEANE, EHFNBEREESRLE.
EIP A REI SEIX BB R BB R R AT A ATES 18]
"8 | AR (S ) | * AR
158
* Group: ‘ Esketamine group (Group S) ‘ * Sample size:
* FiEle  ARATERAE IZEEHMEEEER, RIEANSHENTE, ERENRHISTHEER | FInEHErg:
BREH. BENERSLTEM, WNFHCRESMME (LEIIME. LBEE. JNESIE P ‘ ‘
sERRES—FReee T Intervention code: fgigRIES— A tA8/Please input
N I d
* Intervention: | The anesthesia clinic doctor evaluated the patient before the surgery, and the - onyenecede
anesthesia consent was signed according to the inclusion and exclusion criteria. After 4
(d
% Please input only one Measure
FrutaEit:
Interventions: . "
B3 | 3$EE (C4A) \ BAR:
158
* Group: ‘ Control group(Group C ) ‘ * Sample size:
* FiEle AR IZEEHMEEEER, REANSHINTE, ERENKHISTHEER | FInEHErAS:
BREH. BEANERSLTEM, WNFHCREGMME (LEIIME. OBEE. JNESIE P ‘ ‘
sERRES—FRees T Intervention code: g RIES— A i3 /Please input
N I d
* Intervention: | The anesthesia clinic doctor evaluated the patient before the surgery, and the - oryenecode
anesthesia consent was signed according to the inclusion and exclusion criteria. After 4
(d
Please input only one Measure
*
SE:
HARE 316

Total sample size:

Countries of recruitment and
research settings:

ZHUHRTEESHES PO

=ES
* Country:

* Efi(ERR):

https://www.chictr.org.cn/bin/project/edit?pid=264102

b | * mEED): i |
‘China ‘ * Province: ‘Sichuan Province ‘

)1 FFERER L = Bep R EE B (1) | & S = AR EEhR) ‘
SIRRUES— M EA(ERR)

BEE): | A |

City: ‘ Chengdu City ‘

* SRR \zy& \

flan: =%, =8, “%&%, =2, —
R, HXRBERSHL, K, 0k
HEE"F NA", JETELRE
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Secondary B, Primary, Community
Health Service Center, University, or
N/A, no administrative level.

BINEROIEES, MBXOEREE, BEmIEE

* R MEE%MTIEE’JZ%E%

BRRES—MER

* Outcome Name: ’ Incidence of hypoxemia and hypotension

Input only one outcomes name

MEMBR: | £%5F (T1)

Measure time point of

* St outcome: ’After drug administration (T1)

Outcomes:

* JEhRsEY:
’EE%?EE'\/Primary indicatc v
* Type:

WETE: | M EENE

Measure method: ’ Measured directly by the monitor

* iR ]{E&ME@&E@

BRRIAS— MR

* Outcome Name: ’The incidence of hypotension

Input only one outcomes name

BHE (T1)

Measure time point of

outcome: ’After drug administration (T1)

=S
’I@Eﬁ'\/Primary indicatc
* Type:

METTE:

ISP EENE

Measure method: ’ Measured directly by the monitor

ESIFABIRENA, MAERAET

* AR | R (4 | None |
BERES—, MR, "ERE BN AEATRREE
* SAE AT * Sample Name: ’ None Tissue: | None ‘
Collecting sample(s) from Input only one,such as "Blood","Saliva" etc. Specify take from which tissue or organ
participants:
* AIHRAER: 35488 |
—
. HEOthers v | OB RS
Fate of sample:
Note: ‘
Specify expected time of preservation or other fate
TEFFRRER: | " ‘ * R o ‘
Recruiting status: ré-];kﬁyﬁ‘/NOt yet recrumng v Participant age: Hid\/Mm age 60 Z'o*/years
18 * e

https://www.chictr.org.cn/bin/project/edit?pid=264102
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REATES B S AR AT L e SP S S25. O~ ZE Rt (2T

* BEE (EREBEEARMA
FEFEEBEES:

Vz

. The director instructed an anesthesia nurse who did not participate in this clinical trial to generate random
Randomization Procedure | hnymbers using version SPSS25.0.

(please state who generates the
random number sequence and by
what method):

Vz

BT 1a):
2Nyt B AR B IR R -
HRNRESEENEREE: O EfVes Z=/No Length of follow-up(include time |1 H K/Day(s) e

Sign the informed consent:

point of outcome measure):

— BRSSO FFERFP TR Fspss25.0F~4EREH#T, H316MN\ENEHE, BIMMANNBED HIXKRE

(S4H) FAXIRBA (CH) , FAEHEHHIYT, HREEINEFEIFENNZSYAMEEID, S5kE
*ERsEsFLE | SENRRERNSEOEMSYER, TRENNIERER, S5RAEHIEINEIM—ARSREE D BT
FziER, BIMEHHESCRFE.,

%
An anesthesia nurse who does not participate in this clinical trial using spss25.0 to produce random numbers,
. . a total of 316 random numbers, the patients to be included into trial group (S group) and control group (group
Pmcessczfni"e(z:':n: C), and sealed envelope, and the corresponding drug according to the number to anesthesiologist, the
anesthesiologist involved in anesthesia management is not clear grouping and drug, record the -
corresponding clinical situation, the postoperative follow-up another unclear patient group and digital drug, P

WE; FEEEREM AR AR, BB REEMELEE, %22 E D ARRS BN BES
BER. BERALFRMRSEBER.

Vz

Double-blind; blinded of group and drug formulation. Another anesthesiologist followed the patient, who was not
aware of the group or medication. The patient himself was not aware of the group status.
*

Blinding:

BRGNS, ST, ERARAFINANFREEREARIEANES, BEnBeEEs
EARREET. CHRENE. EEUANENEIEHIKIER. YA TFERRRN, SAES
BEREENAE | AEFEE S S ERLRNER T, MAREABSHRAEANCE, ATHS, RERED
AT, ETCREHER, RENSEHREnE NG AMHREA. TS SRS
PS5 HTAMSEHOEN. SSMEH, BinEANEEES—H SR ERERE .

https://www.chictr.org.cn/bin/project/edit?pid=264102 7/9
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g

blinding:

FUTIESTR:

Statistical method:

RIS RERISHER:

Calculated Results ater the Study
Completed:

HEHRTERERISITHER:
Statistical results after completion
of the test file upload:
REATHAILTREHIFITESR:
Calculated Results after the Study
Completed public access:
SERE—IRBIRD:

UTN:

*

REHZRIGEE:
IPD sharing:

* HSRARIRIEE: TSI
ARFRAEIREEFISC, 2R
FRREFEE, BHEZNEFEER
FORILE):

* The way of sharing IPD"(include
metadata and protocol, If use web-
based public database, please
provide the url):

Record the time, compliance with procedures and acceptance of sealed envelope. When the subject has a
serious adverse reaction, if the subject is not properly treated without the treatment of the subject, then the -

head of the subject can be present. After agreeing to break the blindness, the project leader who kept the 4
(d

HURSHEFIIBM SPSSH{425.0h4< (SPSS Inc., Chicago, IL, USA) , E4:2r2ILAFY9(E+ SDEHER
(IQR) F, PETRLEF (BOLL) Fov. EEREENESMHRIERAShapiro-WilkiQIo#HTIFE, IIESR
ESHMRENHFESS MR, DEIRAMZFANGIETHMann-Whitney UIGIRIFAAEZER, SHEESER
EtEERRARARR. PE<A0.05HANEHITERN.

Data were analyzed using IBM SPSS software version 25.0 (SPSS Inc., Chicago, IL, USA). Continuous
variables are presented as mean + SD or median (IQR), and categorical variables are presented as numbers
(percentage). The assumption of normality for continuous variables was assessed using the Shapiro-Wilk
test. Independent sample t-test or Mann-Whitney U test were used for continuous and non-normally -
distributed variables,respectively. Comparison of categorical variables between the groups was performed

Z
Va
Vz
R _EAEHFH4No upload
AFFH/Public o

RieEIEENRTREC TN RAAATT, RARMIRAHFEEENAT

‘ Original data will be shared 6 month after the trial complete on the clinical trial public platform

https://www.chictr.org.cn/bin/project/edit?pid=264102
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CRF), “HBEFRENEERSR
(Electronic Data Capture, EDC),
WNResManRIA—FEFEEXMI

EDC: 4

* ) After the study, Printing CRFs will be locked in reference room of anesthesiology department and managed by
Data collection and Management
(A standard data collection and | researchers. Electronic data will be saved in the data bank of anesthesiology department and only can be

management system include a | contacted by special researcher.
CRF and an electronic data
capture:

HESRLERERS:
Data and Safety Monitoring | B5/Yes v
Committee:

AR BHARERIRERERE
BEEEM. 8. B, |, [E;
BRILE)::

Publication information of the
protocol/research results
report(name of the journal, volume,
issue, pages, time; or website):

ERA

Name of Registration:
FERRRIA):
Date of Registration:

AR
Date of Registration:

JFEIR[365685]
2025-03-26 00:00:00
ERAL
< REFIFER

B HERASHESEERELRE, BALIRE R RMRETFARMNZERHTHEZ, SWETRE R7 RBREFEREREMEEHZ,

Tip: after you have completed the filling all the information in the registration form, you can select "Submit" button to apply for verification. Otherwise, select "Save" to save it and you can continue to work on filling.
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