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Date of Last Refreshed on : 2017-07-23
A - 50170723

Date of Registration :
ESIATES - TUERR
Registration Status : Prospective registration
ERE - CRGHRERRERTERNEY ? ME. (e EERmEsnItiR
Public title : A study of sevoflurane anesthesia for depth adjustment of blood pressure, sedation or analgesia index
EMEEES
English Acronym :
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Which is the best about sevoflurane anesthesia depth adjustment? The comparison of blood pressure, sedation or analgesia

Scientific title : .
index.
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ARFRLS (HB) :
Study subject ID :

M IEEE CH IR
E=g

The registration number of the
Partner Registry or other

register :
FRIFEMERA © KEX ARHRE KL
Applicant : Zhang Jianwen Study leader : Zhang Jianwen

= SN Y h . =3 = h .
FRIEEREARARIE - g6 13994299284 AFAEADIE - g6 13994209284

Applicant telephone : Study leader's telephone :

RIS EMEKRALZE - ARASRAEER :

Applicant Fax : Study leader's fax :

FRIEEARER R AR FHp AR AR AR F B

Applicant E-mail :
FRIBEf ML (B IR -

Applicant website(voluntary

supply) :
FRIEERR B R AETMELE

Applicant address :

FRIEEARER R ABBERED :
Applicant postcode :
FRIEARTAESRAL

Applicant's institution :

zjw030001@126.com

LIFAEXEH R AEI9S

99 Longcheng Street, Taiyuan, Shanxi, China

030032

LIPEAEER AR

Study leader's E-mail :

B A ML (B RRE)
Study leader's website(voluntary
supply) :

RGBSR AETIEE
Study leader's address :

IS ER ABPBERRS
Study leader's postcode :

Department of Anesthesiology, Shanxi Dayi Hospital

zjw030001@126.com

LIFAEXEH R AEI9S

99 Longcheng Street, Taiyuan, Shanxi,
China

030032

EERCEZRME
Approved by ethic committee :

CEERAMHNS :

Approved No. of ethic

committee :
HWEAHARIVCIEEZR SRR

Name of the ethic committee :
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Yes

YXLL-2017-005

AKX EREFCEZERS
Shanxi Dayi Hospital Ethical Committee

CEZER AR
Approved file of Ethical
Committee :

A View
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2017-07-06

Date of approved by ethic

committee :

CEZERSBKRA !

Contact Name of the ethic

committee :

CEZRSEREIMBIL

Contact Address of the ethic

committee

CEZRIIKRARE

Contact phone of the ethic

CIEZRBRRARBFE
Contact email of the ethic
committee :

committee
isCietass (481 ) 847 0 IIFAKER
Primary sponsor : Shanxi Dayi Hospital
WFsCietass (A1) Bt « B KERRHRARE9S
Primary sponsor's address : 99 Longcheng Street, Taiyuan, Shanxi, China
Ex:  oE SEE g HRE): AR
RIS (TIE ik B Country :  China Province : Shanxi City : Taiyuan
) efi(E - . . 5992
Secondary sponsor : ey - LIFEKER Bt :  WABAKRHEHAE9S
Institution Shanxi Davi Hospital Address - 99 Longcheng Street, Taiyuan, Shanxi,
hospital : Y P " China
ZLBEFYRKER . BF
Source(s) of funding : self-financing
R © REEREET

Target disease :
AsAmES

Target disease code :
FsReRE
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Study type :
PARATALIER
Study phase :

H=B/ :

Objectives of Study :

YRR EGRTT TISRFIA

Description for medicine or
protocol of treatment in
detail :

ARt -

Study design :

MNIRAE

Inclusion criteria

HERMTAE -

Exclusion criteria :

TASRSChERTIE) |
Study execute time :
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Interventional study
BRERMERR G/ Fia3a
0

FIRAPICRME, FRFEEEF SN BRI AUE S CRIGMENRERT | BEMRMRNDFRNR TSR, CalkEREMmEEHiEReER
FRIES | RERYINEIEREESIES CRMESR AT R TSR RMAES CRGMERR AT A VSR IR | JRSHERMEARIER
SR EIRR AR EMIRARATE .

This study will investigate the intraoperative hemodynamic changes and intervention measures, sevoflurane consumption,
quality and complications of anesthesia in order to compare sevoflurane anesthesia depth adjustment by blood pressure,
Wavelet index and Pain Rating index in patients. Finally, it will evaluate the feasibility of sevoflurane anesthesia depth
adjustment by Pain Rating index and select the optimal way of sevoflurane anesthesia depth adjustment so as to guide the
clinical anesthesia management.

FEAN TR
Parallel

(1) FHeR MTEHREEEREREANES ;
( 2) EH MR MTIUERIERHERRIIRRAEANES ;
(3)ASADRI ~ 4, F#40~60% , HRIARIR , REFSEBMITE18-30kg/m2,

(1) patients accepting general anesthesia for Posterior Lumbar Interbody Fusion surgery;
(2) patients accepting general anesthesia for Anterior Cervical Discectomy and Fusion surgery;
(3) ASAI-II, aged 40 to 60 years old, male or female, body mass index 18 to 30kg/m?2.

(1) KRR, HRD , CRRENENENEE
(2) BFAPRHEZRFHITFIREFRRENEE

(3) LIt BT ERENEE

(4) BHU=REE

(5) BRERRHREN S FEIERSEENBEREPINEE

(1) patients with long-term application of narcotic analgesics or sedatives;

(2) patients with history of the central nervous system or respiratory system disease;
(3) patients with serious heart,lung, liver and kidney disease;

(4) patients with history of malignant hyperthermia;

(5) patients with serious psychiatric history or refused to sign informed consent.

MFrom2017-09-01%To 2018-06-30
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FiusEht :

Interventions :
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Group :
TFFatEhe -

Intervention :

Group :
TFutETe

Intervention :

Group :
FIUERE

Intervention :

Group :
FHnsEheE

Intervention :

Group :
FrnsEhe

Intervention :

ME4E ( PLIF)
blood pressure group

mE

blood pressure

THAFIEEREA(PLIF)

Wavelet index group

HFMEEL
Wavelet index
SEEIEEUA(PLIF)

Pain Rating index group

U5
Pain Rating index

/=4 ( ACDF)
blood pressure group

MmE

blood pressure

{EEFIEEN4H(ACDF)
Wavelet index group

HEEFES
Wavelet index

$EfEIEEEA(ACDF)
Pain Rating index group

HEieEL

HAR :

Sample size :

FIuEEAES

Intervention
code :

Sample size :

FHuEEAES

Intervention
code :

Sample size :

FHuEMEAES

Intervention
code :

Sample size :

T e

Intervention
code :

Sample size :

TFHEbE s

Intervention
code :

Sample size :

TiEiE s

40

5/8



2020/6/11 R I RAR IR W A0 - tH 5 A A B R TR B A T 65— S LA
Intervention : Pain Rating index Intervention
code :
ExR : FE E(EEh) . WA MmXE): AR
Country :  China Province :  Shanxi City : Taiyuan
RRARBOR:
1 i A . > —_ he =
Countries of recruitment and =+ -L.( LIFEAERS efpR . REREER
research settings : Be) :
Institution . . . Level of the . .
hospital - Shanxi Dayi Hospital institution - Tertiary A hospital
: Siotr . — N 24 — ]z —
NESST: g CEmERE SRR EEIER
Outcomes :

Outcome : sevoflurane consumption Type : Primary indicator
MEATEA WEFFE :
Measure
time point of Measure

method :
outcome :
EinhxE . MRshhz HEtReEE FEIER
Outcome : blood presure, pulse Type : Primary indicator
MBS : METE
Measure
time point of Measure

method :
outcome :
IBirhNE . AHESEM YETRREY FEER
Outcome : Hypertension, Hypotension, Tachycardia, Bradycardia Type : Primary indicator
MER AR WETTE
Measure
time point of Measure

method :
outcome :
BirhE . HEREER FETREREY FEIEIR
Outcome : Evaluation of anesthesia recovery Type : Primary indicator
MEATBEA : WETFE
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Measure Measure
time point of method :
outcome :
BinEXE ©  ANEEEFN YETRREY FEIER
Outcome : Evaluation of postoperative analgesis Type :
MEATEA : WEFE
Measure
time point of Measure
method :
outcome :

Primary indicator

RENRIFA
Collecting sample(s)
from participants :

ESHFESER - BARTR FUBHE -
Recruiting status : Not yet recruiting Participant age : £ Max age 60 % years
R Bimye Gender : Both

BEHITE (IBRBBRAARBTATE 4, . e
FEAREALREE ) - HIRIE TS AMSPS IR B s EpBENF7!

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

By the test head from the SPSS software to automatically generate random sequence.

/N Min age 40 % years

8%

Blinding :
IeTeRERISHER ( HEXX o .
i . RETE

Calculated Results after
the Study Completed(upload download
file) :

[FIREHRATHRTIE :
The time of sharing IPD :

HERGEIERST0 (R IBEAN i F2018F6 308 A /RIAEHE | FIE TR FEMERE , BRRJI= © zjw030001@126.com,
RNIFRREIEEENG , WRAK
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BIYE | FEHZMNEFLEBFRFMN
)

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

HURRENEE (48R : FUEREMN
SERMEDER . —ARHERE
(Case Record Form, CRF) , —A
F8 ZSREEFN &I R 45 Electronic HRARIEERHICRKREHHEEERBABRZNEFEATRERR GRS EIERE.
Data Capture, EDC) , #lResMan
BIA—FhETFTEEAMAIEDC :

Data collection and Management
(A standard data collection and
management system include a

CRF and an electronic data
capture :

HIEEERRS
Data Managemen Committee :

Initial data is available on June 30, 2018 and can be obtained via email: zjw030001@126.com.

A case report form should be completed by the test personnel and then input and checked by the data administrator and
deposited in our clinical trial database.

B/Yes

EIIES

LY
: o (R M R B b \'l'arld Health E;E Hﬁiﬂ.
ResMan oG haasss e I

MUEE | ChiCTREN | RAD | EEXH | iEiHEE | ERER

EIGFIRIEEMAL - R BPEARERRIGHRXISENFES—REMNG
Copyright(c) (2005 - 2015) Chictr.org.All rights reserved. FEIGFRHIEI T RIS
RN FRERB IR T
EICP#£130128145-2

1R - HEFEFIIES.OLL RN SR B RO PR T AR,
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