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Registration number:

alitz = L:H
Date of Last Refreshed on:

EfAE:
Date of Registration:

EMSHE:
Registration Status:
EMER:

Public title:
EREEEE:

English Acronym:
MREENE TR E a0
Scientific title:

WRERAS(HE):
Study subject ID:

A E AT E R
=

The registration number of the
Partner Registry or other

Clinical Trial Registration Statement

ChiCTR-IOR-14005744

2015-01-04

2014-12-26

PR

Prospective registration

[EEps R EFA S B EE SRR EER AR i ERMR

Perioperative integrative medicine of fast track surgery and its application

P ESIEHET A EE B E R RS

Research on Traditional Chinese Medicine for fast recovery of postoperative gastrointestinal function

register:
HiEEMERA: B WmmEA: HREE
Applicant: Jiang Zhi Study leader: Chen Zhigiang
MBS A RS W A RE:
Applicant telephone: +86 15011537399 Study leader's telephone: +86 020-81887233
RIEIMERALE : MRmEALE:
Applicant Fax: Study leader’s fax:
HFERER : G ; ERGE : :
FRI Eﬁﬁfﬁ?’gﬂﬁ 2000jiangzhi@163.com Smdﬁ?;zﬁ?giﬂﬁz zhi57@163.com
BiEEuRM(EERE): B AR (BERE):
Applicant website(voluntary Study leader's website(voluntary
supply): supply):
HIEEMER A RIRMA: TS RAERLI11S mmEARRML: THAESRAERLILIIS

Applicant address:

BIEE AR R ARPERS :
Applicant postcode:
BB ARTTESR

Applicant’s institution:

No.111, Dade Road, Yuexiu District, Guangzhou,
Guangdong, China

FFREHRER

Study leader's address:

[HEMAEIN: EET S H
Study leader's postcode:

Guangdong Provincial Hospital of Traditional Chinese Medicine

No.111, Dade Road, Yuexiu District,

Guangzhou, Guangdong, China

EanftBERSIE:
Approved by ethic committee:

CBERSHS:
Approved No. of ethic
committee:

fiCEFEHRAEIEERSER:
Name of the ethic committee:

CBRZERAIERL:
Date of approved by ethic
committee:

EERSERA:

Contact Name of the ethic
committee:

feIBERER Rt

a
E

Yes

B2014-058-01

FFREPERCEERS

TCIBE RSB -
Approved file of Ethical
Committee:

IRB of Guangdong Provincial Hospital of Traditional Chinese Medicine

2014-11-14



fERERERFRARE: BB RS T A RS
Contact phone of the ethic Contact email of the ethic
committee: committee:

iHaaiEmEs A B
Primary sponsor:
ifEIEmEE (A S{uit:

Primary sponsor's address:

Ex: i BEE HRE):
Country:  China Province:  Guangdong City:
% E e fs (R AL £ R s
&) PHE ek Bl TSR AEEILS
Secondary sponser: FR):
Institution Guangdong Provincial
hospital: Hospital of Traditional Address: No.111, Dade Road, Yuexiu District, Guangzhou, Guangdong, China
" Chinese Medicine
SEIMEERR: ChmRETHEIES
Source(s) of funding: Guangzhou science and technology plan project
ifzsm: ERREERErE
Target disease: laparoscopic surgery for colorectal cancer
FERELD:
Target disease code:
ifeeE: FinkamE
Study type: Interventional study
WFATLEER: EHE
Study phase: N/A

I FREER

Guangdong Provincial Hospital of Traditional Chinese Medicine
iR RAERLILLS

No.111, Dade Road, Yuexiu District, Guangzhou, Guangdong, China

HHEN: MERFRRRAESSREEER RS EEf R aERRNER -

To observe the effectiveness of perioperative integrative medicine of fast track surgery on the recovery after laparoscopic

Objectives of Study:
surgery for colorectal cancer.

SRR AT

Description for medicine or
protocol of treatment in
detail :

WeTizit: I EATHEE
Study design: Parallel

1) EREAERERESE.
2) ERy: 49-79% 7 Ee
. 3) FAMEZAME.
TIIEES §) pemmmig2.s 4.5 1% -
5) RETAETFSASEE.
6) HBEEE-

1. Patients underwent laparoscopic surgery for colorectal cancer;
2. Aged from 45 to 75 years old;

Inclusion criteria 3. The duration of operation is with 2 to 4 hours;

4, The anesthesia time is within 2.5 to 4.5 hours;

5. The TCM syndrome is identified as qi stagnation fu-organ stuff;

6. Willing to sign an informed consent document.

1) Bt AERRERLL LTS  RERE -

2) BERMEEITY et E -

3) BLME - F 8. B RETEaHRRES SIE - #RH. SIEHERRcEE.

4) FERERE -

5) HRTELTEE -

6) FASIREIAE -

7) EEERTRAS . MEAEA<210/Ls FIHEA< 0.100/L-
Hi#iTA: 8) BRESFAAILETES -

9) AR EE400ZHE . FdhEAEERInE -

10} A6 B ALIEER RES . HABRICUS. INFHEMiETE-

1N ARETRERETE-

12) BiEFARE-

13) F iR E B AR E S e E -



14 BRIEEESMSIEilTa 1A REsld e ki Es -

15} WEE WA ERITHITEFRRRS -

1. Advanced malignant tumor cachexia, extremely weak;

2. Patients of malignant tumor who needs extended radical operation;

3. patients combined with cardiovascular, liver, kidney, brain, lung and other serious diseases, Bad drug control of
Hypertension, diabetes;

4, Patients with mental disease;

5. Patients with allergies to the intervention;

6. Pregnant or breast-feeding women;

7. Severe malnutrition, serum albumin less than 21g/L, prealbumin less than 0.1g/L;

8. Re-abdominal surgery and severe intestinal adhesion;

9. Blood loss more than 400 milliliters during the surgery;

10. Occuring serious complications within & hours after the surgery, e.g. multiple organ dysfunction;

11. Postoperative intraperitoneal hyperthermic perfusion;

12. Emergency surgery;

13. Prokinetic drugs must be taken after operation;

14. Patient participating other clinical study or having participated other clinical study in the last one month;
15. Patient considered inappropriate to participate the study by clinical investigators.

Exclusion criteria:

fijesenrpl=H
Study execute time: MFrom2014-06-01FTo 2017-06-30
ikl TR HHE:
100
Group: Interventinal Group Sample size:
T HitahE: R ESS T iE FiftahEE:
Intervention: integrative medicine intervention Icr;ltdeer.vention
TIEERE: B
Interventions: R wiBEiR HAE:
100
Group: Control Group Sample size:
THitahiE: Erliary FitahEE:
Intervention: Basic intervention Icr;ltdeer:vention
ez HE &(EEm): IM'E mEE):
Country:  China Province:  Guangdong City:
HE reEmarE-NEER  R0ES:  S6PS

The first affiliated hospital of
Institution Guangzhou University of Level of the

hospital:  Traditional Chinese Medicine institution: 1o 0Ty A hospital

Elﬁ

] s(EET): H(xB):
Country: China Province:  Guangdong City:
EE  rraumeEs #hE8: =R

Hospital of Traditional

fiien v il=H 'IjnSt't.Ut'?n Chinese Medicine of Level O.fth_e Tertiary A hospital
. . ospital: institution:
Countries of recruitment and Zhongshan
TS RANCR SO IIgS vt e s
EE HE &H(BEER): I'F mEE):
Country: China Province:  Guangdong City:
SHE  rreemEsAER O T 1
EH
Institution Integrative hospital of Level of the . .
hospital: ~ Guangdong province institution: 1ertiary A hospital
EE HE &H(BEER): I'F mEE):
Country: China Province:  Guangdong City:
SUHE  rravEn gEm9:  —pEs
EH
_— Guangdong Provincial

Institution . i Level of the . .
hospital: Hospital of Traditional institution: Tertiary & hospital

Chinese Medicine

fEIEHRILE:  REERELERERE E=tpresiil EELET



e REEARGSEE AR EmiEE

Qutcome: time to first bowel sounds Type: Primary indicator
NERTiES: NEF5%:
Measure
time point of Measure
method:
outcome:
e REERHSIREERENE $EIR2EE: FEHET
Outcome: time to first flatus Type: Primary indicator
MBS NEF%:
Measure
time point of Megsura
method:
outcome:
EirRE:  REERHHERE $EIR2EE: FEIET
QOutcome: time to first defecation Type: Primary indicator
MBS NEF5%:
Measure
time point of Measure
method:
outcome:
#Eirhie:  BEYE EtTAEE: EEHET
Outcome:  Gastrointestal hormones Type: Primary indicator
MEET: g MBF:
Outcomes:
Measure
time point of Megsura
method:
outcome:
EirhE:  EmHES EtREeR: EEIET
Outcome: fatigue evaluation Type: Primary indicator
NERiES: NEF%:
Measure
time point of Measure
method:
outcome:
EirhiE:  FEEER Fizforeiilh FEIET
Outcome:  recovery scale Type: Primary indicator
TR Bl - NEFE:
Measure
time point of Measure
method:
outcome:
EtrhiaE: BRahhIEE R fEtrea: PitondEts
Outcome: Gastrointestal motility scale Type: Additional indicator
TERT Bl = MEFE:
Measure
time point of Measure
method:
outcome:
PRI i A0
FEMFFE:  Sample Name: Blood Tissue:
Collecting sample(s) _ .
from participants:  ABAREXRE 1R SR HAR
Fate of sample: Destruction after use MNote:
FEMEHSER: EID8E apyE: B Minage 45 5 years
Recruiting status: Recruiting Participant age: B Max age 75 % years
R Bitie] Gender: Both

W% (EHBARE A RTLTE

=L ES]) - FfsiREE I BN ITE, BRI



REHLTTE GRAPIEELART AR onsmmn st ook, BIdRE RGN o
FERENES
Randomization Procedure
(please state who generates the
random number sequence and
by what method):

stratified random according to internet system

B&:
Blinding:

W FAERHER (LY \
b EETH

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

EfEHEL FRTE:
The time of sharing IPD:

HEEH BT (HER: EEA
SR ERHIEREIITA, NFRAR
FTE, EiEEREFaEIRR
iy :

The way of sharing IPD"(include

metadata and protocol, If use
web-based public database,
please provide the url):

MEFREMER (HF: #iERER
EIERAS AR, —ARARLESR
(Case Record Form, CRF). —3
B T ENEEFS(Electronic
Data Capture, EDC). #ResMan
Fh—#E T EERAIEDC:

EMB444 7 /Real time access

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

CRF and an electronic data
capture:

HiREIEERa:

Data Managemen Committes: HoRdEE/Not yet




