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BERASEEVERSRUESMT+BERAAEECERSSHRSRATIAT BHRHREE

Albumin-bound paclitaxel combined with lobaplatin-induced chemotherapy + albumin-bound paclitaxel combined with lobaplatin in the treatment of locally advanc

cancer

BHERAAEECERASRUESMTRERS BT AT BRRARER

Albumin-bound paclitaxel combined with lobaplatin-induced chemotherapy and sequential concurrent chemoradiotherapy for locally advanced esophageal cance

EHENMEEHRS:
Secondary ID:
HIEEMERA: ERE MRAFA: XUF
Applicant:  Yan Maohui Study leader: Liu Fang
RIEEMIKARARIE: R ATTARIE:
Applicant telephone: +86 18301071600 Study leader's telephone: +86 13520469875
HIEEMEKRALR ¢ MAATAEZE:
Applicant Fax: Study leader's fax:
BB MREX R A BB F R4 TR ST AR F IR

Applicant E-mail:
FRIBR ML (B R M)

Applicant website(voluntary
supply):

FRIEEMER R A B :
Applicant address:

357278864@qg.com

FERTBRXEMK28S
28 Fuxing Road, Haidian District, Beijing, China

Study leader's E-mail:
AR AR ARLL(BRRA):

Study leader's website(voluntary
supply):

ARATABIMLLE -

Study leader's address:

liufangfsg@163.com

FERTERXEME28S
28 Fuxing Road, Haidian District, Beijing, China

BIEEMEX R ABRE YRS : R AT AR :
Applicant postcode: Study leader's postcode :
HIEAFERN: PEARBRELDER
Applicant's institution:  Chinese PLA General Hospital
ELRCEZASIE: 2
Approved by ethic committee: Yes
REZASRHEXS: 139, REZARIERYT:  s=pimey
Approved No. of ethic committee: $2019-132-01 Approved file of Ethical Committee : BAHfFView
MWEAHRNECEZRAZET: PEARBREZEREZCEZAS
Name of the ethic committee: Medical Ethics Committee of Chinese PLA General Hospital
EEERRIERS:
Date of approved by ethic 2013/08/26
committee:
CEEARBKRA: BlE
Contact Name of the ethic
committee: Feng Cao
REZARBKAI: JCRTERXEME28SHFEARBRERERETECHRIERPO
Contact Address of the ethic. e ical Building Seventh Floor Clinical Center, 28 Fuxing Road, Haidian District, Beijing, China
REZARKAARIE: CIEEARKARABRE:
Contact phone of the ethic Contact email of the ethic
committee: committee :
ARALmRE (ER) 2 FPEARBRESER
Primary sponsor:  Chinese PLA General Hospital
AR (AR) 2ttih: ERTERXENE28S
Primary sponsor's address: 28 Fuxing Road, Haidian District, Beijing, China
RRENSUAEMELENE): g, i BEED): LR H(XE):
Secondary sponsor:
Country: China Province: Beijing City:
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ZEWMERR:
Source(s) of funding:
MRER:

Target disease:
MRERAE:
Target disease code:
RREE:

Study type:

TR PRALIER :

Study phase:
AREM:
Objectives of Study:
Fsigit:

Study design:

NI

Inclusion criteria

HibRtmfE:

Exclusion criteria:

TR SLHERT 8] -
Study execute time:
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Bi(ER): PEARBEREDER Bifttelit:  BRXE K28
Ln:égﬁgﬁn Chinese PLA General Hospital Address: 28 Fuxing Road, Haidian District

AHEEAREHWAHRAS
Shiyao Group Ouyi Pharmaceutical Co., Ltd.
_REE

Esophageal cancer

MEMHRR

Observational study

IERIGPRIZ IS

2

WEHAELE (AEREAE) BABNESAOTRERSRAUTATBRRAREENERERZ M.

The efficacy and safety of albumin-bound paclitaxel combined with lobaplatin-induced chemotherapy and sequential concurrent chemoradiotherapy for locally ad
esophageal cancer.

By
Single arm

1. BEERSMARTAR, MMM, SERSHRERTANRMMES, HALXEMERES; 2. AAQREZNSHISNRBEEE IFKSPATRNRERE
EZRRAM 2 IMVETREZATT, BEEBESERAMEATT; 3. 208 1 MNERL (CTREERZ21cm, HEMREA22cm) 5 4. ECOGS2, &
EATBAHRETR10%, EMZRITE; 6. 0IEIEE: DBEARER; 7. FRE 185 ~70 F 28, BXAR; 8 EVRAHA 7 RNEAXLRERSIFLES
FREMTEM: (1) B4 (WBC) >=3000/uL, APIEFi4ER (ANC) A943iT48>=1500/uL, [/)\iR>=100,000/uL, MLIEH>=9.0g/dL; (2) BELEE (AS
(ALT)<=2.5 fEIEFE LR (ULN) , WMBEE<=4EESELR, SBEIR<=15EEEELER; (3) MENEF <= ULNKI1.5(F, MRES (BUN) <= ULN f2
[T B E FRARAE AL LB B0 43 2R [ FEEB AT 18] <=ULN #91.56%; (5) S EL#BAITE, LRFMOM (LVEF) KFEF 60%; 9. kit: SATHIB RIAT 4R /E61
I Bt mATRERATERENANEE,

1. Patients voluntarily participate , with good compliance, can complete observation and follow-up, and sign informed consent; 2. Histologically confrmed ESCC ¢
advanced , no anti-tumor drugs other than test drugs in the past 4 weeks, and can receive specialist anti-tumor treatment; 3. At least one measurable lesion (CT
diameter >= 1cm, other examination methods >= 2cm); 4. ECOG <= 2, in line with chemotherapy indications; 5. Weight loss of <= 10% in the past six months, ca
radiotherapy; 6. Heart function: The ECG is roughly normal; 7. Aged 18 to 70 years, male or female; 8. The patient's bone marrow, liver and kidney function meef
conditions within 7 days before the first dose: (1) White blood cells (WBC) >= 3000/uL, absolute count of neutrophils (ANC) >= 1500/uL, platelets >= 100,000/pL,
9.0g/dL; (2) Aspartate aminotransferase (AST) and alanine aminotransferase (ALT) <= 2.5 times the upper limit of normal (ULN), alkaline phosphatase <= 4 time
bilirubin <= 1.5 times ULN; (3) Serum creatinine <= 1.5 times ULN, the blood urea nitrogen (BUN) <= 2.5 times ULN; (4) Prothrombin time international normalize
thromboplastin time <= 1.5 times ULN; (5) Left ventricular ejection fraction (LVEF) greater than or equal to 60% as assessed by Doppler ultrasound; 9. Female: ¢
during treatment and 6 months after treatment; non-lactation; male: birth control during the treatment period and within 6 months after the end of treatment.

1R, WILE. BABRNARKBERERNERE, 2. WEFENSMRE, FAKRENENRER, HOEEFTE; 3. REFI (RESEENETR
BE) , FRRERE2EAEBRE, 4. NEHA 4 BNESTEMAMESGT; 5 RNMESE. AEHIMEE EMNME1ERSR) SEEESRRIR
FEOERE, B RMEONRE. TEEFNSEEOMER. FREMOLE. FEANLIEE, EEMMERBENEREMSIE; 7. BT 5EH
AEMIEES, MIEE, TRESHNRRETRNE; 8 FEMNFEL. mENSIETE.

1. Pregnancy, lactation, or female patient with fertility without contraception; 2. Serious acute infections, suppurative and chronic infections, and wounds are hard
Esophageal perforation (patients with esophageal tracheal fistula or esophageal fistula), with obvious symptoms and multiple distant metastases; 4. Received ott
treatments within 4 weeks before enrollment; 5. Abnormal blood coagulation, bleeding tendency (such as active gastrointestinal ulcer) or symptomatic treatment
anticoagulation; 6. With severe heart disease include: congestive heart failure, uncontrolled high-risk arrhythmia, unstable angina, myocardial infarction within ha
heart valve disease, and refractory hypertension; 7. Suffering from nervous, mental or mental disorders that are difficult to control, poor compliance, and inability
and describe treatment responders; 8. Severe cirrhosis, severe renal insufficiency.

MFrom2019/09/05Z To 2022/09/05

A5 | HARE: "
L Group: experimental group Sample size:
Inierventions:  Tymushe:  FSUFFRESRILT TFHUEIERE:
Intervention: XIG4H Intervention code:
ExR: HE HEET): IR H(XE):
WSS Country: China Province: Beijing City:
ot e Bf(ER): PEARRRESER SRR =FER
an?stgﬁtallo:n Chinese PLA General Hospital !Bes‘{iiljg;rtﬂe Tertiary A hospital
MEIER: | 4= . N
OURITY sy TR
Outcome: Progression free survival
MR8 : M
Measure time
pot o s
outcome:
BInRXE:  BENERE
Outcome: Objective response rate
MR8 : W
Measure time
port o s
outcome:
iR E:  BAEFH
Outcome: Overall survival
A 8] 5 - MEFE:
Measure time
pot o e
outcome:
BinhXE: B2
Outcome: Safety
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AT 8] = - MEFE:
Measure time
pot o Messurs
outcome:
IR R AERE
Outcome: Quality of Life
AT 8] = - MEFE:
Measure time
ponto ez
outcome:
IR H: miR AR
Sample Name: Blood Tissue:
N RARARZE R EREHR 588
Fate of sample: Destruction after use Note:
IR E R HR:
REARKTA Sample Name: Urine Tissue:
Coleeting samplels) | Aiimassia AR 8
Fate of sample: Destruction after use Note
AR E: KE AR
Sample Name: Stool Tissue:
AEARARZE R fEAEHR 15iBA
Fate of sample: Destruction after use Note:
. . . " - g&/)\Minage 18 % years
EEFRHKER: HRFE ERTE ¢ Y
Recruiting status:  Not yet recruiting Participant age: £A Maxage 70 % years
150 BRyer Gender: Both

FEi75E (BERBRAARARE
FERNES)
Randomization Procedure (please

state who generates the random
number sequence and by what

KER

Not used

method):
it NA
Blinding: N/A

REAFIRKBTRENSITER:
Calculated Results ater the Study 2N FF/Public
Completed public access:

ZFEBchange

LERHRSERERNSIT AR

Statistical results after completion of Ef£Upload: ’ IR | GRS

the test file upload:
UTN(ZIKHE—IR5IEL):

JRIGEUEATIIEL: jpa0en sy =e4s B 940 FF/MWithin six months after the trial complete

The time of sharing IPD:

HERIAKIENA I (RIF: EEA
AFFRIREIER A, MRAN
KEE, FHEZNEFABHRNN
k) -

XERE

The way of sharing IPD”(include

metadata and protocol, If use web-

based public database, please
provide the url):

BUESREMEIE (RBA: HUEREM
ERHMA AR, —HRBCRE
(Case Record Form, CRF), —Hf
FREMERE RS (Electronic Data
Capture, EDC), #ResManBlg—7#
ETEEMAEDC, :

Article publication

CRF

Data collection and Management (A
standard data collection and CRF
management system include a CRF
and an electronic data capture :

HIEEEEAR: o
Data Managemen Committee: EAFATE/Not yet

MR PAARERIREREES
(RERBIR. B B W, WE; %
WtE)

Publication information of the
protocol/research results report
(name of the journal, volume, issue,

pages, time; or website): 1&2%/upd
SERRA:
Name of Registration: 2019/08/10
DERR:
Project Origin: ik
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