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Registration number
ChiCTR1800014739 

Date of Last Refreshed on
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Registration Status 1008001 Prospective registration  

 

Public title Involved-Field Irradiation Radiotherapy Combined with Chemotherapy vs Radiotherapy Alone for Elderly Patients With Esophageal Squamous Cell Carcinoma: A prospective,
Open, Randomized Controlled of Clinical Outcomes and Toxicities 

 

Scientific title Involved-Field Irradiation Radiotherapy Combined with Chemotherapy vs Radiotherapy Alone for Elderly Patients With Esophageal Squamous Cell Carcinoma: A prospective,
Open, Randomized Controlled of Clinical Outcomes and Toxicities 

( )
Study subject ID

 

Secondary ID
 

  

Applicant Yan Maohui Study leader Yan Maohui 

Applicant telephone
+86 18301071600 

Study leader's telephone
+86 18301071600 

 
Applicant Fax

 
Study leader's fax

 

Applicant E-mail
yanmaohui1984@sina.com 

Study leader's E-mail
yanmaohui1984@sina.com 

( )
Applicant website(voluntary

supply)
 

( )
Study leader's website(voluntary

supply)
 

28   28   

Applicant address 28 Fuxing Road, Haidian District, Beijing, China Study leader's address 28 Fuxing Road, Haidian District, Beijing, China  

Applicant postcode
 

Study leader's postcode
 

 

Applicant's institution General Hospital of PLA medical 

 

Approved by ethic committee Yes 

Approved No. of ethic committee
S2018-031-01 

Approved file of Ethical Committee
View

 

Name of the ethic committee IRB of Chinese PLA General Hospital 

Date of approved by ethic
committee

2013/08/26 

 

Contact Name of the ethic
committee Cao Jiang 

28  

Contact Address of the ethic
committee 28 Fuxing Road, Haidian District, Beijing, China 

Contact phone of the ethic
committee

+86 010-66937166 Contact email of the ethic
committee

 

 

Primary sponsor Chinese PLA General Hospital 

28  

Primary sponsor's address 28 Fuxing Road, Haidian District, Beijing, China 

( ) ( )

http://www.chictr.org.cn/loginout.aspx?userkey=c0567f5f
http://www.chictr.org.cn/usercenter.aspx
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http://www.chictr.org.cn/userinfoedit.aspx
http://www.chictr.org.cn/pwdchange.aspx
http://www.chictr.org.cn/feedback.aspx
http://www.chictr.org.cn/listbycreater.aspx
http://www.chictr.org.cn/uploads/file/4d2d0127037d441199885e2d3b81c166.jpg


( )
Secondary sponsor

Country China Province Beijing City

( ) 28  

Institution
hospital General Hospital of PLA medical Address 28 Fuxing Road, Haidian District, Beijing, China

 

Source(s) of funding self-financing 

 

Target disease esophageal cancer 

 

Target disease code  

 

Study type Interventional study 

 

Study phase New Treatment Measure Clinical Study 

 

Objectives of Study To evaluate the efficacy and safety of involved-field irradiation radiotherapy combined with chemotherapy vs radiotherapy alone for elderly patients with esophageal squamous cell
carcinoma 

 

Study design Parallel 

 ≥70  cT2-3N0-2M0    ECOG ≤2  
   

Inclusion criteria
1. Aged ≥70 years; 2. Clinical stages (cT2-3N0-2M0); 3. Pathological examination of esophageal squamous cell carcinoma; 4. For the first treatment, the operation could not be or
refused to be excised; 5. ECOG score≤2No contraindication of chemoradiotherapy; 6. Ability to understand the content of informed consent in radiotherapy and chemotherapy; 7.
No accompanying history of other malignant tumors; 8. Complete case data. 

70    I   
  4   

Exclusion criteria
1. Non squamous cell carcinoma confirmed by pathology; 2. The results of examination and examination suggest the risk of perforation of the esophagus and the bleeding of the
digestive tract; 3. Early I stage esophagus; 4. Distant metastasis; 5. Had received surgery, radiotherapy, chemotherapy, or associated with the history of other malignant tumors; 6.
Contraindication with radiotherapy and chemotherapy; 7. Radiotherapy for conventional and three-dimensional conformal radiotherapy; 8. Chemotherapy needs more than 4
cycles. 

Study execute time
From2018/02/22 To 2019/12/01 

Interventions

A
15

Group A Sample size

Intervention A Intervention code

B
15

Group B Sample size

Intervention B Intervention code

C
15

Group C Sample size

Intervention C Intervention code

Countries of recruitment and
research settings

 ( )  ( )  

Country China Province Beijing City  

( )   

Institution
hospital Chinese PLA General Hospital  Level of the

institution Tertiary A hospital 

Outcomes

PFS

Outcome PFS

Measure time
point of
outcome

Measure
method

OS

Outcome OS

Measure time
point of
outcome

Measure
method

Outcome side effects

Measure time
point of
outcome

Measure
method



Outcome pCR

Measure time
point of
outcome

Measure
method

Collecting sample(s)
from participants

Sample Name NO Tissue

 

Fate of sample Destruction after use Note

Recruiting status Recruiting Participant age

 Min age 70  years

 Max age 90  years

Gender Both

spss

Randomization Procedure (please
state who generates the random

number sequence and by what
method)

SPSS software computer random grouping

Blinding Not stated

Calculated Results ater the Study
Completed public access

Public  change

Statistical results after completion of
the test file upload

Upload *

UTN( )

IPD sharing
Yes

ResMan

The way of sharing IPD”(include
metadata and protocol, If use web-

based public database, please
provide the url)

IPD will be public accessable via ResMan

(Case Record Form, CRF)
(Electronic Data

Capture, EDC) ResMan
EDC

Data collection and Management (A
standard data collection and

management system include a CRF
and an electronic data capture 

Chinese PLA General Hospital

Data and Safety Monitoring
Committee

/Yes /Not yet

Publication information of the
protocol/research results report

(name of the journal, volume, issue,
pages, time; or website):  /update

Name of Registration
 2018/01/31

Project Origin
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