
Phase II trial of isotoxic hypofractionated concurrent chemoradiotherapy for non-small cell lung cancer 

 （Version 2, June 6, 2018）  1 

Study Protocol: A multi-center, prospective, phase II trial of isotoxic 

hypofractionated concurrent chemoradiotherapy for non-small cell lung cancer 

Informed consent for clinical trials 

（Version 2, June 6, 2018）  

Research institution:                                    Hospital 

 

                    (Subject): 

 

You will be invited to participate in a prospective, open, multicenter Phase II trial of isotoxic 

hypofractionated concurrent chemoradiotherapy for non-small cell lung cancer. This 

informed consent provides you with detailed information to help you decide whether or not to 

participate in this program. Please read it carefully. If you have any questions, please speak to the 

researcher in charge of the study, and we will give you a comprehensive explanation. This study 

has been reviewed by the ethics review Committee of this research institution. 

 

Your participation in this study is voluntary. 

 

Nature of study: Clinical study is initiated by doctors. The radiotherapy technology applied in 

this clinical study is a mature clinical application technology. The drugs in this trial are all 

post-marketing drugs. 

 

Objective: Lung cancer is the most common malignancy, with non-small cell lung cancer 

(NSCLC) accounting for 80-85%. NSCLC generally progresses in its original site or metastasizes 

to another site. For patients with locally advanced NSCLC that cannot be removed surgically, or 

who cannot tolerate surgery for medical reasons, the efficacy of conventional chemoradiotherapy 

is still unsatisfactory. The main objective of this study is to evaluate the toxicity and preliminary 

efficacy of hypofractionated concurrent chemoradiotherapy by applying the isotoxicity concepts 

and giving patients individualized radiotherapy doses.  

Methods: We will adopt a multicenter open-label trial, which is a single-arm phaseⅡclinical trial.  

If you decide to participate in the clinical study after completing all assessments related to this 

study, you will receive hypofractionated radiotherapy (3Gy/f) combined with concurrent 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2019-036295:e036295. 10 2020;BMJ Open, et al. Liu Y-E



Phase II trial of isotoxic hypofractionated concurrent chemoradiotherapy for non-small cell lung cancer 

 （Version 2, June 6, 2018）  2 

chemotherapy (docetaxel + lobaplatin). 

 

Main content: In order to verify the safety and efficacy of the treatment to you, your doctor will 

make the following routine assessment: basic medical (temperature, blood pressure, heart rate, 

height, and weight), the general ability of daily life, disease history (your current health, tumors 

and the current medications you are taking), chest, abdominal CT brain CT or MRI examination, 

clear distant metastasis, bone scan, if needed to accept PET/CT examination, blood tests, and 

urinalysis. When necessary, the electrocardiogram (ECG) and a pregnancy check (women of 

child-bearing age). During treatment, you can have a physical and plan routine tests at every visit. 

To verify your response to treatment, a routine evaluation will be performed. Your doctor will 

decide whether to conduct additional hematology, chest X-ray, or CT. At each visit, your doctor 

will check you for any adverse effects. Your doctor will advise you what to do to prevent the 

adverse effects from getting worse. All of the above inspections are part of routine inspections. 

 

If you agree to participate in this clinical study, you will receive radiotherapy: 3Gy/f medium 

degree of large division, the dose is between 45-69Gy according to your individual situation. At 

the same time, you will receive at least one cycle of platinum-containing chemotherapy: Docetaxel 

+ Lobaplatin, namely, Docetaxel 60 mg/m2, D1; Lobaplatin 30mg/m2, D1; this will be repeated 

every 28 days. The first cycle of chemotherapy begins on the first day of radiotherapy. After 

radiotherapy, consolidation chemotherapy will last for a maximum of 4 cycles, with the same 

scheme as above. The dose of chemotherapy drugs is determined according to your height and 

weight. 

 

Risk: You may not participate in this study until your results meet the inclusion criteria. After you 

participate in our clinical study, we hope that you will actively cooperate with us and conduct 

various examinations as required. During this period, you will receive proper treatment and care 

from your doctor, and your various conditions will be carefully observed and recorded. 

 

This study still has certain risks: known adverse effects caused by radiotherapy like radiation 

esophagitis, radiation pneumonia, and spinal cord injury et al. As well as known adverse drug 
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reactions and possible unknown drug toxicity. All treatments: radiation therapy and drugs such as 

Docetaxel and Lobaplatin may cause relevant adverse effects. Most adverse effects are mild or 

moderate and are reversible. The related adverse effects are described as follows: 

 

1. Adverse events of radiotherapy 

 

Although radiation is generally harmful to the human body, radiotherapy is an important and very 

effective treatment for tumors and some other diseases. Radiation therapy, in general, is safe and 

reliable. Some of the risks that may occur during radiotherapy are not listed here. The most 

common adverse effects of concurrent radiotherapy in this study will likely be radiation 

esophagitis (a possible sore throat during swallowing in the middle and later stages of 

radiotherapy) and radiation pneumonia. Regarding the concrete content of radiotherapy, the 

researchers will further introduce it in detail. 

  

However, in addition to the above, there may be serious adverse effects that have not yet been 

predicted or reported. Therefore, this study still has some certain risks. But your doctor will 

closely observe your condition to ensure your safety, and any changes in the course of the study, 

or any newly identified adverse effects will be truthfully told to you. If you experience adverse 

effects, or if the conditions worsen, please inform your doctor. Your doctor will take appropriate 

measures. Your doctor may prescribe medications to relieve discomfort caused by adverse effects, 

or change some part of the regimen in the study, or stop using the radiotherapy and/or medications 

in this study. In addition, women who are pregnant or are likely to become pregnant, should not 

use research drugs because they may damage embryonic development, sperm or eggs, therefore, 

both men and women should use effective contraception. If you do not agree to use effective 

contraception during the study and within six months after completion of study, you will not be 

able to participate in the study. If you or your partner are pregnant or may become pregnant, you 

should inform your doctor immediately. If you are a woman, you will be excluded from the study 

once your pregnancy is confirmed. In addition, follow-up studies will be conducted to verify 

efficacy. 
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2. Adverse effects of chemotherapy drugs (Docetaxel, Lobaplatin): 

 

Common adverse effects may include: fatigue; leukopenia, neutropenia, febrile neutropenia; loss 

of appetite, nausea, vomiting; or esophagitis. Rare adverse effects include: anaphylaxis; bleeding 

tendency; temporary abnormal liver function; proteinuria, hematuria, renal failure; acoustic 

neurological diseases, including tinnitus and hearing loss; and/or abnormal kidney function. Very 

rare adverse effects include: disturbance of consciousness, convulsion; myocardial infarction and 

arrhythmia; death. At present, the chemotherapeutic drugs used in this study are the first-line drugs 

with extensive clinical application, and the detailed adverse effects of the drugs can be referred to 

the "Drug Instructions" of the drugs. 

 

Safety guarantee: During your participation in this clinical study, the relevant doctors and nurses 

will follow up throughout the process. There are complete medical facilities available to provide 

you with help and services at any time. In the event of unknown serious adverse effects caused by 

radiotherapy and chemotherapy, the research sponsor will provide financial compensation in 

accordance with relevant national regulations. It is hoped that you will follow the doctor's 

instructions, actively cooperate with the treatment, and receive observation and follow-up 

according to the requirements of the experimental scheme. 

 

Benefits: Hypofractionated radiotherapy can shorten the total treatment time, offset the partial 

effect of tumor acceleration on the population, achieve higher biological effects, and improve 

tumor control. It has been shown to have a good short-term efficacy for stage III non-small cell 

lung cancer without increasing its therapeutic toxicity. Now, only the way of administering the 

radiotherapy dose is changed, and different doses of radiotherapy are given according to the 

individualized scheme. A higher dose can be given to patients with a small tumor volume and no 

adjacent vital organs. Patients with large tumors or adjacent vital organs, a safer dose should be 

given. By participating in this clinical study, the tumor will typically shrink in response to 

treatment, symptoms may be relieved, your life may be prolonged, and some patients may achieve 

long-term survival. But not all patients will obtain these benefits. 

 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2019-036295:e036295. 10 2020;BMJ Open, et al. Liu Y-E



Phase II trial of isotoxic hypofractionated concurrent chemoradiotherapy for non-small cell lung cancer 

 （Version 2, June 6, 2018）  5 

Expenses: In this study, the radiotherapy, chemotherapy drugs and the auxiliary drugs you 

received are all approved drugs for the market, which will be reimbursed according to the national 

medical insurance policy or borne by you personally. This program will not increase your 

additional treatment costs. 

 

As a subject, you will need to: provide true information about your medical history and current 

medical condition, and inform the investigator of any discomfort you may have experienced 

during the study; tell the investigator if you have been involved in other studies recently or are 

currently involved in other studies. 

 

Privacy Concerns: If you decide to participate in the study, your participation and personal 

information in the study will be kept confidential. Your identity information will not be disclosed 

to anyone other than the research group, unless your permission is obtained. All study members 

and study sponsors are required to keep your identity confidential. Your files will be kept in a 

locked file cabinet for the researcher's reference only. To ensure that the study is conducted in 

accordance with the regulations, the members of government administration or ETHICS review 

committee may have access to your personal data in research institutions as required. No personal 

information will be disclosed upon publication of this study. 

 

You may choose not to participate in the study, or notify the investigator to withdraw from the 

study at any time, your data will not be included in the study results, and your medical benefits 

and rights will not be affected. 

 

The Investigator may terminate your continued participation in the study if you require additional 

treatment, if you do not comply with the study plan, if you have a research-related injury, or if you 

have any other reason. 

 

You may be kept informed of the information and progress of the study, and you may contact the 

investigator by telephone if you have any questions relating to the study, if you have any 

discomfort or injury during the study, or if you have any questions regarding the rights and 
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interests of the study participants. 
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Informed Consent Signing Page 

 

Informed consent statement of the patient (subject) 

 

I have obtained a copy of the informed consent, have read and fully understood the above 

introduction to this study, and have had the opportunity to discuss and ask questions about this 

study with the researchers. All my questions have been satisfactorily answered. 

 

I am aware of the risks and benefits of participating in this study. I know that participation in the 

study is voluntary. (If the subject is illiterate or incapacitated, the legal representative's signature is 

required). 

 

Patient (subject) name in Block Letters:                       

Patient (subject) Signature:              Contact Number:              Date:                

 

Legal representative name of patient (subject):                     

Patient (subject) legal representative Signature:       Contact Number:         Date:                  

 

The doctor statement: 

 

I confirm that I have explained to the patient the details of the study, including its authority and 

possible benefits and risks. 

Name of investigator in Block Letters:              

Researcher signature:               Contact number:              Date:               

              

Hospital Ethics Committee contact number：                    
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