
 

Informed consent 

Dear patient: 

You are invited to participate in a clinical study titled "Randomized comparison study of the 

therapeutic effectiveness of hepatectomy and TILA-TACE in patients with resectable 

hepatocellular carcinoma.” Before you decide whether or not to participate in the study, please 

read the following information carefully. It can help you understand the study and explain the 

reasons for the study, the research procedures and duration, and the benefits, risks and 

inconvenience that you may experience by participating in the study.  

 

1. Research background and purpose 

Hepatocellular carcinoma (HCC) is one of the most common cancers and is the third leading 

cause of cancer-related deaths in the world. The Barcelona Clinic Liver Cancer staging system 

(BCLC) is based on a patient's general condition, tumor condition, and liver function and is used 

to determine the best treatment option using evidence-based medicine. Surgical excision is 

recommended for BCLC stage 0, liver transplantation or radiofrequency ablation is 

recommended for BCLC stage A, and transcatheter arterial chemoembolization (TACE) treatment 

is recommended for BCLC stage B. Targeting-intratumoral-lactic-acidosis TACE (TILA-TACE) 

is an improved TACE technique that has recently become more commonly used. Early clinical 

practice confirmed that TILA-TACE has a higher response rate and efficiency compared to TACE. 

In clinical practice, the standard treatment for patients with surgical resectable HCC is 

controversial and there are no current guidelines. Therefore, we are conducting a randomized 

controlled study to compare the efficacy of surgical resection and TILA-TACE treatment in 

HCC patients.  

 

2. Specific procedures and processes 

After admission, your basic information, medical history, laboratory test results, and other 

relevant information will be recorded. We will record the information during treatment and 

evaluate the changes of your quality-of-life, laboratory tests, and other indexes during treatment. 

We will also record information about complications during follow-up.  



We will inform you of the two treatment options in detail if your case is included. If you 

agree to join the study, a computer will randomly assign you into one of two groups: (1) surgery 

group for HCC resection or (2) TILA-TACE group for TILA-TACE treatment. Once the 

grouping process is completed, you will receive the corresponding treatment (see below for the 

specific processes).  

 

3. What you need to do if you join the study  

To participate in this study, you need to cooperate with our treatment program, periodic 

re-examination, and formulation of the next treatment plan. 

Treatment plan for the surgery group: (1) Complete resection of the visible tumor tissue; (2) 

Negative liver resection margin; (3) Regular/irregular resection of liver tumor tissue, 

hemihepatectomy, extended hepatectomy. 

Treatment plan for the TACE group: After a successful femoral artery catheterization, 5-Fr 

angiography catheters will be used for complete radiography of the celiac artery, the hepatic 

artery proper, left and right hepatic arteries and their branches, and 2.8-Fr micro-catheters will be 

used for radiography of the tumor's nutrient arteries and the extrahepatic blood supply such as 

the inferior phrenic arteries. After superselective catheterization, lipiodol-epirubicin emulsions 

and 5% sodium bicarbonate injection solutions will be used for perfusion of chemotherapy drugs. 

Different sizes of embolic microspheres will be used alternatively for chemoembolization. For 

the nutrient arteries of relatively large tumors, different sizes of spring coils will be used to block 

the blood flow to eventually achieve total occlusion. 

The day the liver resection is performed or the first TILA-TACE treatment is given will be 

set as day 0. Re-examinations will be conducted one month post-treatment and every three 

months thereafter. The re-examination includes symptoms and signs, recording of adverse events, 

results of routine blood tests, liver and renal functions, hepatobiliary-pancreatic-splenic 

B-ultrasonography, chest low dose high resolution CT, and liver MRI. Bone ECT will be 

checked every six months. According to results of the re-examination, the members of the study 

group will discuss and formulate the subsequent treatment plan.  

 

4. Benefit to you by participating in this study  



The treatments used in this study are the current conventional treatments. By participating in 

this study, you will receive the current conventional liver cancer treatment and the effects on 

survival time without additional medical costs and risks.  

 

5. Possible adverse effects, risks for participating in this study, and risk prevention 

measures 

The patients that are selected for the TILA-TACE group may have allergic reactions to 

chemotherapy drugs, embolization syndromes, or other adverse effects associated with puncture 

procedures. Others will not negatively affect your clinical treatment. The details will be included 

in the conversation before TILA-TACE treatment and in the informed consent form. The patients 

that are selected for the surgery group may have complications such as bleeding during operation 

or post-operation, bile leakage, or liver function insufficiency. The details will be included in the 

conversation before the liver cancer resection operation and in the informed consent form.  

 

6. Explanation of the cost 

The cost for patients in the surgical group is based on the actual operation procedure. The 

cost for one hepatectomy operation is about 60,000–80,000 RMB. The cost for patients in the 

TILA-TACE treatment group is based on the number of treatments performed. The cost for one 

treatment is about 30,000–50,000 RMB. The costs for treatment of complications are not 

included. Patients will not incur additional costs by participating in this study.  

 

7. Compensation for participating in the study 

There is no financial compensation related to study participation. 

 

8. Confidentiality of your personal information 

Your medical records (including medical history and physical and chemical examination 

reports) will be kept in the hospital as required. Only the researchers, the members of the ethics 

committee, auditors, and other relevant personnel will be allowed to access your medical records. 

No personnel unrelated to the study will have access to your medical records without permission. 

Your personal identity will not be disclosed in the public report study results. We will make 

every possible effort to protect the privacy of your personal medical information. 



 

9. Alternative plan 

The alternative plan will include other cancer treatment programs such as conservative 

medical therapy. 

 

10. Termination of participating the study 

It is entirely up to you to decide whether or not to participate in this study. You may decline 

to participate in the study or withdraw from the study at any time without reason. This will not 

affect the relationship between you and your doctor and will not affect your treatment. However, 

your participation in this study may be terminated due to the following: 

1. You do not follow the doctor’s instructions.  

2. You have other serious conditions that require treatment.  

3. The participating doctor believes that terminating the study may be most beneficial to your 

health and well-being.  

 

 11. Patient promised 

   I have understood the purpose and significance of this study and the possible benefits and 

risks of specific research methods.I agree to participate in this study,I will cooperate with the 

clinician strictly according to the research requirements, return to the clinic on time and report 

any discomfort in time. 

 

Patient with signature:                    Date:                 (DD-MMM-YYYY) 

 

Doctor’s signature:                       Date:                (DD-MMM-YYYY) 

 


