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Informed Consent Form (ICF) 

Protocol Title: CSPAC-1: A phase III multicentre prospective randomized controlled trial of 

simultaneous resection of primary and liver metastases of patients with oligometastasis of pancreatic 

cancer after conversion chemotherapy 

Protocol No.: 

Protocol Version: v1.0 

ICF Version: v2.0 

Research Institution: Fudan University Shanghai Cancer Center/Pancreatic Cancer Institute • 

Pancreatic Surgery 

Primary Investigator (Physician-in-Charge): Yu Xianjun, M.D. 

 Dear (First Name, Last Name): 

You are invited to participate in a randomized controlled clinical trial. This study randomly 

allocates patients into treatment and control groups. This ICF provides information to help you 

decide whether to participate. Please read it carefully. If you have any questions, please contact the 

investigator responsible for this study (Dr. Xianjun). 

Your participation is voluntary. This study has been reviewed and approved by the Institutional 

Review Board of this research institution. 

 

1. Why should you participate in this study? 

Your doctor has informed you that pancreatic cancer is a very malignant tumour and that 

surgery, chemotherapy and radiotherapy are common treatments. Your current tumour status 

(pancreatic cancer with liver metastasis) can be treated according to a comprehensive, 

chemotherapy-based standard protocol. We can further characterize the nature of the tumour and 

make judgements about its biological behaviours while performing chemotherapy. Studies 

published here and abroad shows that certain patients may benefit from surgical resection if the 

primary and metastatic lesions are quiescent. 

Our previous study found that we can determine the biological behaviours of pancreatic cancer 

such as resectability of the tumour, number of liver metastases and response to chemotherapy. 

Therefore, we established relevant standards and believe that patients with an acceptable level of 

physical function (performance status) may benefit from radical surgery. Although our previous 

study, which included a relatively small number of subjects, shows such a trend, continuing 

chemotherapy as a standard treatment can benefit patients depending on the current standard 

therapeutic regimen. However, there are no convincing prospective randomized controlled studies 

that identify life-prolonging therapeutic regimens. 

Therefore, we designed a prospective, randomized, controlled trial conducted at multiple 

institutions in China to determine whether surgery or continued chemotherapy prolongs the survival 

of those patients with acceptable performance status. This trial will likely contribute type I evidence-

based data that will help your physician to select the best therapy. 

2. How will we perform this study? 

This study is performed in strict accordance with Good Clinical Practice (GCP) guidelines and 

the Helsinki Declaration. According to the design of the trial protocol, you will receive 

chemotherapy and undergo a standard efficacy evaluation according to the standard treatment 

regimen. This study is a prospective, randomized, controlled trial conducted at multiple institutions 
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in China, and it is planned to enrol patients who underwent surgical resection of the primary tumour 

and liver metastases of pancreatic cancer and those who continue to receive standard treatment. 

Each group comprises 134 patients. If you meet the subsequent enrolment conditions, you will be 

randomly selected to enrol into a group according to the screening order, so you may be assigned to 

the surgery group or to the control group. 

Specific procedures: 1) After patients undergo an imaging evaluation, the clinician 

preliminarily decides whether the patient meets the inclusion or exclusion criteria. 2) For those who 

meet the inclusion criteria, the participating physicians will jointly explain the relevant conditions 

of this study to patients who will then independently choose whether or not to participate. 3) Those 

who agree to participate must first sign a "Clinical Research Informed Consent Form. 4) After a 

period of standard chemotherapy, evaluation will be conducted combined with analyses such as 

imaging and blood tests to determine whether the final inclusion criteria are met. 5) Patients are 

randomly assigned to the study group or control group. 6) Patients decide to undergo surgery or to 

continue to receive chemotherapy. 7) The postoperative conditions of patients in the treatment group 

are recorded and evaluated for safety. 8) During follow-up, patients will be evaluated for tumour 

recurrence and quality of life. For this purpose, patients will undergo further image analysis and 

blood tests for tumour markers every 2 months. Patients will be contacted via telephone to acquire 

information about their health and quality of life. 

3. What will you do in this study? 

Before you enrol, the physician will record your medical history and conduct clinical 

examinations. During the study, you will undergo clinical examinations, including imaging, to 

evaluate tumour respectability and tumour burden. You will also undergo laboratory tests such as 

those for serum tumour markers to determine whether you meet the inclusion criteria and to assess 

the efficacy and safety of your treatment. If you experience discomfort at any time, please 

immediately inform your physician. 

After undergoing treatment, you will receive the requisite clinical examinations according to 

the treatment guidelines and protocol. Your physician will evaluate your results and provide you 

with appropriate advice. 

4. What are the adverse reactions and risks? 

Adverse reactions and risks you may experience during the study include: 

Chemotherapy-related adverse reactions and risks: 

(1) Digestive tract reactions such as nausea, vomiting and constipation; 

(2) Myelosuppression such as leukopenia, thrombocytopenia, and anaemia; 

(3) Hair loss that may affect your appearance; 

(4) Rash, which is common but not serious, often accompanied by itching; 

(5) Mild but not serious proteinuria and haematuria; 

(6) Allergic reactions; 

(7) Peripheral neurotoxicity such as numbness of the hands and feet; 

(8) Weakness. 

Surgery-related adverse reactions and risks: 

(1) Anaesthesia complications, drug allergies or other adverse reactions; 

(2) Intraoperative and postoperative cardiovascular and cerebrovascular events, cardiac arrest 

and respiratory arrest, disability or death; 

(3) Postoperative complications of intraoperative abdominal, nerve and blood vessel damage, 
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possibly requiring a second surgery; 

(4) Intraoperative and postoperative haemorrhage, possibly causing shock or death when 

severe; 

(5) Postoperative pancreatic fistula, biliary fistula, acute pancreatitis, suppurative peritonitis, 

postoperative abdominal abscess septic shock and others; 

(6) Postoperative stress-induced ulcer, gastrointestinal dysfunction, intestinal paralysis, and 

surgery with risk of death; severe diarrhoea and severe hypotension after nerve dissection; 

(7) Long-term intravenous nutrition, slow recovery, high cost, post-operative malnutrition, 

anaemia and expensive treatment in the Intensive Care Unit as required after surgery;  

(8) Postoperative pancreatic endocrine and exocrine dysfunction, possibly requiring long-term 

injection of insulin and replacement therapy with oral trypsin tablets; 

(9) Postoperative respiratory infection, urinary tract infection, pulmonary infection and 

infection of surgical wounds; 

(10) Possible postoperative deep vein thrombosis, pulmonary embolism caused by embolus 

detachment, cerebral embolism, disability or death; 

(11) Postoperative tumour recurrence and metastasis, possibly requiring surgery and 

postoperative radiotherapy and chemotherapy; 

 (12) Other unanticipated complications. 

Unforeseen or serious adverse reactions may occur caused by surgery, medication or both. The 

Physician-in Charge will closely observe your condition. When you experience an adverse reaction, 

you should promptly inform your physician who will determine its cause and severity. You may 

receive drugs to reduce adverse reactions, discomfort or both. If you experience unexpected adverse 

effects, we will treat them according to the study’s regulations, although this does not include 

common expected adverse events or chemotherapy-related complications, as well as medical issues 

not relevant to this study. 

5. Benefits from participating in this study: 

Although your tumour may be controlled after a period of chemotherapy, drug resistance and 

disease progression may develop. Some patients may undergo radical surgery to prolong their 

survival; however, we cannot guarantee the efficacy of surgery. Participation in this study may delay 

tumour progression or may be ineffective. However, the information obtained from the study may 

help to improve treatment, which may benefit you and other patients with similar diseases in the 

future. 

6. When can you withdraw from this study? 

Your participation is voluntary. You can choose not to participate, or you can withdraw at any 

time. You have the right to withdraw from the study at any stage, your medical treatment and 

benefits will not be affected and you will continue to receive appropriate treatment. If you decide to 

withdraw, please inform the Physician-in-Charge to ensure that you receive appropriate follow-up 

care. 

7. You may be terminated from participating in this study under the following conditions: 

 (1) It will harm you to continue to participate; (2) You require treatments prohibited by this 

study, such as ablation and radiation therapies; (3) You fail to follow the physicians’ instructions; 

(4) You become pregnant; (5) The study is cancelled. 

8. Compensation for injury 

If you suffered from injury or damage directly caused by this study, you will be compensated 
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according to Chinese laws and regulations. 

9. Fees 

The chemotherapy regimen used in this study is the first-line treatment recommended by the 

guidelines, so the expense of chemotherapy and adjuvant medications must be borne by the subjects. 

The costs of the relevant examinations and possible surgery must be borne by subjects. You will not 

be paid for participating in this study. 

10. Privacy 

If you decide to participate, your personal data will be held in strict confidence. Your blood, 

urine and tissue specimens will be identified by the study number instead of your name. Your 

identity and other identifying information will not be disclosed to anyone other than the members 

of the research team without your approval. All research team members are required to keep your 

identity confidential. Your files will be kept in a locked filing cabinet for reference only by 

researchers. To ensure that the study is performed according to the regulations, members of the 

appropriate government agency or the ethics review committee may review your personal data at 

the research institution as required. When the results of this study are published, your personal 

information will not be disclosed. 

11. Contact 

If you have questions about ethical issues that may arise during the research process, you can 

contact the Ethics Committee Office at 5/F, Building 2, No. 270 Dong'an Road, Shanghai; Telephone, 

021-64175590-8503 or the liaison officer Shi Si: Telephone 1812129933. 

You can keep track of the information and research progress related to this study at any time. 

If you have questions related to this study, experience any discomfort or adverse reactions during 

the study or have any questions about participants’ rights, please immediately contact the Physician 

in-Charge. 

  

Name of Physician-in-Charge:                     Tel.:                    
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Informed Consent Form (Signature Page) 

 

I have read this informed consent form. 

I had the opportunity ask questions and all my questions have been answered. 

I understand that participation in this study is voluntary. 

My identity and other personal information will be held in strict confidence. 

I can choose not to participate in this study or to withdraw from the study at any time. My 

medical treatment and benefits will not be affected. 

If I require other treatment, fail to comply with the research protocol, experience a study-

related injury or for any other reason, the Physician-in-Charge can terminate my participation 

in the study. 

I will receive a copy of the signed “Informed Consent Form”. 

 

Subject: ___________________                            Date:         

 

Legal Representative (Signature): ___________________        Date:         

                    

(Note: When a subject is unable to provide a dated signature, his/her legal representative may 

sign on their behalf.) 

 

I have accurately informed the subjects of the information in this document. He/she has 

understood this informed consent form, and the subject has confirmed the opportunity to ask 

questions. I certify that he/she voluntarily agreed to execute this ICF. 

 

Researcher's signature: _____________________ 

Date: 
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