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Informed consent
Dear Sir/Madam:
Your doctor has invited you to participate in this study. Please read this article carefully and completely. Participation in this study is completely voluntary.
If you decide to participate, you can withdraw at any time for any reason without causing any loss to your due rights and interests. Signing this informed consent does not mean that you must participate in this study. You should also meet some requirements. If you do not meet all the requirements, your doctor will inform you.
1. Research background and significance
You have been told from your doctor that you have acute coronary syndrome (ACS, including unstable angina and acute myocardial infarction). Percutaneous coronary intervention (PCI) is an effective treatment for ACS patients. In 2018, there were nearly one million PCI operations nationwide. Recently it is a routine treatment of dual antiplatelet therapy (DAPT) for patients within one year after PCI. The most common complication of DAPT is bleeding. Previous studies have shown that the incidence of various bleeding complications after PCI in ACS patients is 3%-10%. The recent TWILIGHT study has confirmed that 90 mg ticagrelor alone in patients with acute coronary syndrome after successful PCI is safe and effective. While reducing bleeding complications, it did not lead to an increase in the incidence of adverse cardiac events such as stent thrombosis. Notably, the selected population for this study is European and American populations. There are multiple studies in Japan suggesting that lower dose- antiplatelet drug may be more suitable for Asian populations.
Recently, a few scholars have conducted preliminary small-scale studies on the application of low-dose ticagrelor in Chinese patients with ACS. The results indicate that the Chinese population may be more suitable for low-dose ticagrelor. However, due to the small sample size of these study and the comparison of platelet reactivity only, larger-scale clinical controlled studies are still needed.
In view of this, our group intends to carry out a prospective, multi-center, randomized study to compare the safety and effectiveness of low-dose (60 mg bid) and standard-dose ticagrelor (90 mg bid) in ACS patients after successful PCI, so as to provide a theoretical basis for formulating anti-platelet strategies suitable for Chinese ACS patients. This research is led by Tongren Hospital, Shanghai Jiaotong University School of Medicine and cooperates with many large hospitals in China. The clinical protocol is now approved by the hospital's ethics committee, and the research is carried out in accordance with relevant national regulations, meeting all the preconditions for clinical trials.
2. Research content
ACS patients undergoing successful PCI will be randomly divided into the low-dose ticagrelor group (n=1060) and the standard-dose ticagrelor group (n=1060). Both groups will take aspirin 100 mg qd and ticagrelor 90 mg bid for 1 week, followed by oral ticagrelor 60 mg bid and 90 mg bid, respectively. The clinical follow-up is one year. The primary efficacy endpoint is the composite of cardiovascular death, myocardial infarction (MI, excluding asymptomatic myocardial infarction), and stroke. The primary endpoint is the composite endpoint of cardiovascular death, non-fatal myocardial infarction, stent thrombosis, revascularization, stroke, and bleeding events of grade 2 or higher according to Bleeding Academic Research Consortium [BARC] criteria within one year after PCI.
If you decide to participate in this study, your doctor will closely monitor your health. And at 1 month, 6 months, and 12 months after procedure, your doctor will follow you up by phone/outpatient clinic.
Risks of participating in the research:
All treatments have risks. It is a routine clinical practice for patients with acute coronary syndrome to use DAPT after PCI. The results of our previous studies have partially confirmed the effectiveness and safety of low-dose ticagrelor in the experimental group. Your participation in this study may have risks related to reducing the dose of ticagrelor, including but not limited to: thrombosis, myocardial infarction, reoperation, etc. But at the same time, your risk of various bleeding complications (including but not limited to cerebral hemorrhage, gastrointestinal bleeding, urinary tract bleeding, etc.) is very likely to be reduced. You can report any physical discomfort or abnormality to your doctor so that the doctor can take appropriate countermeasures.
3. Potential benefits:
1. You will receive the investigator's telephone/outpatient follow-up at 1 month, 6 months, and 12 months after procedure to assess your health.
2. In addition, the research results obtained from your participation in this study will help similar patients in the future get the best treatment, benefiting others and society.
4. Policies to study related injuries
You must follow your doctor's instructions. If you experience any discomfort or injury during the study, you should contact your study physician, who will examine, evaluate, and select the best treatment for you. In case of any injury caused by this study, corresponding compensation will be paid according to relevant laws and regulations.
5. Confidentiality of research materials
All information you participate in this study will be kept strictly confidential; If necessary, regulatory authorities, ethics committees or researchers may have access to your research data as required. In order to help others to treat diseases, the above scientific information may be made public and published in relevant meetings, but your name will not appear in any published materials and research reports, and your detailed personal information will be kept strictly confidential.
6. Your rights:
Participation in this study is completely voluntary, and your study doctor will give you sufficient time to consider whether you are willing to participate in this study. If you decide to participate in this study, please sign the informed consent, and you will save a copy of this informed consent. Even if you participate in this study, you have the right to withdraw at any time without providing any reason, and the decision to withdraw or not to participate at any time will not affect your treatment. If you decide not to participate in this study and withdraw from this study at any time after the start of the study, please contact your doctor in time.
Your doctor will keep you informed of important information about yourself during the study. If you have any questions or need to consult during the study, you may contact your study physician.
The ethics committee has reviewed and approved the study. If you have any questions related to your rights, or you want to report the difficulties, dissatisfaction and worries encountered in the process of participating in this research, or you want to provide opinions and suggestions related to this research, please contact the Ethics Committee of Tongren Hospital Affiliated to Shanghai Jiaotong University School of Medicine at 021-52039992.
Your doctor can terminate this study without your consent in the following situations:
1. Out of consideration for your treatment
2. You, as the subject, fail to follow the relevant regulations of the study, don’t take the medicine on time according to the doctor's guidance, or don’t perform various inspections on time
3. Research termination
7. Informed consent signing page
Please reconfirm the following before signing:
1. I confirm that I have fully read and understood the contents of the informed consent. The research doctor gave me a specific introduction to the study, and all my questions have been answered satisfactorily.
2. I confirm that my participation in this study is voluntary and I can withdraw at any time without any explanation. My medical insurance and legal rights will not be affected by withdrawal.
3. I understand and agree to the investigator and the supervision and management department to consult my clinical research data.
4. I voluntarily participate in the above-mentioned clinical studies and complete all study follow-ups and inspections.
5. I agree to follow the research guidelines and inform the research doctor of my medical history, medication or other medical conditions.
6. For subjects who are incapacitated, the above introduction and explanation will be provided to their legal representatives, who will sign an informed consent and indicate the date.
7. I confirm that I have received a copy of the informed consent.


Patient Signature:                              Date: 
contact number:
                    
Signature of legal representative (if necessary):                  Date: 
Relationship with the patient:                                 Tel:

Doctor’s Signature:                                        Date: 
Contact number: 021-52039999-72226
