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A comparative study on the stability of heart team decision-making in
complex coronary artery disease (a randomized controlled trial)
INFORMED CONSENT

We invite you to participate in a " comparative study on the stability of heart team
decision-making in complex coronary artery disease (a randomized controlled trial)" initiated by
Fuwai Hospital, Chinese Academy of Medical Sciences. This study has been approved by the
Ethics Committee of Fuwai Hospital, Chinese Academy of Medical Sciences (Tel: 010-8839%*%*%*),
Please read the instructions carefully to understand your rights and obligations in the research and
to clarify the nature and risks of the research. Participation in research is entirely voluntary. When
the researcher explains and discusses the informed consent form to you, you can always ask
questions and ask the researcher to explain to you what you don't understand. If you are currently
participating in other clinical studies, please inform the investigators. The project leader of this
research is Zheng ** (Fuwai Hospital, Chinese Academy of Medical Sciences), and the sponsorof
this research is Fuwai Hospital, Chinese Academy of Medical Sciences.

Why do this research?

The current practice processes of coronary revascularization heart team have problems with
inconsistent standards and poor consistency of decision-making. A previous sequential explanatory
mixed methods study explored a standardized heart team implementation protocol to optimize the
process, and its effect on improving the consistency of heart team decision-making remains to be
verified. This randomized controlled trial aims to evaluate the effect of a standardized heart team
implementation protocol on improving decision-making consistency in complex coronary artery
disease.

Why are you invited to participate in this study?

Because you (as an interventional cardiologist) have the ability to have annual PCI volume >
200, annual left main (LM)-PCI volume > 25, and is capable of chronic total occlusion (CTO)-PCI;
or (as a cardiac surgeon) have total CABG volume > 200, and is proficient in both on-pump and
off-pump CABG; or (as a non-interventional surgeon) have the technical qualifications of associate
chief physician or above. In addition, you need to have relevant clinical research experience and
evidence-based medicine literacy. Therefore, we invite you to participate in this study. Whether

you are finally selected or not will be judged by the researcher based on the actual situation.
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How many people will be involved in this study?

This study plans to eventually recruit 84 specialists from hospitals with good cooperation in
internal medicine and surgery, including 36 interventional cardiologists, 36 cardiac surgeons, and
12 non-interventional cardiologists.

What do you need to do to participate in this study?

Under the guidance of the project team, you need to learn to use the heart team meeting system,
receive team training, and participate in the heart team meeting discussions to provide optimal
treatment decisions for retrospective cases. At the same time, it is necessary to keep confidential of
any form of information provided to you, including but not limited to research protocols, basic
clinical information of cases, electrocardiogram pictures, echocardiography reports, angiography
images, unpublished clinical documents or other confidential information. Any means
(photographing, audio recording, video recording, screenshots, etc.) to make any third party aware
of the data provided by the project or the results of data analysis by the project team is forbidden.
How long will this study last?

The study will last for 12 months.

Risks and adverse effects of participants in this study?

This study only invites you to participate in the heart team and make decisions for
retrospective cases. The study will not interfere with your normal clinical practice, and there will
be no risks and adverse effects during the process.

What are the possible benefits of participating in this study?
You will not directly benefit from participating in this study, but your participation will help

promote the exchange of disciplines and techniques between cardiologists and cardiac surgeons,
and provide valuable information and experience for real-world optimization and improvement of
heart team practice.
If not participating in this study, are there other options?

You can choose not to participate in this study, which will not have any impact on your
normal clinical work.

Fees and Compensation for Participation in the Study

This study only invites you to participate in the heart team and make decisions for

retrospective cases, and there is no related cost and compensation.
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What happens to research-related injuries?

This study only invites you to participate in the heart team and make decisions for
retrospective cases, which will not interfere with your normal clinical work and will not cause
research-related injuries.

Will my information be kept private?

Yes, your information will be kept strictly confidential during the study. When your research
data is used in this trial, your personal information is kept confidential, and all your information
will be kept securely and used for research purposes only. The information in the research database
will be strictly desensitized to eliminate personally identifiable characteristics, and information that
may identify you will not be disclosed to anyone other than the researcher without your permission.
Without violating the principle of confidentiality and relevant regulations, the reviewers of the
ethics committee can consult the original medical records of the subjects to verify the process and
data of the clinical trial. If the research results are published publicly, your personal information
will not appear in any publications, and we will not disclose this information to anyone or any
institution.

Do I have to participate in and complete this study?

Participation in this study is voluntary, and you are free to decide to participate or refuse to
participate in this study. Whether you agree to participate in this research or not will not affect your
normal clinical work. If you want to participate in this research, you need to read this informed
consent form carefully and sign this informed consent form after confirming that you fully
understand the relevant issues. You will not lose any legal rights conferred on you by law by
signing this document. You may refuse to participate at any time or have the right to withdraw from
the research at any time during the research period without any reason, without discrimination or
retaliation, and the corresponding rights will not be affected. If you want to withdraw from the
research project during the participation, please notify the researcher, complete the relevant
procedures before withdrawal as required by the researcher, and complete the relevant withdrawal
procedures in writing as required; after withdrawal, the researcher will no longer continue to
collect and use your trial data, but data collected anonymized prior to your opt-out cannot be
deleted or withdrawn.

Would you like to participate in future research?
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With your consent, we wish to retain your data during the study period. Your anonymous
research data will continue to be used for subsequent approved cardiovascular-related medical
research. If you do not agree, after the completion of this research, your research data will be kept
for a specified period of time in accordance with national regulations and will be kept strictly
confidential. Participating in future research will not increase your additional risk and financial
burden. All future research samples and materials will be properly stored in FuwaiHospital,
Chinese Academy of Medical Sciences and will be kept strictly confidential. You may voluntarily
choose to participate in future research and to withdraw from research at any time in writing by
contacting the researcher.

Who should I contact with questions or difficulties?

Please contact the researchers at 010-8839**** _If you have any questions about your rights,
please contact the Ethics Committee of Fuwai Hospital, Tel: 010-8839%*#%*,

Thank you for taking time to read this informed consent form. If you agree to participate in
this clinical trial after due consideration, I hope you can complete this clinical trial in accordance
with the requirements of the researchers. Before participating in this trial, please complete and sign
the last page (signature page) of this document together with your investigator in duplicate, with

one signed document each for you and the hospital.
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SIGN PAGE

I have carefully read, understood and agreed to all the terms of this informed consent form.

I have been informed of the purpose, content, procedures of this research/clinical trial,
possible adverse effects of the research/trial, research compensation, and my rights and interests; I
have enough time and opportunity to ask questions, and have received satisfactory answers.

I promise that the information I provide is true; if false information is provided, I promise to
be responsible for the consequences.

I confirm that the contact information left in the signature office is my valid contact
information. If I change the contact information, I should inform your hospital in time. Otherwise, |
am willing to bear the corresponding consequences of not being able to contact and not being
notified.

I know that I can withdraw from this trial at any time without affecting my normal clinical
work.

I will get the original copy of this informed consent form, signed by me and the researcher.

I agree to participate in this study.

I agree to participate in the future study. [1Agree [IDisagree

SUBJECT'S NAME sign:
date:
RESEARCHER sign:
date:
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