ICF•Informed Page
Dear Ladies/Gentlemen,
We’ll invite you to join the “XXXXXX” clinical test research.
Before you decide whether to participate in this study, read the following as carefully as possible to help you understand, why you do it, and the benefits, risks and discomfort this study may cause you. This research has been reviewed by the Ethics Review Committee of Zhejiang Hospital, and complies with relevant Chinese laws and regulations, the Declaration of Helsinki and other ethical principles to protect the rights and interests of subjects.

Introduction to Research
Research Background
Notes:
The contents cannot be too much;
The language shall be popular and easy to understand. ①The first professional term should be compared in Chinese and English；②Try to explain and explain professional terms in the language that the public can understand, which can be compared if necessary.
Purpose of Research （concise and to the point）
   Notes:
1、The contents cannot be too much, and shall be brief and concise;
2、The language shall be popular and easy to understand, same as above.
III. What shall I do if I participate in the research?
Notes: What the subject needs to do, one by one: (explain the time and content) such as:

If you meet the selection criteria and agree to participate, you will cooperate with the doctor / nurse for the following operations: 

You are randomly divided into control and test groups, and the probability of your division into control and test groups is as large as the probability of coin loss appears on the front and negative sides；

If you are assigned into control, need......; If you are assigned into the test group,......(Clinical intervention measures or need to cooperate with the investigator, please write respectively)

You will cooperate with your doctor to complete the XX questionnaire；

You will cooperate with the nurse to draw 5ml of blood;

At the 4th w, 8w and 16th w of the clinical research, you will need to visit the hospital and will cooperate with the investigator to complete the XXX examination and testing.
What are the admitting conditions and excluding conditions?
Notes: the major admitting and excluding standards;
Admitting standard
Excluding standard
What are the benefits if participating this research?
Notes: The benefit here refers to the prevention, diagnosis and treatment of the disease; while free treatment, free examination, financial aid are not benefits.You can refer to the following:

Example 1：Participating in this clinical research, your condition may or may not improve.

Example 2：Participating in this clinical study, you will not benefit directly, but it will help in scientific research, and you may benefit from patients with the same disease as you in the future.
IV. What are the risks if I participate?
Example 1：The common adverse reactions of XXXX, used in this study are:.During the trial, some other discomfort may occur, please tell your research physician immediately that he / she will deal with the discomfort you appear.
Example 2：The risk of participating in this clinical study is mainly the risk of skin ecchymosis, subcutaneous hematoma caused by blood drawing.We will strictly implement the blood drawing process, do a good job of publicity and local pressing, and treat local swelling elimination and hot compress for patients with adverse reactions.
Example 3：The risk of your participation in this clinical study is mainly the risk of privacy disclosure. We will take a series of measures to ensure your privacy, such as: only your name abbreviation appears in the case report table, no identifiable information; the sample given to genetic testing companies is only sample number, no identifiable information like your name.
V. Will my medical treatment costs be increased if I participate in this research?
Notes:
1、In principle, no fee shall be charged for subject participation in clinical research;

2、The examination and testing costs of normal clinical diagnosis and treatment can be borne by the subject, and the additional examination and testing costs involved in this study should be borne by the research group；

3、The examination and testing (involved in this study, including normal clinical diagnosis and additional involved in this study), should be clearly informed；

Example 1：To participate in this research, XXX examination and testing are required for normal clinical treatment. The XXX examination and testing involved in this research will be borne by this research group, and the questionnaire survey is conducted free of charge. Therefore, this study will not increase your economic burden.
VI. What will be the compensations if participating in this research?
Notes: The specific amount and distribution method of transportation subsidies and nutrition compensation should be informed clearly, and if the subsidies are not given, they should be clearly informed.If traffic compensation is given, traffic subsidies should be issued as secondary, and the final one-time payment is not allowed: e.g.:
Example 1：If you participate in this research, you will receive $150 in nutritional compensation.

Example 2：If you participate in this research, you will receive a transportation subsidy of $100 per follow-up, issued after the completion of each visit.

Example 3：Due to limited subject funding, you will receive no financial compensation for your participation in this research.

VII. Compensation for damage
Notes: Who shall bear the medical expenses incurred by the subject injury during the course of the research；

Example 1：If you have an injury related to this trial study, XX will make indemnity and compensate in accordance with the relevant national laws and regulations.(Suitable for research initiated by the company)

Example 2：If you have any injury related to this trial study, the research group will compensate and compensate in accordance with relevant national laws and regulations.(Suitable for project projects)

VIII. Is the personal information confidential?
Information about your participation in this study will be recorded in the study HR / case report form.All trial results (appearing in the original medical records, including personal data, laboratory documents, etc.) will be completely confidential within the scope permitted by law. Your name does not appear in the CRF table, with only your name pinyin acronym and the numbers assigned when you attend the trial. In the relevant research summary, articles and public publications, only your pinyin abbreviation and number will appear if necessary.
If necessary, the drug regulatory department, the ethics committee or the project funding department can consult the information of the subjects participating in the study according to the regulations. However, without permission, their data on the subjects participating in the study will not be used for other purposes or leaked to other groups.
IX. How to get more information?
You can raise any questions about this trial study at any time, and you could consult with doctor________, and his/her contact number is            .（Mobile phone number）

Your doctor will notify you promptly if there is any important new information during the trial that may affect your will to continue participating in the research.
X. I must participate in this research? Or could I withdraw before finish?
Whether to participate in this study depends entirely on your voluntariness, and you may refuse to participate in this study.You have the right to quit this study at any time during the study.If you refuse to participate or withdraw midway, your benefit will not be affected or discriminated against or retaliated against.If you choose to participate in this study, we want you to complete the entire trial process.
Your doctor or investigator may suspend your participation in this trial at any time, in your best interest.
XI. Currently are there other treatment methods?
Notes:
1、Please inform the subject about the standard treatment (diagnosis) plan and other treatment (diagnosis) plans;
2、If treatment and diagnosis are not involved, please directly delete this item;
Example 1：You could choose other treatment plans if you don’t participate in this research, such as XXX. Please consult with the researcher or your doctor for specific treatment plan details.
XII. What shall I do now?
Whether to participate in this trial study is up to your own discretion.You can discuss it with your family or friends before making a decision.

Before you make your decision to attend the trial, ask your doctor about questions as possible until you fully understand this trial research.
XIII. Ethic Committee
Please contact Zhejiang Hospital Ethic Review Committee if you have any dissatisfaction in the research.
Office of Ethic Committee: Ethic Committee Office, Floor 3, Building 8, Zhejiang Hospital.
Contact Tel: 0571-81595231。   

Contact Person: Li Wei, Xie Xiaoping.
Thank you for reading the above material.If you decide to participate in this trial study, please tell your doctor that he / she will arrange for you everything about the trial.
Please keep this document.
ICF•Page for Consent Signature
Consent Statement
1. I have read this informed consent, and the persons responsible for the project have given me a detailed explanation of the purpose, contents, risks and benefits of this trial.
2. I have discussed and asked relevant questions about this study with answers to my satisfaction.
3. I have ample time to make a decision.
4. I have voluntarily agreed to participate in the clinical study described in this document.
5. If I quit due to the product, tell the doctor of the change in time.
6. If I need any other treatment due to the changing condition, I will ask for the doctor in advance or tell the doctor truthfully after that.
7. I agree with the representatives of the drug regulator, the ethics committee or the project funding department having access to my research data.
8. I will obtain a signed and dated copy of the informed consent form.
Finally, I decided to agree to participate in this trial study and guaranteed to follow.
Signature of Subject:                 Date:         Year       Month     Day      

Contact Tel of Subject:
Signature of legal deputy:             Date:        Year       Month     Day      

Relationship with the subject:          Tel of legal deputy:
＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿＿

    I confirm the details of the study, including its rights and possible benefits and risks, and give subjects a signed copy of the signed informed consent form.
Doctor’s Signature:                      Date:         Year       Month     Day
Contact Details of the Research Doctor:
（This page is a necessary part of the subject's informed consent that must be signed and dated by the subject or legal agent and research doctor until valid.）

         Version No.: Version 1.0                      Version Date: （please fill in the actual finalization date, e.g. 2020.09.15, and delete this remarks)

