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Province
Ethical Review Approval Document of Scientific Research Ethics Sub-Committee

r @ Medical Ethics Committee of the First People's Hospital of Yunnan

Approval No. KHLL2020-KY064

Study on the Regulation Mechanism of Early Development and Pluripotency of Human

Study/Project Name Embryo
Sponsored by The First People's Hospital of Yunnan Province
Yunnan Clinical Medical Center for Reproductive
Proiect Principal Xiang Lifen Project and Genetic Diseases, Institute of Primate
) P g g Source Translational Medicine of Kunming University of
Science and Technology
Method of Review [0 Meeting Review M Quick Review
Date of Review December 18, 2020 (preliminary review), January 7, 2021 (review)

1. Application for ethical review; 2. Project application; 3. Study protocol (V1.1, version
Documents for date: June 17, 2020); 4. Informed consent form (V1.3, version date: December 25, 2020);

Review 5. Resume of investigators; 6. Investigators' commitment; 7. Statement of consent to
donate embryos for scientific research

Review Comments

1. The review decision of the Ethics Committee on the research project is as follows (tick v in the [J)
MApproved [JApproved after necessary amendments [JReview after necessary modification

[CINot approved  [Terminate or suspend

2. Comments and suggestions on the study protocol and the subject ICF are as follows:

MThe design of the protocol is reasonable and feasible.

MThe informed consent form meets ethical requirements.

3.Review frequency from the approval date: [J3 months ~ [J6 months M1 year

4.The Ethics Committee reserves the right to change the frequency of continuous review based on actual progress.

Notes:

1. In case of any adverse reaction during implementation, the applicant shall submit a written report of adverse
events to the Ethics Committee in time.

2.Where the investigators fail to conduct the study following the protocol, which may adversely impact the health
and rights & interests of subjects and the scientificity of the study, a protocol violation report shall be submitted by
the applicant.

3.In case of suspension or early termination of the study, the report on study suspension/termination is required to
be submitted to the Ethics Committee in time.

4.This approval is effective from the date of issuance. Please submit the annual progress report of the project one
month before the deadline according to the follow-up review frequency specified by the Ethics Committee.

5.Please submit the final report in time after the trial. :

Signature of Chairman Member/Chairman (or | Medical Ethics Committee of the First People's Hospital of
authorized representative): g Yunnan Province (sealed)

Medical Ethics Committee of the First People's Hospital of
Yunnan Province (sealed)

Date: January 8, 2021

Statement: The Ethics Committee is independent, and the composition and operation procedures of the Ethics
Committee are compliant with the relevant national laws and regulations. e




Department of Reproductive Medicine, the First People's Hospital of Yunnan Province (the Reproductive Research

Center of Yunnan Province)

Informed Consent Form of Voluntary Donation of the Embryo Used for Study on the Regulation

Mechanism of Early Development and Pluripotency of Human Embryo

We are going to conduct a study on the regulation mechanism of early development and pluripotency of

human embryos. Your specific situation is suitable for the project's enrollment requirements, so we would

like to invite you to participate in the study. We will introduce the purpose, funding source, principal

investigator, content, benefits, and risks of the study to you. Please read these carefully and decide prudently

whether to participate in the study. When the staff explains these and discusses with you, you could ask

questions and let the staff explain the unclear points to you at any time.

1

Version No.: V1.3, Date: December 25, 2020

Why are donated embryos used for scientific research?

The study on the early development of human embryos and the exploration of the regulatory mechanism
of pluripotent stem cells can provide a significant theoretical basis for understanding the origin of life,
revealing the embryonic development mechanism, improving the success rate of IVF in the future, and
promoting the isolation and culture of pluripotent cells. To accomplish these works, embryos voluntarily
donated by patients were required.

The scope, purpose, time limit and disposal methods of specimens in this study

The application scope of specimens includes the establishment of delayed culture system of embryos in
vitro, the isolation and culture of different types of pluripotent cells, and the related research of
embryonic single-cell transcriptome, histone, methylation, metabolomics at different stages. The purpose
of this study is to analyze the role of different genes, signal pathways, and epigenetic modifications in
embryonic development. The study time limit is 3 years from the date of approval by the Ethics
Committee. Embryos are only used for in vitro research and never for other purposes such as
transplantation. All samples after the study will be destroyed by medical treatment.

What is the project budget and source of this study?

The total budget of this study is RMB 398,800, which is jointly funded by Yunnan Clinical Medical
Center for Reproductive and Genetic Diseases and Institute of Primate Translational Medicine of

Kunming University of Science and Technology.

Who are the investigators involved in this study? 4\ Ry
“\\S:‘ q \ / (

N

Participants in this study include one professor, one postdoctoral fellow, {Qn «h 15\ ”Jefrid hte )and one

iy (—)

master degree candidate of Kunming University of Science and Techncﬁlg :



Department of Reproductive Medicine, the First People's Hospital of Yunnan Province (the Reproductive Research

Center of Yunnan Province)

10.

11.

12.

Version No.: V1.3, Date: December 25, 2020

one attending physician, two technicians in charge, and one Ph.D. candidate of the First People's
Hospital of Yunnan Province.
Who participates in this study?
The remaining frozen embryos voluntarily donated by both husband and wife after successful childbirth.
What are the risks of participating in this study?
The donated embryos are used only for scientific research and there are no additional risks.
Number of samples participating in this study

It is planned to collect less than 300 embryos in this study. If the number is not enough during the study.,

the number of samples will be appropriately increased.
Is it necessary to participate in this study?
No, participation entirely depends on the patient's own willingness and can be determined after
discussing with the family and the attending doctor. If you don't want to join in it, you can refuse to
participate, and there will be no impact on the patient's current or future medical activities. The patient
can abolish the donation of the embryo at any time before the embryo is used.
How to deal with embryos that voluntarily require medical treatment instead of agreeing to be
used in the research?
The embryos are jointly treated (destroyed) by two or more medical staff, and never used for scientific
research.
What are the benefits and financial compensation of participating in this study?
You will not benefit directly from participating in this study. Your participation helps to elucidate the
regulatory mechanism of early embryo development and pluripotency, and contribute to revealing the
mysteries of life science. There is no financial compensation or any other form of remuneration.
Is personal information confidential?
All personal information and materials are kept confidential, and the information such as the number and
name of each patient is completely removed before scientific research is performed. All investigators and
related parties will keep the information confidential as required. No one can access the data of scientific
research except the relevant investigators.

How is this study regulated?




Department of Reproductive Medicine, the First People's Hospital of Yunnan Province (the Reproductive Research

Center of Yunnan Province)

ethical principles, and should never be used in experimental research that violates medical ethics, such
as human chimera embryos, gene editing, human cloning, and in vitro culture for more than 14 days.
This study conforms to the Ethical Guiding Principles of Human Embryonic Stem Cell Research
(N0.2003460) issued by the Ministry of Science and Technology and the Ministry of Health on
December 24, 2003, the Guidelines for Stem Cell Research and Clinical Translation issued by the
International Society for Stem Cell Research in 2016, and the Regulation of the People's Republic of
China on the Administration of Human Genetic Resources issued by Order of the State Council of the
People's Republic of China (No. 717). The Medical Ethics Committee will regularly examine the work
of this study.

13. Who can I contact if any problem or difficulty?
If you have any questions related to this study, you can contact your attending doctor or contact Xiang

Lifeng at 0871-63647723.

We have read and discussed the above with the staff, and we have asked about and got the answer to the
relevant questions in it. We are fully informed and voluntarily donate ______ fresh/frozen embryos on
the _ day after fertilization. The related investigators have the right to use our embryos for
scientific research.

Investigators' Commitment

Whether you agree to participate in this study or not, we will provide the best medical services.

The donated embryos are used only for scientific research and not for other purposes.

Some of the data of the study which you participate in will be published in the form of research papers

and will not be written into any personal information.

To protect your privacy, all treatment information about you is strictly confidential.

Husband (signature): Date (YY) (MM) (DD)
Wife (signature): Date (YY) (MM) (DD)
Doctor (signature): Date YY) (MM) (DD)

Version No.: V1.3, Date: December 25, 2020




