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CERTIFICATE FROM ETHICS COMMITTEE

Issue No. KLT6230511
Investigating the relationship between food insecurity and the risk of
Program gestational diabetes mellitus and gestational hypertension in pregnant
women
Department of . , )
Project Leader Hongli Hou Gynecology And Chlldrg s Hospital  of
. Shanxi
Obstetrics
Review method Rapid review Inspectors Zhenxiu Jin
Review date 2023-04-12 Review location Children’s  Hospital ~of
Shanxi

Documents

1. Ethics Review Application;

2. Research Program;

3. Application for Waivers of Informed Consent;
4. Resume of Principal Investigator.

Attention

1. Approved projects shall be carried out in accordance with the protocol
approved by the Ethics Committee and shall conform to the principles of
NMPA/GCP and the Declaration of Helsinki.

2. Written informed consent should be obtained from all study
participants; for participants under the age of 18, informed consent should
be obtained from their legal guardians.

3. The Ethics Committee shall be notified in a timely manner of any
suspension or early termination of clinical research.

4. Serious adverse events (devices)/safety events are reported to the Ethics
Committee in a timely manner.

5. Any modification of the approved clinical research protocol, informed
consent form and other materials, as well as the replacement of the
principal investigator, shall be promptly reported to the Ethics Committee
for re-examination and implementation after approval.

6. To report in a timely manner any significant and continuing protocol
violations that are discovered.

7. Please submit a follow-up review report to the Ethics Committee one
month before the follow-up review period; upon completion of the clinical
study, a final report must be submitted to the Ethics Committee.

Declaration

The project complies with the principles of Helsinki Declaration and
regulations of China, and agrees to accept the supervision and inspection
of the Ethics Committee;

Ensure that written informed consent has been obtained from the
his application form|

Signature of Director

participants/their legal guardians; the conte d*mythi
are true and detailed. i Low

Approval opinion

Approved
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