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Shanghai Public Health Center EC conducts ethical review according to the Chinese
GCP, ICG-GCP, Declaration of Helsinki and other local and international guidelines.
Any changes in the protocol and informed consents documents should be approved by
EC before implementing.

Any SAE or Suspected Unexpected Serious Adverse Reaction happening in this site
should be reported to the EC, decision on the protocol will be followed.

The validity period of the approval is the same as the follow-up review frequency.
Applications for extension should be submitted one month before due date. A final
report should be submitted to EC when the study is closed.
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