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7= B Statement

LEKEBEERAEBZEASHEAR. AREMR. BENEBMNICEEREPEARLINIER BRI
BEEEMANAYIERREEIEMTE (GCP) 1 ICH GCP B HEEEN|, FErhEMEL
EEFERRIIE

“RE"HARMEES S CHEC #tAEMATRNIT, RFF& SFDA/GCP i /RERS S HIEN .
conduct the research in accordance with the protocol, SFDA/GCP and the principles of research ethics
as set forth in the Declaration of Helsinki.

“FRE” 1 “EFERLILE” WIRAR, BAEMMARETH CHEC WEREILPIRRA
B R BE BRI, HBRIAER. CHEC AIZEEIRIEEF T E . If you wish to appeal to this decision,
please contact the IEC of Shanghai Changhai Hospital and submit your appeal in writing, addressed to
the IEC Chairperson with justification as to why the appeal should be granted.

RIS, MARARMNERERLSHEEIHMENTAEN, HESHREERLSHE
FERAAEME. Any change to the protocol or informed consent or other attachments should be
approved by IEC before being implemented.

FROEERFELR R EGHSIFTAT REBHFER SFDA LIRAYFEIRT E CHEC £ P &R,
CHEC A #URIEIT H 1T M HFTBRE . Report all the SAE and unexpected AE to CHEC. Base on
the review result, CHEC will give PI a new recommendation and decision.

AREEABMEARARNE, MARMEMTRIZFE. AMEERBE, EAREEMR
EMFFERERIMA | MRBXHBIRE, UKBREEZERSAHE. Please resubmit this
proposal for a Continuing Review at least 1 months before the next re-approval period.

MRELERA, FERBEARBREMMEMS L ER.
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