Application form for ethic approval

Approval No. 20180948-2

Research project &
protocol version

Combined use of apatinib mesylate and vinorelbine versus single use of
vinorelbine in recurrent or metastatic triple-negative breast cancer: study
protocol for a randomized controlled clinical trial

(Research project with a retrial after

revision)
Sponsor Liaoning Cancer Setting Liaoning Cancer Hospital &
Hospital & Institute Institute
Researcher(s) Tao Sun Division Department of Medical Oncology
Date of censors 2018.10.16 Setting The meeting room of the Ethics

Committee of Liaoning Cancer
Hospital & Institute

Ethical review
manner

O Meeting review v
[0 Fastreview

Documentation

See attachment

Voting

Anticipated: 15 Actually voted: 14
Abstained: 0 Avoided: 0

Review comments

On October 16, 2018, the Ethics Committee conducted a serious
discussion on the above-mentioned protocol and voted on it. There were
14 voters: 14 voting for the protocol, 0 agreeing on the protocol after
necessary amendments, O agreeing on re-check after necessary
amendments, and O voting against the protocol. The Ethics Committee
believes that the protocol is basically in line with ethical requirements

and can be conducted as a clinical trial.

Other suggestions Nil.
Period of validity 2018.10.17 - | Periodic O 3 months
2019.10.16 review 0 6 months
0 12 months v
Decision Agreement

Signature:
October 17, 2018

Note: The responsibilities, personnel composition, functions, operating procedures and records

of the Ethics Committee follow ICH-GCP and relevant laws and regulations in China.

Researcher:

Date:

Sponsor:

Date:
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