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Clinical Trial Approval
National Taiwan University Hospital

Date of approval: Nov 02, 2011
NTUH-REC No. : 201109006MA
Title of protocol : The safety and immune response to influenza vaccination in pregnant women.
Department/ Principle Investigator : Department of Obstetrics & Gynecology / Dr. Chien-Nan Lee
Version date of documents : [ Protocol: Version 1.0/2011-08-08; ICF: Version 1.2/ 31 Oct 2011; CRF:
Version 1.0/ 2011-08-08; Chinese synopsis: Version: Version 1.1/ 2011-09-26; Patient Recruitment
Poster: Version 1.2/ 31 Oct 2011; Diary Card: Version 1.0/2011-08-08]

The protocol has been approved by the 21" meeting of Research Ethics Committee A of the National
Taiwan University Hospital on Oct 21, 2011. The committee is organized under, and operates in
accordance with, the Good Clinical Practice guidelines and governmental laws and regulations.

The duration of this approval is one year (from Nov 2, 2011 to Nov 1, 2012). The investigator is
required to report Serious Adverse Events in accordance with the governmental laws and regulations, and

apply for a continuing reviegawithin one month prior to the approvgpexpiration date.
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Hong-Nerng Ho,
Chairman
Research Ethics Committee A
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