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Clinical Trials Approval Certificate
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FEAFA P L RS P2 L
(AR ok

PRI W

prapfHpegx  # 1p
FHE RA Y

AR EFF > FEREF S -

IRB Number :

Principle investigator(s) : & % &% /Co_Investigator (s) : & = & F
Protocol Title :

Study site -

Date of Approval : Month/Date/Year

Protocol : Version, date.

See the back of this page for important notes.

312§%

AL R ¢

iEL R , M.D.Ph.D
Chairman

Institutional Review Board Committee
En Chu Kong Hospital, Taiwan

Sincerely Yours

signature, date)
AL TE & ICH-GCP
The Institutional Review Board performs its functions according to written
operating procedures and complies with GCP and with the applicable regulatory requirements.
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Notes :
If any new findings affect the safety of the participants or others, or the
implementation of the study or decision of IRB as to allow to continuing of the
study, IRB should be informal promptly.
Interim report is not need in exempt studies.
Any changes of plan in the future. Please contact with IRB and sent as
amendment for review. The study can be continued after confirmation by IRB
committee. If the amendment is not fit the criteria of exempt study, resubmit as a
new case.
The documents of project shall be saved at least 3 years after termination for the
reason of government authorities to checking.
Serious or repeated failure to comply with IRB regulations and with the above
requirements may result in the study being suspended or terminated, and may

affect you to submit studies for review in the future.
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