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Jen-Ai Hospital
Institutional Review Board

483 Dong Rong Rd
, Dali, Taichung, Taiwan, 412
REPUBLIC OF CHINA Tel: (04) 24821771

Fax: (04) 24821771
Protocol Title :
Protocol No.
IRB No.

Principal Investigator(s)
Co-Investigator(s)
Study Coordinator(s)

Duration of Approval: From yyyy/mm/dd TO yyyy/mm/dd
Executing Institution:
Version/Date of documents:

1. Protocol :

2. Chinese Synopsis -

3. English Synopsis -

4. Informed Consent Form -

The IRB approves the waiver of the informed consent form.
The IRB approves the waiver of the re-consent process.
The IRB approves the waiver of the participants' consent .

The IRB approves the waiver of the document consent.

5. DSMP :

6. Investigator’s Brochure :
7. Case Report Form -

8. Questionnaire -

9. Scale :

10. Advertisement -

11. Others -

The IRB reviewed and determined that it is expedited review according to

<Take blood samples from fingers, heels, ears, or veins of an adult weighing more than 50 kg.
Also, the total amount of sample collection should not be more than 320 ml in 8 weeks and should
not be more than twice a week. The amount of each blood collection should not be more than 20

ml./ Use the noninvasive measures to collect specimens for research
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/Collect data with the following non-invasive measures. The medical equipment used for the
research should be approved for sale on the market by the central health competent authorities and
does not include the use of ionizing radiation, microwaves, general anesthesia, or sedation.

/ Case research or cases treated or diagnosed by clinical routines. However, this does not include
HIV positive cases.

/\oice, video, or digital imaging collected for the purpose of research. These data cannot contain
any identifiable information or information that may affect the subjects’  work, insurance,

finances, or social relationships.

/Study properties or behaviors in individuals or the group without causing potential discrimination
to individuals or the group.

/Personal information, data, documents, or specimens collected from legal biological databases
without hyperlink or identifiable information can be used for research, but cannot be involved in
the interests of individuals or groups.>

Date of Meeting :
Date of Approval -

DSMB/DSMP: To be established

Frequency of Continuing Report: Once a year / every 6 months / every 3 months
% The trial research has been reviewed and approved by Chang Gung Medical

Foundation Institutional Review Board, and the research has already been approved
by other legal Institutional Review Board shall be recognized.

*¢Next Deadline of Continuing Report: YYYY/MM/DD. To facilitate the review, please
submit the report two months before the deadline (or one month before the expiration
of the trial if a continuing report shall be provided every three months) in order not to
influence the principal investigator’s right to conduct the research. In the case that
failure or delay to submit a continuing report makes the IRB unable to determine the
next trial period by the deadline, the trial shall not be continuously conducted. (This
paragraph shall be provided if it is necessary to submit a continuing report.)If the
Principal Investigator fails to submit a continuing report on time, rendering the
Institutional Review Board unable to issue the next trial execution period before the

previous trial execution period expires, all research activities, including the intervention
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or interaction with the participating trial subjects, must be suspended. Unless the

Institutional Review Board considers that the continuation of trial intervention or trial

participation is greatly beneficial to the trial subject's safety or in the best interest of the

trial subject from a moral point of view, no new trial subject shall be included until the

continuing report is formally approved.

*¢The research will expire on YYYY/MM/DD. Please submit the final report to the IRB

For extension

for review within three months after the expiration of the trial research.

of the trial period, please submit the amendment and a continuing report two months

before the expiration.

»¢The re-consent process shall be required

#¢The research is a community study. Please provide the participating community with

research results after the completion of the research. ¢
The IRB is organized and operates in accordance with Good Clinical Practice and the applicable

Chairman

Institutional Review Board

Jen-Ai Hospital

laws and regulations.
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