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Chung Shan Medical University Hospital
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Permission of Clinical Trial

Chung Shan Medical University Hospital
Date: January 29, 2013

Protocol Title: Liver cirrhosis and the risk of coronary artery disease: population-based study

Principle Investigator: LIN, CHUN-CHE

Version: see above

Frequency of Interim Report: every 12 months, Please file an extension before the expiry date, if you

need.

The above research protocol fit in with the expedited review cases. It has already been approved on
January 24, 2013 and valid through January 23, 2014. About the essential duties,
obligations and responsibilities of the principal investigator (PI), please refer to the back

page.

Chih-Ping Han, M{)/PhD, ‘\ \ g et
Chairman NI
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This Committee has been organized and operated in conformance with ICH-GCP requirements and the
essence of Declaration of Helsink,
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Accerding to the DOH Regulations and CSMU Hospital IRB codes, you, as. Principal Investigator are responsible for

ensiring that the research study is conducted according to the protocel, assuring that human subjects are protected and

controliing any intervention being used during the study. You should comply with the following:

1. Protect the privacy, confidentiality, rights, safety, and welfare of the research subjects.

2. A copy form of signing ICF shall be given to the participants for keeping. Conduct the study in compliance with the
IRB approved study protocol. Maintain IRB correspondence in the appropriate study file. Each change in the
Consent, Protocol Document and Authorization Form must be reviewed and approved prior to use.

3. Disclosing relevant financial information, and directly oversee vour study personnel to assure that they are
performing their duties according to GCP, human research law and related regulation.

4. As required by IRB, provide a Progressing Report within3 ~ 6 ~ 9 ~ 12 months after the start of the trial and a Final
Report within 3 months aflter the conclusion of the study. Progressing report is not applicable for studies concluded
within 12 months, except for DOH-controlled studies. For other special studies, individualized requirements will he
stated on the approval letter. For investigators who do not submit progressing report or final report on required
schedule or behind for over 3 months, any his/her new application will be declined and application under reviewing
process will be suspended until the required reports have been submitted. This approval is validated for one or
more than one year. For the extension of this approval, interim report and the application form for approval
extension should be submitted before the expiration (2 months before the expiry date will be preferred).

5. Be willing to coordinate to accept the IRB site visit and surveillance. Submit all advertisements and other
recruitment material for IRB a:'ppruval prior to use. All amendments have to be submitted to the IRB for approval
before they can be implemented.

6. Allow adequate time and discussion to take place during this Informed Consent process to assure that the potential
subjects can make an informed decision of whether to participate. Assess whether the subject comprehends the
content of the ICF document. Subjects’ ICF Feedback tools are required for all registration trials and certain
research trials involving vulnerable participants, based on the IRB’s decision.

7. Following the Guidelines for collection and use of human specimens for research (950818), Regulations for Human
trials (981214), Regulations for the Administration of Human Biobank (990203}, PI have to obtain the agreement
from the subjects (donors) by signing the informed consent, before taking the research sample.

8. For DOH regulated new drugs, new medical instruments and techniques related clinical trials, computer warning
system (alarm windows) is required and subject’s medical histories should be preserved permanently. In addition to
IRB agreement, the PI (& sponsor) must receive the DOH approval before starting those medical law restricted
human trials.

9, Promptly report changes to the research activity, owing to unanticipated problems involving risk / benefit to human
subjects, cte.

10. In drua and medical device related human research, Pl should alert the sponsor of any SAE soon and advise the IRB of every
SUSAR from the research subjects immediately, except for the ruling out form protocols or special documents. In non-drug
and non-medical related human research, Pl needs to report to IRB soon, in case of any (1) SUSAR, (2)damage to the
subjects’ rightsfinterests/privacy/confidentiality/welfares, (3)signals or information that changes to the risk/benefit ratio.

11. Serious or continuing noncompliance with the IRB requirements & Failure to follow the above 10 rules could result
in suspension or termination of your research protocol.



