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5. Added Item 5.2.1.3: The clinical trials of Medical Device/Medical 
Technology follow the “Regulation of Reporting Serious Adverse 
Reaction of Medical Products” issued by the government health 
authorities.  This rule also applies to reports of various SAEs and 
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trials.
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7 15
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9. 5.7 
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10. 6.1 6.2 6.3
10. Modified Appendices 6.1, 6.2, 6.3.
11. 6.4 6.5
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F 17 1.

1. Revised the Chinese name of "Regulations for Good 
Clinical Practice".

2. 5.2.1.3
2. The “Medical Device” was deleted in item 5.2.1.3.
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3. Added Item 5.2.1.4: The clinical trials of Medical 
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the government health authorities.
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3. AAHRPP 5.6.2.5
3. According to the recommendations of AAHRPP 
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5. Appendices 6.1-6.5 were replaced.
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1.

1. Purpose
1.1

Adverse Drug Reaction, ADR
Serious Adverse Event, SAE

Unanticipated Problems, UP

1.1 The purpose of this SOP is to provide instructions on reporting 
and reviewing adverse drug reactions (ADRs), serious adverse 
events (SAEs) or unanticipated problems (UPs) arising from 
any approved trials.

1.2

1.2 Unanticipated risks may emerge in the course of a trial and 
have an adverse effect on the subject’s rights, welfare or safety.  
In the event of this, all information must be reported to the IRB 
for assessing and reviewing to ensure protection of subjects.

2.

2. Scope
2.1 99 7 19

106
, SAE

Suspected Unexpected 
Serious Adverse Reaction, SUSAR

2.1 According to Article 106 of the “Regulations for Good Clinical 
Practice”, amended on 19 July 2010, the principal investigator 
shall immediately report any serious adverse events to the 
sponsor.  In the event of a suspected unexpected serious 
adverse reaction (SUSAR), the principal investigator shall 
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report to the IRB immediately.
2.2

/

2.2 This SOP is applicable to the principal investigator, the 
Independent Data Monitoring Committee, the sponsor, the IRB 
and other relevant groups for the assessment and review of 
any and all unexpected serious adverse reactions/events or 
unanticipated problems that are reported by them.

3.

3. References
3.1

103 10 23
1031203335

3.1 Regulations for Good Clinical Practice, Article 106 (Ministry of 
Health and Welfare, amended and promulgated on 23 October 
2014, pursuant to Bu-Shou-Shi-Zi No. 1031203335).

3.2 The Council for International Organizations of Medical 
Sciences (CIOMS), International ethical guidelines for 
health-related research involving humans, 2016.

3.3 93 08 31
0930324850

3.3 Regulation of Reporting Serious Adverse Reaction of Medical 
Products  (Ministry of Health and Welfare, promulgated on 31 
August 2014, pursuant to Wei-Shou-Yao-Zi No. 0930324850).

4.

4. Definitions
4.1 Adverse Event, AE
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4.1 Adverse Event (AE): Any untoward medical occurrence in a 
trial subject during participation in the trial, which does not 
necessarily have a causal relationship with the trial 
intervention.

4.2 Serious Adverse Event, SAE

4.2 Serious Adverse Event (SAE): Any serious adverse reaction 
that occurs during a trial which results in any of the following 
outcomes:

4.2.1 Death

4.2.1 Death: If the patient’s death is suspected as being a direct 
outcome of the adverse reaction.

4.2.2 Life-threatening

4.2.2 A life-threatening event: If the patient is at risk of death at
the time of the adverse event or it is suspected that the 
continued use of the trial product would result in the 
patient’s death.  Examples: Pacemaker failure; 
gastrointestinal hemorrhage; bone marrow suppression; 
infusion pump failure that results in excessive medicine 
dosing.

4.2.3 (Hospitalization —

4.2.3 Inpatient hospitalization or prolongation of existing 
hospitalization: If admission to the hospital or prolongation 
of a hospital stay is because of the suspected adverse 
event.  Examples: Anaphylaxis; pseudomembranous 
colitis; or bleeding causing or prolonging the existing 
hospitalization.

4.2.4 Disability/Incapacity
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/

4.2.4 A significant or persistent disability/incapacity: If the 
adverse event results in a significant or persistent change, 
impairment, or damage in the patient’s body 
function/structure, physical activities, or quality of life.  
Examples: Cerebrovascular accident due to
medicine-induced hypercoagulability; toxicity; peripheral 
neuropathy.

4.2.5 Congenital anomaly / Birth defect

4.2.5 A congenital anomaly or birth defect: For example,
exposure to a drug prior to conception or during pregnancy 
results in an adverse outcome in the child.

4.2.6 Others

4.2.6 Other events that may lead to permanent damage: When
there is suspicion that the drug used in the trial causes 
persistent/permanent impairment or damage of a patient 
and leads to necessary medical or surgical intervention. 

4.3 Adverse Drug Reaction, ADR
study protocol /

Investigator’s Brochure / product monograph
/ Informed Consent Form

4.3 Adverse Drug Reaction (ADR): A response, which is noxious 
and unintended, that occurs after the administration of 
pharmaceuticals and is considered to have a causal 
relationship with the trial drug.  For example: A potential 
side-effect that is not listed in the study protocol, Investigator’s 
Brochure, product monograph and/or the Informed Consent 

2023.08.10

臺中榮民總醫院

參考文件



Taichung Veterans General Hospital

Document Number
IRB- - -2014
IRB-Regulations of Operation-2014 Title

ADR SAE UP
SOP for Adverse Drug Reaction, Serious Adverse Event or Unanticipated Problem Monitoring

Page 5/17

Version G

Form.
4.4 Suspected Unexpected Serious 

Adverse Reaction, SUSAR

4.4 Suspected Unexpected Serious Adverse Reaction (SUSAR): A 
serious adverse reaction that is unexpected and is highly 
suspected to be related to a trial drug. 

4.5 Unanticipated Problems, UP

4.5 Unanticipated Problems (UP): A problem or event that occurs 
unexpectedly, is related to, or may be associated with a 
research protocol or trial medication that produces unexpected
serious harm which could include the following:

4.5.1

4.5.1 Subjects in our hospital are involved in new risks or risks 
that are unanticipated or unexpected associated with the 
study.

4.5.2

4.5.2 Unexpected adverse events or problems that incur to  
subjects outside the host institute or other persons 
associated with the study.

4.5.3

4.5.3 To avoid immediate and obvious hazards, changes to the 
research protocol made prior to the approval by the IRB
Committees.

4.5.4
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4.5.4 Other relevant new research and information concerning 
unexpected increased risks or injuries to the subjects or 
other persons.

4.5.5

4.5.5 New information that may affect the subject’s safety or lead 
to adverse effects related to execution of the study.

4.5.6

4.5.6 Any change that markedly affects the execution of the 
study or increases subject risks.

4.5.7

4.5.7 Violation of the confidentiality agreement.
4.5.8 /

4.5.8 Drugs, medical devices, or other medical-related items in 
the study case that may be subject to license change or 
license cancellation.

4.5.9

4.5.9 When a recruited subject becomes a prisoner after the 
start of the study, the principal investigator should promptly 
inform the IRB Committees and the sponsor.

4.5.10
/

4.5.10 In the case when a subject complains outside the 
anticipated risks, and the complaints cannot be resolved 
by the research team.

4.5.11 /

4.5.11 The sponsor or manufacturer has the risk of license 
cancellation.

4.5.12 /
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4.5.12 In cases when events occur that require immediate 
notification of the sponsor or manufacturer.
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5.

5. Procedure

5.1

5.1 Flow Chart of Serious Adverse Event (SAE) and 
Unanticipated Problem (UP) Monitoring and Management

Flow Chart Responsible Personnel Relevant Documents

SAE/UP
SAE/UP Reporting

Review

Response by PI

Approve after revision
Further
review

/
IRB Board Meeting/

Confirmation

Records Retention

Confirmation of 
Submission

Yes

No

Approve

Principal Investigator

Staff Members

Reviewers

Principal Investigator

IRB Members

Staff Members

/

SAE/UP Report Form and 
relevant documents

(
SUSAR)/

SAE (only SUSAR is 
reported)/UP Report Form

(
SUSAR)/

SAE (only SUSAR is 
reported)/UP Review 
Form (for reviewers)

(
SUSAR)/

SAE (only SUSAR is 
reported)/UP Review
Form (for reviewers)

(
SUSAR)/

SAE(only SUSAR is 
reported)/UP Review 
Form (for reviewers)
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5.2 SAE/UP

5.2 SAE/UP Reporting
5.2.1 SAE

5.2.1 SAE Reporting
5.2.1.1

5.2.1.1 The principal investigator is accountable for 
documenting and reporting any serious drug reaction
arising from the trial to the IRB.

5.2.1.2 103 10 23
106

5.2.1.2 Reporting time limit (followed in accordance with 
Article 106 of Regulations for Good Clinical Practice, 
amended on 23 October 2014):

5.2.1.2.1 Serious Adverse 
Event, SAE

Suspected Unexpected Serious Adverse 
Reaction, SUSAR

5.2.1.2.1 Upon occurrence of an SAE, the principal 
investigator is responsible for reporting immediately 
to the sponsor, promptly followed by the 
submission of a detailed report. The principal 
investigator is to notify the IRB immediately of all 
SUSARs. However, SAEs/SUSARs that the 
protocol or other document identifies as not 
needing immediate reporting shall not apply.

5.2.1.2.2
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5.2.1.2.2 The sponsor shall report all SUSARs that are fatal 
or life-threatening to the competent authority or the 
sponsoring agency within 7 days of discovery of the 
event. A detailed report is to be submitted within 
15 days after the discovery of the event.

5.2.1.2.3

5.2.1.2.3 SUSARs that are not fatal or life-threatening must 
be reported, via written documentation, to the 
competent authority or the sponsoring agency no 
later than 15 days after the sponsor was notified of 
the event.

5.2.1.2.4 7 15

5.2.1.2.4 If the PI reports a SUSAR later than the reporting 
time limit (7 days and 15 days after the occurrence 
of the event), the IRB Secretariat should place the 
report on an IRB board meeting agenda for 
discussion.  Follow-up actions may be taken 
according to the IRB board meeting resolution (e.g. 
an on-site inspection).

5.2.1.3

5.2.1.3 The clinical trials of Medical Technology follow the 
“Regulation of Reporting Serious Adverse Reaction of 
Medical Products” issued by the government health 
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authorities. This rule also applies to report of various 
SAEs and safety notification of other human studies 
that are not clinical trials.

5.2.1.4

5.2.1.4 The clinical trials of Medical Device follow the “Medical 
Devices Act” issued by the government health 
authorities.

5.2.2 UP(unanticipated problem)
(UP)

7 15

5.2.2 Unanticipated Problem (UP) Reporting:
UPs of all studies are required to notify the IRB
Committees. The principal investigator should send 
preliminary documents on UPs within 7 days from the first 
day knowing the events and provide more detailed 
documents within 15 days.

5.3

5.3 Confirmation of Submission
5.3.1 ( SUSAR)/

5.3.1 Once the SAE (only SUSAR is reported)/UP Report Form
is verified as complete by the IRB staff, the submission will 
be processed for review.

5.3.2
/

5.3.2 Upon receipt of a complete submission, the IRB staff 
member should submit drug-related protocols to reviewers 
with expertise in pharmacy/pharmacology. Other protocols 
should be submitted to reviewers with relevant expertise 
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as assigned by the Executive Secretary.
5.4

5.4 Review
5.4.1 SUSARs/UP

( SUSAR)/

5.4.1 The primary reviewers are responsible for: (1) classifying 
the Suspected Unexpected Serious Adverse Reaction 
/Unanticipated Problems as unexpected, rare or requiring 
further action by the IRB to ensure subject safety; (2) 
completing the SAE (only SUSAR is reported)/UP Review 
Form (for Reviewers).

5.4.2

5.4.2 If the reviewers determine that the event does not present 
a risk that may affect trial subjects, the report should be 
submitted to the IRB board meeting for confirmation.

5.4.3

5.4.3 In case of a SUSAR or UP encountered in a multi-center 
trial, if the causality of assessment by the reviewers is 
“probable” or “related,” other domestic IRBs should be 
notified of the event report.

5.5

5.5. PI’s Response to Reviewers’ Comments

A copy of the reviewers’ comments, if applicable, should be 
sent to the principal investigator by the IRB staff members, with 
the reviewers’ names removed.  The principal investigator 
should be requested to respond to the reviewers’ comments.
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5.6 /

5.6 IRB Board Meeting/Confirmation
5.6.1 (

SUSAR)/ /

5.6.1 The IRB staff members are responsible for submitting the 
SAE (only SUSAR is reported)/UP Review Form (for 
reviewers) to the Executive Secretary/(Vice) Chair for 
approval, following one of the two procedures:

5.6.1.1

5.6.1.1 If the event presents higher risk to the subjects, an 
emergency meeting should be convened.

5.6.1.2
/

5.6.1.2 If the event does not affect the risk level that the trial 
presents to the subjects, then the review result 
should be placed on the agenda for the next IRB 
meeting for discussion/confirmation.  The PI may 
be invited to present or provide documentation in the 
IRB meeting. The staff members should follow up 
according to the IRB meeting resolution or retain 
relevant files for future reference. 

5.6.1.3

5.6.1.3 If the IRB members—after discussing and reviewing 
the report in a convened IRB meeting—determine 
that the event probably posed an increased risk to 
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the subjects, then one of the following resolutions 
should be made: (1) The principal investigator 
should be requested to provide further explanation; 
(2) an on-site visit or follow-up review should be 
conducted; (3) the trial should be suspended or 
terminated to protect the safety of the subjects.

5.6.2

5.6.2 The IRB may make one of the following resolutions 
regarding risks presented to the subjects:

5.6.2.1

5.6.2.1 Approving the report for recordation.
5.6.2.2

5.6.2.2 Requesting additional written explanation from the 
principal investigator.

5.6.2.3

5.6.2.3 Conducting a follow-up review or performing an on-site 
inspection.

5.6.2.4

5.6.2.4 Suspending or terminating the trial.
5.6.2.5

5.6.2.5 Notification of current subjects when such information 
might relate to subjects’ willingness to continue to take 
part in the research.

5.6.2.6

5.6.2.6 Others.
5.6.3

/

5.6.3 SUSARs that occur in other domestic medical care 
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institutions shall be entered into the database.  This 
information, along with the total number of reported events, 
calculated on a monthly basis, shall be submitted to the 
Executive Secretary/(Vice) Chair, following one of the 
procedures:

5.6.3.1

5.6.3.1 If the event presents increased risks to the subjects, 
then an emergency meeting should be convened, or 
the report should be submitted to the IRB board 
meeting for discussion and review.

5.6.3.2

5.6.3.2 If the event does not affect the level of risks presented 
to the subjects, then the report may be filed for future 
reference.

5.6.4

5.6.4 If the IRB Chair decides to call an extraordinary meeting, 
the staff member should be responsible for arranging the 
meeting.

5.6.5

5.6.5 The IRB should conduct an on-site visit to monitor a 
TCVGH-affiliated trial in which a significant number of 
SUSAR initial reports or UP have been filed. 

5.6.6

5.6.6 The IRB staff members shall notify the principal 
investigator, the unit implementing the trial, and the 
sponsoring agency of the IRB resolution.

5.7
SUSAR

5.7 If SUSAR is not involved, the regular safety report by the PI 
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should be submitted in the category of “Other Items.”
5.8

5.8 Records Retention

Relevant personnel should keep all records carefully following 
the guideline below.

Number Name of Document Retention Location Retention Period

1
/ (

SUSAR)/
SAE (only SUSAR is reported)/UP 
Report Form (Trials within TCVGH)

IRB
IRB Archive

3
At least 3 

years after the 
trial is closed

2

/
( SUSAR)/

SAE (only SUSAR is reported)/UP
Report Form (Trials outside of 
TCVGH)

IRB
IRB Archive

3
At least 3 

years after the 
trial is closed

3
( SUSAR)/

SAE (only SUSAR is reported)/UP
Review Form (for reviewers)

IRB
IRB Archive

3
At least 3 

years after the 
trial is closed

4

/
( SUSAR)/
Reply Form of a SAE (only SUSAR is 
reported) /UP Report (Trials within 
TCVGH)

IRB
IRB Archive

3
At least 3 

years after the 
trial is closed

5

/
( SUSAR)/

Reply Form of a SAE (only SUSAR is 
reported) /UP Report (Trials outside 
of TCVGH)

IRB
IRB Archive

3
At least 3 

years after the 
trial is closed

6.

6. Appendices
6.1 / ( SUSAR)/

6.1 SAE (only SUSAR is reported)/UP Report Form (Trials within 
TCVGH)

6.2 / ( SUSAR)/
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6.2 SAE (only SUSAR is reported)/UP Report Form (Trials outside 
of TCVGH)

6.3 ( SUSAR)/

6.3 SAE (only SUSAR is reported)/UP Review Form (for 
reviewers)

6.4 / ( SUSAR)/

6.4 Reply Form of a SAE (only SUSAR is reported)/UP Report 
(Trials within TCVGH)

6.5 / ( SUSAR)/

6.5 Reply Form of a SAE (only SUSAR is reported)/UP Report 
(Trials outside of TCVGH)
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