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#7137  Newly composed.

20140519
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This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”

20150119
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1. The original “Human Research Committee” was
renamed “The First/Second IRB Committees.”

2373 5224 3+ F 1 5 A AQB A AR I L2 Ap M AL A o

2. Added the procedure for late SAE submissions from
principal investigators in item 5.2.2.4.

20160318

1.i3:x% %> 2 31% 5525 RAGERBHEIRA

1. Revised the version of Regulations for Good Clinical
Practice in Reference 3.1 and item 5.5.2.

2.3 x 532 FEFX B RRHTE 2 F AL R 2T P
ﬁ(ﬂ);ﬁiﬁ° _

2. Revised item 5.3.2 regarding the personnel
responsible for selecting reviewers for
non-drug-related protocols: Deleted “(Vice) Chair.”

BHIEFE 6.3 TRk kAT REEST L BE L4 o

3. Replaced Appendix 6.3 Suspected Unexpected
Serious Adverse Reaction Review Form.

20170709

1.iz4y5 FERCAP R ¥ A2 E 3%k > #TH 54 < * 3.2
" The Council for International Organizations of
Medical Sciences (CIOMS), International ethical
guidelines for health-related research involving
humans, 2016 | -

1. Added Reference 3.2 “The Council for International
Organizations of Medical Sciences (CIOMS), International
ethical guidelines for health-related research involving
humans, 2016.” in conformity with suggestions made by
FERCAP after their visit.
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Added Reference 3.3 “Regulation of Reportlng Serious

Adverse Reaction of Medical Products.”
337 # "Eﬁﬂ i 42 (Unanticipated Problems, UP ) 2_4p
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Cha nged item 5.2 “SAE Reporting Application” to “SAE/UP 123.08.10
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ting Application” and rearranged the order of all contents
5213 F i BHH/F R #iL T ok i

R L B The &7 UF it 47 mtﬂ
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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
safety notifications of other human studies that are not clinical
trials
6.47# 5.2.2 UP(unanticipated problem):d 4 : 3} = i i 47 2]
.\,Lé; ""I’])é’ 4 2tz ﬂ}; FF 7\t{\(Ul:)) /P 1 #—; %Fm y -\,La“_- ;J,:lz A ),T%_,/\
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6. Added Item 5.2.2 Unanticipated Problem (UP) reporting: it
Is required that the IRB Committees be informed of UPs of
all studies. 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.
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7. Rearranged the order of item 5.6 IRB Board
Meeting/Approval and Confirmation.

8.#7# 5.6.2.1 F R ¥ H ©

8. Added item 5.6.2.1 Approval and confirmation.

9.ATH 5.7 3 F i A TRz T X 2 HFL  Hp
FE A SUSAR - T s a1 3 Ui {TI R o

9. Added item 5.7 If SUSAR is not involved, the regular
safety report by the Pl should be submitted in the
category of “Other Items.”

10.12 # "¢ i* 6.1 ~6.2~6.3 -

10. Modified Appendices 6.1, 6.2, 6.3.
11373 %42 6.4~ 6.5

11. Added Appendices 6.4, 6.5.

20190527
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L g TESBARAFREN, v L TEED
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1. Revised the Chinese name of "Regulations for Good

Clinical Practice".

#5213 2 "FREH,ED

The “Medical Device” was deleted in item 5.2.1.3.

3. #TH 5.2.1.4: FF ¥t Tk ?é%%ﬁ P2 Ay H
sda TEABHF LR FHL -

3. Added Item 5.2.1.4: The clinical trials of Medical
Device follow the “Medical Devices Act” issued by
the government health authorities.
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4. Typos were fixed.
G |17 |1. L~ 2 oA _ 20230717
1. The title of the document was revised.
2.J£zr“—/'&%¥'£ﬂ’“ BEHEEE e s T AR
A ;E i IZ % % % ﬁ

2. The original “The Flrst/Second IRB Committees”
was renamed “The IRB Committees”.

3. &y AAHRPP "% g 2 22 & 37# 5.6.2.5 -

3. Accordlng to the recommendations of AAHRPP
(Association for the Accreditation of Human
Research Protection Program) was added ltems
5.6.2.5.

4. h#5.56.251:x% 5.6.2.6¢

4. Changed item numbers 5.6.2.5t0 5.6.2.6.

5. #l%ﬁ"‘rfl-. 6.1 ~6.5-

5. Appendices 6.1-6.5 were replaced.
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*Changing, marklng, or copying controlled documents without permission is

prohibited.
& The latest version of this document in the Knowledge Management System (KMS)

takes precedence. Distribution of hard copies of this document must be approved
and stamped by the SOP Administrative Center. Copying without permission is
strictly prohibited.
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Head of Processing Uni
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divisions.

There is no need for review by other departments or

XKt ¢ E 1R ANF AL LB v EPEE

By RA epE -

X The head of each processing unit is advised to provide comments before
signing/stamping to approve. If needed, itis recommended that the head of each

processing unit discuss with the unit that made the SOP.
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1.p &

1. Purpose

11 AF AR F 2 P a3 BT e G4 0 sk il (7 e
4 & 27 2 F & (Adverse Drug Reaction, ADR) ~ € 7 2
¥ ¢ ( Serious Adverse Event, SAE ) & zt3p #f B 37
(Unanticipated Problems, UP) *:i $F {r% 4 P2 4531 o

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.

12350 ¥ g2 AP ELOh G HXRBH 2 E AR
23 FARFLEFRATEF AWML AEFLLA
¢ RAALF B o M RER BE

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.

2,58 "
2. Scope
213599 & 71 19p "HERBAREFEFRTEED ) (R A
TE SR ATRRERER ¥ 106 Fi D Y XREEHLE
PREER L P BRI A2 T kL E, £t SAE
B AR 2 B 253 2 F B (Suspected Unexpected
Serious Adverse Reaction, SUSAR ) » &5 3 4 4 i = TPl oA
g o
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.

22 ERBAELTE I FF AR ~ng BIREPILR € %
i)ﬁﬁ~&%ﬁ£ﬂinmm%éiﬁg B H is Ap B BIRE TR RE A
€2 AL LF B/E L Eﬁmiﬁﬁpx%ﬁaﬁu&*
% o

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.

\\\xr

¥
9

3. References
BITERRBATRA RS TEER (R o f: TERRATRA R%E
Plo)%-F 2 EgriE~> (AR103 # 10 * 23 p w2 457!
P e F % 1031203335 5.4 B = FF )

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.

B3TEEEF 7 25 Ry - AK 93 # 08" 31 p FrchiF
4 2R &5 % 0930324850 54 g H o
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).

. r';"' P‘i%
4. Definitions

4.1 » 2% ¢ (Adverse Event, AE) : % &

FE S 2 2
ARG IR ARG - T )%‘e}g
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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 BE #» 2% 2 (Serious Adverse Event, SAE ) : FlRsk w4 T
FIBRED LFRH

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): Yo B IR R AE BB RER

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

422 2 4 & (Life-threatening) @ 4o 8504 2 2 L F & pFy
2 e RArH R Y BHRAST G A RET S o B
do S REEEA R L DT A b e

R AR BYRIELHEELE o

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 %E’z:}]% SEER =SS T A A pF F (Hospitalization ) —4r 7]
PAFEFIERBLF LIRS E LR o bl 1 5T
MERE s ZAHES Y e EROJLNER AR E o

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 % 4 17 5 (Disability/Incapacity ) : 4% % £ $t75 & & 8
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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 4 % i) (Congenital anomaly / Birth defect) : 403t iR 2
DR AYPFEBIETERROT LEEE

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.

426 B vV ERAABETZ xr;%w_—*f (Others) : f 5% 7] i
» ff%frrz,gé“*ﬁlﬂﬁi‘\‘ P,T,L/; )\,r,}%u]!; 'L/]%%» A A A
S e g

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 # 57 2 F & (Adverse Drug Reaction, ADR) : ¢ # & 515 #¢
FA2 5332 AP 2 F R [4oi 3% 2 (study protocol) /2
FALp (Investigator’s Brochure )/ # %1 ¥ (product monograph )
[ %35 F & % (Informed Consent Form) % #577 2. ¥ &y &) (£ % ] o
PIR R BB RREST o BE G £ FI R o

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
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4.4 XFpH 2 BE EH7 2F R (Suspected Unexpected Serious
Adverse Reaction, SUSAR) @ 5 & BIRE ~ 25508 ahp € & &
KR

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 ?Eﬁ?ﬁﬁﬂ i¥ 42 (Unanticipated Problems, UP) @ 453 2 238y ~ &
iﬁi}%ﬂé‘%ﬂ FApM T A PR~ T A A4 iﬁ%;—a‘ i;:;;’~
L S
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 foIIowing:
451*}‘70)& Fi‘“ﬂ ’”’T]}B’ 4 /H—& Frenh Kéf Kﬁi‘arﬁ v l”t’lﬁ 7}5 Fﬁgm
IR E AR AR o
4.5.1 Subjects in our hospital are involved in new risks or risks

that are unanticipated or unexpected associated with the
study.

452k L F i A HAEH & H
ZEIR A L E 2R R o
4.5.2 Unexpected adverse events or problems that incur to

subjects outside the host institute or other persons
associated with the study.

453 5 WL 2T PESET A E PR T L FERET D
£ -
4.5.3 To avoid immediate and obvious hazards, changes to the

research protocol made prior to the approval by the IRB
Committees.

45415!1*’}3%151? ﬁ‘b'ﬁ‘}'qu‘lﬁ’ﬂz ¢ H 5 A i‘%ﬁ’%t%:—;&“ﬁé‘ﬁ?b?ﬁﬁP
7o

-X_\

KB AR BT A
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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.

4557 i X W R DR AR A FIR 2 AT o

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 i v B ¥ B F TRk RS 40 17 0 B 4o £ 3R B G 0T P L o

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

A7 F Rpii 2 T -

4.5.7 Violation of the confidentiality agreement.

458 RHIF L 7Y L Er ~FhEH LB FH M w2
IeF T B L PR FT EB ST o

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.
459 % SRE AR SR ARl i A
TimEL R g2 wHRL I o
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.
4510 § ZFFEFY ASAL L Y grA R EN F R
EE W el el I O SR AT

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

4511 #% L= FIMp & B L MR E G -

4.5.11 The sponsor or manufacturer has the risk of license

cancellation.

451244 L% & = WA FREAR L FRF 2 HE -
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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. Procedure
S51EE? 2 22 A PP E RIS TG § LI AL R
5.1 Flow Chart of Serious Adverse Event (SAE) and
Unanticipated Problem (UP) Monitoring and Management
o AT i PR > 2
Flow Chart Responsible Personnel| Relevant Documents

SAE/UPE 4 ¥ 3
SAE/UP Reporting

)

yc

EF 2 PR
Confirmation of

Response by Pl

b/

onfirmation

IRB Board Meeting/

AR
Records Retention

C

)

O ERLR
Principal Investigator

KyEA R
Staff Members

Yes
1R} 4 $hLR

Review Reviewers
gy Ao 24 Sh Yo S 3?—# %
K i3IS Further
Approve  Approve after revision  review

A4
paagirg | | EER

Principal Investigator

% B
IRB Members

KPEL R
Staff Members

TRk iR T A g /2
TERHP R RET 3R AP BE & 2
SAE/UP Report Form and
relevant documents

TRk iRk B e 7 L 2 (I
il 4 SUSAR)/ZE3E #p 1° 42
LTI
SAE (only SUSAR is
reported)/UP Report Form

Tk shok ok 7 ¥ i (i
i 38 SUSAR)/ZL5E #) B 48
4% ($840)
SAE (only SUSAR is
reported)/UP Review
Form (for reviewers)

Tk Bt 2 LT (i
il 3 SUSAR)/ZE5F #p 1° 8
a4 (3481 0)
SAE (only SUSAR is
reported)/UP Review
Form (for reviewers)

TRk R B E 2 L E (I
il 4 SUSAR)/ZE3E #p 1° 42
%484 ($840)
SAE(only SUSAR is
reported)/UP Review
Form (for reviewers)
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5.2 SAE/UP i 7 ¥ 3

5.2 SAE/UP Reportmg
5.2.1 SAE i ¥

5.2.1 SAE Reporting

S2LLFH L4 ABRUE Y P H AT D P L AT
BE ¥ 57 4F REATEFAME] G2F 4
g o

5.2.1.1 The principal investigator is accountable for

documenting and reporting any serious drug reaction
arising from the trial to the IRB.

TEER % 106 153 n?@ﬁﬁ)
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 % ;é—‘g F4 e E » 2% 2 (Serious Adverse
Event, SAE) > #Z% 1 ¥ 4 R il foigsk £ ¥
TR EF TR FEL o F L AGFH 2 L F T
2 & & (Suspected Unexpected Serious Adverse
Reaction, SUSAR) » 5% 3 #F A 2 Tl w4 %ﬁ’%ﬂ
TRRFALR G o nFRERTEIA AL B
#H’Tﬁ s A DL_Ll»lffl

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.

52&22$%i?ﬁﬁ%%ﬁ$1?4ﬁﬁ;i&iggg
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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.

5.21.2.3 #% % gf-dﬁjéﬁrr%\?ﬁﬁﬁiﬁf‘ B E A k2 B
EERT AR o kA pAst T p PR B A
M B Ao TR EFEwE 6 TH -

5.2.1.2.3 SUSARSs 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.

52124 FF F 1 F A RQBAFHA (7P 2 15p ) *EfF
3R ig%%&%gﬁi«g@mﬁm’zm<g
ARIEL (et E AT )

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).

5213 FR iz WA R ML L g M T L2 TEE
B d AR REAFEPEE ) PEE B W 2B A MR A TR
iRz AT o B2 RSFAZBRE S LF B % >
MUEFTTREF MR o

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

23.08.10
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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.

E}g’H ’Ff ;Hl ESNES o =L
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):i 3F

%wﬁmﬁﬂ”%%ﬁ4ﬁﬁw&&wm IS AR 3
FAFARETPAT P PEFAE LS P PR

%;:i o

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.

53 % <
5.3 Confirmation of Submission
5.3.1 -ky%A R rrin ik pcE 7 1 F 2 (W3 3 SUSAR)/2E
U R AR L | APR FTIE B EFE 0 R ILY e

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 kyht R REEWE > F L FSAPURR T ¥ G L F
BlER¥ F LR @ﬁ%ﬁ o H i PIFIER FARE HF B L
Rga-

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.
542 8% %
5.4 Review

5414 F4#H%h24 [ #:=k SUSARS/UP £ 2 /i s A5~ F
L FE R §HPE- e T REXFHE 2 T HER
"Rk RSk PcE 7 LE E (W 4F SUSAR)/ZESEH I IEE 4
2 (384 0),

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).

5A2FZE [ FHATSARPIFF IR G PIERS E1F -

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.

543**?c*,uigﬁe)%g’—‘i%%“d\[‘*f’*?‘ AW EREEST LF
RAIEHRA o SHE TR T aARk ) & TP

ﬁ,@ﬁﬁ@mﬂa&wpiﬁﬂ%ﬁiﬁ§°
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.

5534 1wk

a4

1

5.5. PI's Response to Reviewers’ Comments
FELAFT AL H A R R FAFEEL R AP
TRERFFA :}f’i’ﬁﬁﬂ"ﬂé
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 IRB Board Meeting/Confirmation
561 Kys* ER-F A2 Tiphidkpd 7 2% 2 (HUH F
SUSAR)/Z:IEDFHF AA(F AL A ) T EHEFREII(A)
AER F T o A P N IR
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:

56.1.1 # ¥ £ ¥ it %f{s:;éig R s > RIZH H’f%—, £ 3%
B

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

5.6.1.2 —?tbifﬁ?t%”ﬁﬁ'éﬁi&‘ﬁ PR RE-FASEERT T
= g;‘};ﬁ/’k% °'\/*-QFE1%TPP 4 4F A if——giﬁr ‘\‘ﬁ"‘ B
AloAPEA B ik 33 A AN ST R EHE &

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 Pl 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.

5613 FrUFFEE~E¢NALRE LA HmEFT LI R
RAER T R A R DR R BT RS
FoFAFAEDEP 0 N E R TR B
FANF P E AR R R N FE% o MR
Ea e

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 = FEH bGP T AR IE D SV A G
5.6.2 The IRB may make one of the following resolutions
regarding risks presented to the subjects:
5621 F &ZFH o
5.6.2.1 Approving the report for recordation.
56227 #F A& NT & mp -

5.6.2.2 Requesting additional written explanation from the
principal investigator.

5623 EFHFZENERFLEAFTF A o

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

5.6.2.4 %yig gt ¥ 1L B o

5.6.2.4 Suspending or terminating the trial.

5.6.2.5 ML EF AT i B2 X - B rEF T R R M
#il o EE o

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 o
5.6.2.6 Others.

5635 L RN LS FRPEL AT L REFET 45 0 %
PRt B RFRGE THRE - £ B E 0 G R A
APITE P

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 F ¥ s Bt X FH ke o Rl R B ﬁf% =
I gRNHBEF R

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 % % ‘EZ%"‘%;&—%‘ = x) E'Jj‘g-:prf-'- T—'}tﬁ%% %

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.

5643 4 R AT F - BIRAF R d Ry | f FERE .

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 % L #4725

21
F G2 443 4 2 2t
%.xg‘.rr"ﬁf‘r"%‘ﬁ IF‘%

2
£

FROXFEF LAY ELEF ST
R R %El»ﬁ{“ 22 j\g%—ﬁ,ﬁ;z;

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 KA f ik g il it A RSB E 2 o RE o

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.

57 i F A E TP X 2BEFL AN T EG HE

SUSAR > 1 TH 6 35 | 3 g7l 4 o

5.7 If SUSAR is not involved, the regular safety report by the PI




5.8 Records Retention
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Relevant personnel should keep all records carefully following

the guideline below.
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6. Appendices
6.1 Tk sk (Fep /AP 7) Bed 2 A% & (Wil 57 SUSAR)/ZL IR

o5 Skl o B w8 2
Number Name of Document Retention Location | Retention Period N2
Tk sk (B p (A7 ) g 7 2% 2 (i EE R LY R

1 | 4% SUSAR)/ZLGE 8 17 400 40 45 & 4 IRB # % % At least 3
SAE (only SUSAR is reported)/UP IRB Archive years after the
Report Form (Trials within TCVGH) trial is closed
Tk i (oh/ 8 B 25idiy) e ? 2% SXEA L 4 sk Q2
(i1 42 SUSAR)/2L7 3 Fﬁ%ﬁ EEEE | o wARERESE

2 SAE (only SUSAR is reported)/UP IRB Arcrﬁi\j};e ears after the
Report Form (Trials outside of X[rial is closed
TCVGH)

Tk i o B 7 L% & (i 4 SUSAR)/2E F O GHICE

3 |FREEFAEE (FELF) IRB 4% % % At least 3
SAE (only SUSAR is reported)/UP IRB Archive | years after the
Review Form (for reviewers) trial is closed
(537 4% SUSAR)/2L3F 8 1Y 3530 30 7 & IRB % % " At least 3

4 | Reply Form of a SAE (only SUSARis | |ng Arcfh¢i\7e ears after the
reported) /UP Report (Trials within ytrial is closed
TCVGH)

Tk ok (o2 6 R ) e 2 SxER il g s 3
¥ (1438 3f SUSAR)/ZL57 8 1F 4T3 4R w IRB # % 3 v ‘Atw‘lyeas:t??)

5 Reply Form of a SAE (only SUSARis | op Arcﬁi?e ears after the
reported) /UP Report (Trials outside ytrial is closed
of TCVGH)

6.5 i+

Hp R AT 4R 45 & 2

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

TCVGH)

6.2 Tk idsk (Fe’t/H & 2% ¥ig ) Bd 2 2 F i (53 4 SUSAR)/

LA H R AR ARAE & £
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6.2 SAE (only SUSAR is reported)/UP Report Form (Trials outside
of TCVGH)
6.3 TehkiFHE ? 2 F 2 (W HFSUSAR)/ZFEN RS 2 & (%
44 F)
6.3 SAE (only SUSAR is reported)/UP Review Form (for
reviewers)

6.4 Tefk sk (TP [AF ) Be¥ 7 A% @ (i 4 SUSAR)/ZA

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

6.5 Tk sfsk (Fe’t/H & 2% ¥4g ) B 2 2 F i (53 4FSUSAR)/
ZEAE P R AR R W

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




