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

20150119

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

2ATH 5224 F3F A FAALE U FFH VL AP ARS o

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

20160318

1.3:x%+ <> #3122 55225 RApEFAHRENRKS -

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

2.13:x 532 B EFI B RHTF 2 F AL R 2T N
' (R) 1=k | o :

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

Bkt 63T R A EEFLI L BT S A

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

20170709

16

1.7 95 FERCAP R*2 42 13k » AT 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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2. Added Reference 3.3 “Regulation of Reporting Serious
Adverse Reaction of Medical Products.”

Fr3 2235 49 B 42 (Unanticipated Problems, UP) 2 4p
Fﬁg AL it o

3. Added statements about Unanticipated Problems (UP)

4.7 52" SAE R ¥ 3 i3 :c i T SAE/UP 4R Y 3
T EIT R LIEN FER o

4. Changed item 5.2 “SAE Reporting Application” to “SAE/UP
Reporting Application” and rearranged the order of all contents.

5. *‘r*‘a 52.13: fe B F R BT Tk Rl R

ﬁﬁ&éw "BREEY G UF RUEIEE ) PR
iﬁ‘—l° - ewgpéﬁeﬂﬁefhﬁef ARy 0 27
PAE Az B 2 F B 2P AT ﬂ\ﬁ)’%

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.

6.774 5.2.2 UP(unanticipated problem)id 4 : 41 7 i ir 73
PE g A4 Y R RE(UP) > B dR AR *Lé: A AT
éﬂ—"ﬂ A2 7T ppidEAE > 15 p PR ES Lm‘p‘%‘ °

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 |tem 5.6 IRB Board
Meeting/Approval and Confirmation.

8.77# 5.6.21 F L1 % ©

8. Added item 5.6.2.1 Approval and confirmation.

0.7 5.7 #Hi#FAlpEz 2 h X 2L > Hp
FEAHE SUSAR i T B s 3 2 N FE AR 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 =%t 6.1~6.2~6.3 ¢

10. Modified Appendices 6.1, 6.2, 6.3.

11373 %41 6.4~ 6.5

11. Added Appendices 6.4, 6.5.

F | 17 1. B T ¥ x&"' T&&‘é%@}ﬂ P2 Ly T # 5 0R| 20210528
\?&'ﬁ‘ F-]J:Q%E ‘F:‘F—%E}

1. Revised the Chlnese name of "Regulations for Good

Clinical Practice".

PlI% 52132 TFEEH AP -

The “Medical Device” was deleted in item 5.2. 1 3.
P D214 FRBY L A RRARIL LY

eré\;_ 7 ?5 Bgﬁrg,,,zJ

3. Added Item 5.2.1.4: The cllnlcal trials of Medical
Device follow the “Medical Devices Act’ issued by
the government health authorities.

90!\3!\’
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4. Typos were fixed.
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1. The t|tle of the document was revised.
2. hh&- = ’\ﬁ?“’ﬁﬂ"xm/—%éi Ré i T ARY
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2. The original “The Flrst/Second IRB Committees”
was renamed “The IRB Commlttees”
3. &y AAHRPP %038 2 2232 #7344 5.6.2.5 -
3. Accordlng to the recommendations of AAHRPP
(Association for the Accreditation of Human
Research Protection Program) was added Items
5.6.2.5.
4. h#5.56.2513:x 5 5.6.2.6 °
4, Changed item numbers 5.6.2.5 t0 5.6.2.6.
S. P HFiE 6.1~6.5-¢
5. Appendlces 6.1-6.5 were replaced.
H |17 |1 8256138} 7 o 20250910
1. Revised item 5.6.1.3.
T2 B % SR
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and stamped by the SOP Administrative Center.
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% Changing, marking, 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 m

strictly prohibited.

ust be approved

Copying without permission is
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Processing Unit Review Comments Head of Processing Unit
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There is no need for review by other departments or
divisions.

Kp e g RAPRBFALLET > cEPRIRa T HR2F -

><The head of each processing unit is advised to provide comments before
signing/stamping to approve.

If needed, it is recommended that the head of each
processing unit discuss with the unit that made the SOP
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1. Purpose
11 AE AR F 2P DA FREE PGP IR L8 (7R

4 s 27 2k i (Adverse Drug Reaction, ADR) ~ & % 2
¥ i ( Serious Adverse Event, SAE ) & 2t 3p # B 3@
(Unanticipated Problems, UP) i 3f {rg & P2 3551 o

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

1235 AR ¥ o 2 AR LR 6 HE B F L EE ~ARALS
26 P ARE ”%@ﬁﬁﬁﬁ’EA%p;%ﬂ%ﬁiﬁ
€A E 0 MIREX RS Aoe

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.

2.3 * # F]

2. Scope
21 %9399 # 71 19p "HLRARFFEHKTEED, (R EH5
TE R ATRARRER )% 106 iFi2 E ik o XEEELE
PRET AT R ORBRAF A TE oE%R Ly, F4° SAE
B AR 2 B #5773 2 F & ( Suspected Unexpected
Serious Adverse Reaction, SUSAR ) 33 1 #F A B = i so i

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

2026.04.10
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report to the IRB immediately.

22%§Wﬁﬁ4iy“ﬂ“$’%4~w“&%;Wiﬁg ek
i%iﬁ CAMPE T IEEERALR g B H s Ap B B TR AR &
€2 AL LF RIEE L ﬁﬂh{ﬁpwﬁﬁﬁ*
_g,_ 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.

St

\\?'giy

3.4
3. References
BLTE SR TR R CERRN (R 245 TE SR TR R
~J>'§7"F‘ "':‘I',"?“Z-J—”/‘h? (3\]_&]103-& 1014233#_’:‘_3;51']
MMP a3 % 103120333584 2 = B¢ F )

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.

33T EEL 2 2 F R FEyEE: - K93 Z 08 % 31 p Arctaisr
4% ek F3 ¥ 0930324850 82 TR F -

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).

193
ar

4. LR T &k

4. Definitions
4.1 # 2% ¢ (Adverse Event, AE) : ;éﬂgf FheipBER ST 4 2 F

7

PAOLER O PR LR - BN K T FIEM %o

/7
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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 g€ % 2% it (Serious Adverse Event, SAE ) : Fligsk k3 2 T

SRV

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): e RS BRRG R AR B ERER

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

422 p 2 24 & (Life-threatening) : 4ep &304 2 72 L 2 pF g
RN L &ar‘l%“?féﬂ’ﬁ%}ﬁ s E‘Ei—é%‘-‘)ﬁs,ﬁf”* ° B
—k[”: :up%;’;“]é:_ag}% Hb'%tf ’ % F%lﬂ l—lﬂ— "E"’E;i}é ;E fP%IJ ; ﬁ'%l

AR AR F RS EF AR EES

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 $icpp A L at Lo 4 A pF R (Hospitalization ) —+4e 7]
PAFEFLERBET RS R G o blde D AT
ME R FHMEES Y e BRARAEL AAFERFSE -

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 X % 147 5 (Disability/Incapacity ) : 40% 23 i $f5 & £ 4
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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 % % pud a5 (Congenital anomaly / Birth defect) @ 43t i %
DRARMAPATEBNELERREF LEEE o
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 R T i FRAAG T F Tk (Others) t i F1#
?jz_s}:‘rrlg;\:;ﬁ_ﬁp\ﬁi‘\;’}ﬁi/})\,‘_,.}%lj]‘ﬁﬁ)%%\J k{_}\
LR

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 % 5.7 2 F & (Adverse Drug Reaction, ADR) : i# * Z 5.{s #7
’?i 2.5 %2 AP 2 F s [4oA 234 3 (study protocol) /4
FALLp (Investigator’s Brochure )/ # -1 ¥ (product monograph )
| XRFHFRLE 2 (Informed Consent Form ) % 37 2. # it & it #* )o
WIE R B RRELE 0 LG SR TR 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

2026.04.10
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4.4 R3pH2 L E X2 2 F R (Suspected Unexpected Serious
Adverse Reaction, SUSAR) : % % BRIfR#E ~ 225 p & &
AR o

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 ?Lsﬁﬁﬁ ¥ 42 (Unanticipated Problems, UP ) : g 4 2R
4‘7&.}?‘\‘#‘*55??**‘*#BF&%*""&#BF&?‘T/@4iﬁg:?f %fp‘f-»
’EEE\‘ i E #r’ .
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 AfeX @ HATH A WERTOR G LG ® D LA APM D
LI HP R 2 N R 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.

452 % Féih’ﬂr’ﬁi%igﬁ BH B AE AR R EHET Y AP
izt 3 pﬂP?» CU A E VL %E

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

AS53 i 1AL TEPRHOET >N AEHBER wAFRGTD
2 -

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%@4 FRHALT RS AR ARG TR
Fa e

\bta
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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 iy AR F dﬂz PRATREERAGFTT IR EL gfr%;% o

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

456 Zirip F B ERIBRAFTSH I FH RGP w R o

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

AB7 % F B9z T -

4.5.7 Violation of the confidentiality agreement.

A58R%IFT XV 2.8 %51%‘ BB %5 *ARR P S 2
IoF T L A FTHEBEFE 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 % XEFRP ARG XAA 0 235 A Bl il 147
fL ,m,;ﬂ'i ﬁ €3‘ \zi‘f‘%\\’i"f‘j °
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 §RBpFEFY AL 2 0¥ FAL LN FREFY
Z_h & ]4' Fé%’;é;/,{ﬁ’“jﬁ]ﬁ\ﬂ,zﬁ*/j_wil, °
4.5.10 In the case when a subject complains outside the

anticipated risks, and the complaints cannot be resolved
by the research team.

4511 FRAEF/IMP LB LYRLD G ©

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

451254 L & 2 TAFRHLFH NP L 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
S51E 2R 22 23R HEE PIETL B I A2 ]

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

in AR T Y
Flow Chart Responsible Personnel| Relevant Documents

Rk RS BE 7 LTE /2
SAE/UPi 4 ¥ 3 Tk %k B L i
( SAE/UP Reporting
No

Bk SEREE A TR AR FEAP M A R
Principal Investigator |[SAE/UP Report Form and
relevant documents

KyEA R Tk @k feE 7 LE (I
il 4 SUSAR)/Z-3F #p 1° 48
Staff Members W3R 4
SAE (only SUSAR is
reported)/UP Report Form

TRhk d R L 7 A E 2 (1L
1R%4 T 440 i 3 SUSAR)/Z458 8 B 42

i Y T
Confirmation of

. . 3 .
i BRSHE ﬁ,iﬁr reported)/UP Review
Approve  Approve after revision  eview Form (for reviewers)
v
phapirk || PRI et g g (i
Response by P! Principal Investigator |z 4z SUSAR)/2-57 #) 1 4%
a4 (%42 F)
SAE (only SUSAR is
i reported)/UP Review
#1 i T% .
< IRB Board Meeting/ 45 Form (for reviewers)
onfirmation

IRB Members Tk i Bcd 2 o (1
i 3 SUSAR)/Z458 8 B 42

— a4 (F8L0)

< EdER > SAE(only SUSAR is
Records Retention AyEl B reported)/UP Review
Staff Members Form (for reviewers)

-
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5.2 SAE/UP i€ 47 ¥ 3
5.2 SAE/UP Reporting
5.2.1 SAE it 3F

5.2.1 SAE Reporting
52113 F 1845 ARG FHHF LT L AGFH 2
FEEET LE REATAFART, AEF 4L R
'
5.2.1.1 The principal investigator is accountable for

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

5212 4o (45 103 # 10 * 23 p T & ik L {k #E5%
TX®p | % 106 1513 I iF > 432 ) !
5.2.1.2 Reporting time limit (followed in accordance with

Article 106 of Regulations for Good Clinical Practice,
amended on 23 October 2014):

52121 =% ;é—‘ﬁ F4ixw e 2% (Serious Adverse
Event, SAE) > FZ 1 #F A B> il wip%h 4 o
TiEEREF e L g4 ATFH 2 L E LT
2 F & (Suspected Unexpected Serious Adverse
Reaction, SUSAR) > #5% 1 #F A = T 7oA %*"4‘::'
1lmﬂ%§iﬁg°l‘f-§‘$5§ﬁié‘ Hi 2 2
;PH/% A v A Gt o

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.

52.1.2.2 &% A F AL 7= R p 2 b2 BEF
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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.

52123 @FH A HETARH L= A2 L Arh2 B
LEET AR o B kAwpAst T p ARl B
v 2 &3y TR EEwmE @ TR -

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.

52124 F+# F 1 HF A ARQBEFH L (7 p 2 15p ) 2 EfF
3R > j‘gﬁ@%ﬁ@%‘gﬁi = gﬁ-f"\ff\m » TR S g
ARFEL (et R EFAE )

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 FRFM2 oA FRERGEFL L FPM T2 THEE
Bhd AR REAFEEE | P U AR ARG TR
FEH%k2AWMET B3 A2 BT LFE BT 2
MR T R 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
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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.

5214 FREM LA RRERFEL L FBH L2 TFR
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):d 37
HEEPREIAFH g 2 2D R RE(UP) » iR At 34
FAFARNETPATPPEFAE LS PP EF
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.

53i# % ~ R
5.3 Confirmation of Submission
5.3.1 Kye4 R axin T k% g 7 ¥ (Wi 4f SUSAR)/ZE
I RIERA | M TP RFE > LY o

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.

532 k7t FHREBEUFE » F o BLIPM AR F > BEGEE
BIZRFFLAEEFFA - B 6 PIMERFRT S ENML
Agah -

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.
541 R % 4%

5.4 Review

541§ %wﬁ 242 4 f #3=k SUSARS/UP 2.2 /8% £ 40 F
L LR € B ¥ dT g‘_‘_;g./\‘:é.ﬁ i_iz T B
R S A O%Hﬁaﬁmwﬁﬁeﬁigg
% (381 8),°

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).

SA2FEARFRNNTLZ 2 XTXFBF b e 0 Rk~ g7 -

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.

5A3E 5°P 2 RHBRIEFN AP A2 ANFHEIEL T LE B
AW PRI SR TE TR Tk & TREEAPM
Jﬁ’l"‘gja;@]j\ﬂ"b A%ﬁlﬂilmwgﬁiﬁg

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.

553 F ik

5.5. PI's Response to Reviewers’ Comments
FARLAFF ALV F KR AREIFEFLEZLAN
5&,#{"-:3: ;j:ﬂ:»k,%—ﬁw«?éo
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+ § it/ #
5.6 IRB Board Meeting/Confirmation
561 Kyt A¥F A2 TTREFHRKL? LF & (W5
SUSAR)Z:IEDFIF AA(F AL A ) T EHEFRTI(A)
ERNCSE S I A I ) % LA
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:

S6LLFMFETRERIFHR GRS~ AIERFEE R
B

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

56.1.2 2/ ¥ £ 7 3 fi"stpéi}k B oORBEELERBERI TS
"g;ff;/\/’ﬁl’ﬁ°‘¢-§F‘$15§'FF—.#$A/¢—§§F ‘\‘ﬁ'*‘
Beirgt f ik § B R TSR T R E A 4

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.

56.1.3 F i3 E 25 g€ MAE R st wmEFLE R
BFER T oA 3 A X éﬁ“m)ﬁ"ﬁ &> € R o i
RoFas Aﬁ:’ﬁéiﬂq BT g 18R (T T R N B
FANFE A MR RS R N RER
Ca s

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.

56.2HXFH R PR AR AT A L
5.6.2 The IRB may make one of the following resolutions
regarding risks presented to the subjects:
5621 F ¥ H o
5.6.2.1 Approving the report for recordation.
5.622 A& NE g P o
5.6.2.2 Requesting additional written explanation from the
principal investigator.
5623 EFHTZENEHRFLNTF A o

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

5.6.2.4 #yis & ¥k 2% o
5.6.2.4 Suspending or terminating the trial.

5625 FUHFEAT L B BFHBF L AT DT FEG M
Bl ek R 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 H i o
5.6.2.6 Others.
563 %2 tRp 2w %%%ﬁ‘%ﬁﬂ*&i”&%ﬁﬁ@
PEA B ART R FHE T iFJ;gngt;,igi,#U;%
FRE(a) iiiﬁ:}% oo Az N EIE

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:

5631-‘?" §biﬁ4txpé"mﬂlxﬁ’EJIKD/Q{«F’B%M ;i’E\'
Jliat gﬁbh"«f’/‘b%% é"

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 %;.2 %2%’3%;5;&—% il e o E'Jﬁz‘pﬂﬁiﬁ%% %

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.

5.6.45 w4 i ikt F ¢ B TR 4 RP 0 KPR f T B

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

565@]‘7&]3\*%117755

%3
F R 2. A7 43R 2 E\

%%—’ﬁiﬁ'ﬁ’ EPE%‘E‘ BE7 2
4P e
%T;%E_f’f'? )‘%'é o

Bl
%P& RS L S

N \“_ -nl\r
4«% e

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-KyFA B ik g R it F A A ERH 22 ;Eégz,,&-ﬁ;,: 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.

5.7 #H1iFE A EZ TP X 2HEEL BN FFHFHKZ
SUSAR » 31t T H s T35 | 3 V{78 4F o

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 & 4113
5.8 Records Retention
AR R ERAT AR XL R R ko
Relevant personnel should keep all records carefully following
the guideline below.

S5 B L %75 b B LES VRS
Number Name of Document Retention Location | Retention Period
Tk sk (Fap A7 ) g 7 2% 2 (I WRERIE3E
1 | 4% SUSAR)/ZLIE 8 B 4L 347 4 & 4 IRB # % % At least 3
SAE (only SUSAR is reported)/UP IRB Archive years after the
Report Form (Trials within TCVGH) trial is closed
T ik (018 & A BIE) Bl A% HREAG 3 A

2 SAE (only SUSAR is reported)/UP

Report Form (Trials outside of IRB Archive years after the

TCVGH) trial is closed
Telk % fcE 7 L E & (0 4% SUSAR)/2- o G
3 |FYFEFLE (36L0) IRB £ % % At least 3
SAE (only SUSAR is reported)/UP IRB Archive years after the
Review Form (for reviewers) trial is closed
Tk 7o (F%P\/?‘\El‘%% FB) BeEd gt ks d 15 3 A
s 237 383 o

4 Reply Form of a SAE (only SUSAR is

reported) /UP Report (Trials within IRB Archive | years after the

trial is closed

TCVGH)
fphiesk (e B iiE) K13 % HEB A3 A

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

IRB Archive years after the
trial is closed

6.7t

6. Appendices
6.1 F/k sk (Fep /R 7) o 3 L F (i 4F SUSAR)/ZLR
B R R AR & £

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

6.2 fefk @k (Feoh/H i 2% 4 ) Bcd 7 2 ¥ # (3 4F SUSAR)/
IR R R A
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6.2 SAE (only SUSAR is reported)/UP Report Form (Trials outside
of TCVGH)
6.3 Tk i Bt 7 2 F (Wi 4 SUSAR)/ZSFH M REE A 4 (3
H4R)
6.3 SAE (only SUSAR is reported)/UP Review Form (for
reviewers)

6.4 sk stk (Fef /R i7) o 3 L F (i 4F SUSAR)/ZLR
2P R AR AR v S

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

6.5 ek wdsk (Feth/H i 2% i) Bcd 7 2§ # (3 4F SUSAR)/
LA H R AL AR v S

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

-

2026.04.10




