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1. Revised the version of reference 3.1 Regulations on
Human Trials
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with our hospital policies. No revision was needed.
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This file was re-examined on 20 September 2020 to
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Complied with the regulations of TCVGH, this document
was re-examined on 10 January 2024, and the content
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There is no need for review by other departments or
divisions.
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%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. Purpose
S EEEETEE LR EY ERTIY REE F LN RN -
/F‘JF s (Data and Safety Monitoring Plan » 1 § # DSMP ) 2
Tilex > T4 R € 5 (Dataand Safety Monitoring Board >
u—r 4 DSMB) 2 Rple& iR T A2 f > 1E R X E Y RS 2 o
The purpose of this SOP is to provide reviewers and staff members
with guidelines and standard operating procedures for Data and
Safety Monitoring Plan (DSMP) and Data and Safety Monitoring
Board (DSMB) to ensure adequate protection is in place for the trial

subjects.

244"

2. Scope
FLALE TG AL G2 S ook TR RGBT R MR
RN S TR R I%“ S $ i ig 22 e DSMP o 12 iR FR R
WEL A DOV GE R o T ERE R § R E R
[BMPm%ﬁ’w%(D&wé%?ﬂ%;%:ﬁ%%’r“” :
FERFHNTRLARE 2T *f%t&fﬁ%—%%%}%:}im, RS
%%@EJEEB“Ji&’@;’Fé‘%} (2)7‘ Fﬂ.i J‘riﬁ?"g.f‘ j\iﬁ

§ ¢ RAHL 0 REDERF 2 Q)T H R A ERE G
Gk I R %ra’-s‘%iﬁgg;w@;%mww_z
7 ‘itl:'_’ o

&

Should the reviewers deem the potential risks associated with the
research greater than minimal, they have the authority to request a
DSMP from the sponsor and the principal investigator to ensure
subject safety and data validity and integrity. A DSMP may be
required at the discretion of the IRB when: (1) a research involves
human trials in accordance with Article 2 of Regulations on Human
Trials: “A human trial research shall be conducted prior to the
registration of a new drug or medical device or before a medical
care institution lists a new medical technology as a regular medical

(2026.04.10)
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disposition item.”; (2) the risk level is determined to be high by the
IRB regardless of the presence or absence of a sponsor; (3) trials
in an IRB-approved protocol that include a case study containing
subjects considered vulnerable research population, regardless of
the presence or absence of a sponsor.

3.%% < i
3. Reference
31 AR 2y (A K 105 # 04 * 14 p w2 451381 %K%i
% 1051662154 5.4 iz ) o
3.1 Regulations on Human Trials (Ministry of Health and Welfare,
amended and promulgated on 14 April 2016 pursuant to
Wei-Bu-Yi-Zi No. 1051662154)

g 2322 X
4. 73 T &

4. Definitions

4.1 %
5dwip

|,L 21

% > M T pt4 (Data & Safety Monitoring Plan » f§ £

2 ;; BERFFAF A N A i%*

LR R e B R

13457 FREP 2 é%%)k"ﬁ W;é?&ip’“’limﬂ/ﬁf IR

Gt R E @R REE DS

4.1 Data and Safety Monitonng Plan (DSMP)
A DSMP describes how the principal investigator plans to
oversee the trial subject’s safety, including how adverse events
will be characterized and reported. = The intensity and
frequency of monitoring should be commensurate with the
potential risks, the complexity and size of the protocol. The
IRB has the authonty to request a DSMP, when necessary.

4.2 = ; ol g o % Mz pl4 B ¢ (Data & Safety Monitoring Board >
,F_

- *‘iﬁ&h sk fes2 L f € *ﬁf'é FRE ATRFFREF TR
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oo BB LR L% 2 FRRF e R Ll
4.2 Data and Safety Monitoring Board (DSMB)
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A DSMB is a committee made up of an independent group of
experts that reviews accumulated data from clinical trials at
regular intervals. The DSMB evaluates and monitors research
conduct and efficacy impartially, and advises the principal
investigator and the sponsor on the continuing safety of trial
subjects and the continuing precision of protocol design and
data.
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5. Procedure
1FRe% 2T R 4§ iR
5.1 Flow Chart of Data and Safety Monitoring Plan
AT 1+ i A
Flow Chart Responsible Personnel |Relevant Documents
48 % DSMP & B Y-z ARFETGER A
Publish DSMP 1 ¢ DSMP J R
Guidelines The First/Second IRB | DSMP Guidelines
Committees
‘3 % #% 1 DSMP
Investlgator initiated B JR T R 7
DSMP with protocol o .
submission Principal Investigator Protocol
45 VERFIERERE
M ET A .
Review of DSMP with IRB Members Protocol /Monitoring
the prftocol Report
A e KyEA R
Records retention

Staff Members
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5.2 % DSMP ki R
5.2 Guidelines for Developing a DSMP
521 +*% f ¢ & DSMP R Rl4c™ (7 53 ):

5.2.1 The following guidelines have been provided by the IRB
(multiple conditions may be applicable):

5211 k"% RETHHAIEHRF AFL > FLEFHRER
(de ek = A BB )

5.2.1.1 A Continuing Review of protocol progress shall be
submitted at intervals appropriate to the degree of risk
(e.g., after three trial subjects are enrolled or when the
trial has been conducted for three months).

5212 FEHIFKEET LF BIFL/RE 2HHEF TR F
P s S8 Stk i o

5.2.1.2 Serious adverse event reports/international patient
safety alerts shall be submitted in a prompt manner.

Special attention shall be given to the well-being of
trials subjects.

5213 & Mgpet 2 % ;iniﬂz Wk o Aot B X G LR

5.2.1.3 Additional protection shall be provided for trial subjects,
e.g., vulnerable populations.

5214 T PIEF > 4e P BIFFH AN TP INEPR o

5.2.1.4 Monitoring frequency shall be increased, e.g.,

conducting an on-site inspection or internal monitoring
at periodic intervals.

52158 4c 22 B U SAr @B B i L AF T o

5.2.1.5 Contact frequency with all units involved in the trial
shall be increased.

5216 == TRt M T RLAE -

5.2.1.6 A Data and Safety Monitoring Board (DSMB) shall be
established.

(2026.04.10)
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5.21.7 B R "GAKTT AR (T IR o
5.2.1.7 Trial stopping rules shall be established for protocols
involved trials with significant risks.

5218 # v
5.2.1.8 Others.
5.3%: % #% 1) DSMP
5.3 Investigator-initiated DSMP

SILBHAFANEF I AP FFEFAIR I 5 3
WhCP R G2 R A A ;p;_DSN”:)i?Pl,ME,)L
L4 PR AL R dodk ki 2 DSMP B 45 4 i i 5

5.3.1 The principal investigator is responsible for assessing risk
level of the research protocol before submitting a protocol.
The principal investigator is required to include a DSMP in
the protocol if the research presents more than minimal
risk to the subjects. Should the reviewers determine that
a DSMP is required, the principal investigator shall comply.

532+ R ¢4 TigE > R KIFF I M FE % DSMP ¢

5.3.2 The IRB may request a DSMP in a protocol in the following
circumstances:

5321r‘%§\$5§?i"’ﬁ/ b OEAREE 2 r,‘r%fr‘%‘%‘r%f)%%
BMTIEL e e E“ 3 %tﬁﬁﬁ&%fr%%ﬁﬂf’ 7
%"#T%P?/%ﬁﬁieﬁw 2 AR (e ARA LT
FTEE %?% B EH2ZL%E p%l?i’ ey rﬁ TR
24 451 %Kﬁﬁi%fr?-ﬁ‘ﬂiﬁfﬁ\ ) R RIE

5.3.2.1 Research involving human trials and presenting
greater than minimal risk to subjects shall include a
DSMP. According to Article 2 of the Regulations on
Human Trials: “A human trial research shall be
conducted prior to the registration of a new drug or

medical device or before a medical care institution lists
a new medical technology as a regular medical

‘.I_

&
=N
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disposition item” (e.g., domestically developed new
drugs that are not approved for sale, registration of
and research projects on new medical devices, and
new medical technologies that require approval from
Ministry of Health and Welfare).

5322%%$§i?&ﬁ’ﬁﬁ*1ﬁ§§&dmw’m£&
SR B2 EE [ FERES IR GE B GEFE]
5.3.2.2 The risk level of a research protocol is determined to
be high by the IRB regardless of the presence or
absence of a sponsor (e.g. protocols that pose more

than a minor increase over minimal risk and those that
pose significant risk).

5323 L # 5 HKE £ G HMEEY 2T ALk
7]»:‘;1' —j\iﬁggvi"l}%ff fo & vi«wﬁ'i"

5.3.2.3 Trials in an IRB-approved protocol that include
subjects considered vulnerable research population,
regardless of the presence or absence of a sponsor.

5324 F a4 p 7= "% P15 &> L8k DSMP
_7\"’_/%‘}{:1.‘ o

5.3.2.4 The principal investigator proposes a DSMP after
assessing the “risk-benefit” ratio of the research
protocol.

5.3.2.5 # T #7225 o
5.3.2.5 Other special circumstances.

5.3.3 Akt | T FAP RA ) REILE § TR
3R R AR AR BT

5.3.3 At the time protocol materials are received, all documents
shall be examined for compliance with submission
requirements. The IRB staff members perform a
preliminary review of the protocol. Incomplete
submissions will not be accepted for review until the
principal investigator has provided all necessary materials

AT

c\“}
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54'¢H % 4
5.4 Review of DSMP with the protocol
541 RyFA BRI HRAFREZF A R ARETES 213
S REST TES ER N1 BRI E SR TS

HR L

5.4.1 When processing protocols for primary review, the IRB
staff members shall distribute the protocols to designated
reviewers promptly in compliance with the review process.
The IRB staff is also responsible for coordinating timelines
among reviewers and collecting individual reviews prior to
the scheduled IRB board meeting.

542L 3 a5 EmETR A 'R > T3 % DSMP 2 i *7 {2

5.4.2 The IRB shall determine the level of risk for proposed
research protocols and evaluate the appropriateness of
the DSMP.

5421 *% F ¢4t % DSMP RRA| > 2R 14F X RyppFFER
(o @85 w 6 BT ] ~ FREFTD ~ Bk 1 E B
CU) R i EE R iE S I IR AR R L
? o]

5.4.2.1 The principal investigator is advised to address, in
chronological order, proposed safety measures and
action plans for trial subjects in the research protocol
(e.g., the three periods of a trial: before - screening

and enrollment; during - treatment; and after -
follow-up).

54224 F %% DSMP &R T 342 b "G/ R o )t
DSMP & %+ T 5[5 p
5.4.2.2 When reviewing a DSMP, the IRB shall assess the

overall degree of risk involved in the protocol. A
DSMP shall therefore include the following elements:

(2026.04.10)
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A RIRRITE X B hiky 6 -

a. Monitoring trial conduct and safety measures for trial
subjects.

b2 h3 LR 2 FE? LF % ¢ T il
IF I K o

b. Accurately reporting and documenting any adverse
events/serious adverse events.

CheipME T FEmERBHERF B/ L DT

ﬁ' o

c. Reporting any actions that may cause the clinical trial
to be suspended/terminated to the authorities
concerned.

dRHEBRZF T FTIAGFREHZ  VE 2R mFT G o

d. Conducting trials in accordance with the protocol and
assuring the validity and integrity of collected data.

.F & 5 ¢ R BFEEE T o B o iR
XEHDE > o
e. Conducting regular communications with all

participating centers to ensure the safety of trial
subjects should the protocol include multicenter trials.

iﬂ?%%ﬁﬁﬁﬁféﬁﬁ%ﬁ’?ﬁi
PARREFER?ER S EPN FO2eERE 24
e EORIEE s o @ F BER 2o P2 L F 2225
B AF BEEAF?REFIRFEEAF I P fdp s
1o B2 5 ¢ SRR e BT Oh R
P e BT IR /S R T E P R R e
= 2 DSMB Gefif e BH ~ 7 i~ 2 73 S8 v
iz e u&;f;z;éiﬁ BEFR.LLE o

f. Providing other means of protection for the trial
subjects and the protocol, for instance:

Who will be responsible for monitoring? How will
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monitoring be performed and what are the details?
Who will monitoring be responded to? How will the
principal investigator avoid conflict of interest of the
DSMB if he/she is the one performing monitoring?
How will adverse events be identified? How will
unanticipated adverse events be reported? How will
serious adverse events be reported? Will midterm
data analysis or temporary analysis be performed?
How will communication exchange occur in a
multi-center research? How will quality be assured?
What are the details about risk management and trial
stopping rules? What are the rules for
suspending/terminating a trial? Will there be a care
program? If a DSMB has been established, please
describe its organizational structure, function and
operation in detail. What actions will be taken to
protect the rights of trial subjects?

.43 AL EALBHENA 7 IR REk AL LRGP 2
DSMB - '%iﬁﬁﬁﬁ"“&/#,& DSMB = ﬁmﬁ}";lk}_
LESETERE S Sk R R R A SN R

A HcE o

543 A DSMB may be formed by the principal
investigator/sponsor of the trial if the IRB deems it
necessary. Members of the DSMB are to be carefully
selected based on their suitability and function, including
relevant expertise, absence of conflict of interest, and
proposed number of members.

544DSMB 2 B § et jb 2 ~ 2L 2 ERBFFRZAFT KK
AZAFERPHES? FEREEE A RE R o R
AL EEERPFAFAGEHY TR RERE O NF
FHFPRFELAT S ERMESF LR I Rpordpth o A AR
ERB RPN R RPpaEiR o

5.4.4 The DSMB has impartial, independent decision-making
responsibilities to monitor research conduct and make

(2026.04.10)
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recommendations for modifications or amendments
concerning ongoing protocols to the principal investigator
and the sponsor. The DSMB may request the principal
investigator to submit, at appropriate intervals, a
“Monitoring Report” in which analysis of adverse events,
monitor frequency, and analyses of primary and secondary
efficacy endpoints are included.

SA5AL R €3 BV HHF AL ERLT 2T AR & 8%
FARP AR /i3 e 282 DSMP p % o w&@%%gé—*ﬁ
Z_E Do

5.45 The IRB has the authority to require the principal
investigator to clarify or add to/revise an IRB-approved
DSMP when concerns about continuing review or trial
safety are raised.

546 % i ¢ k-7 8 % 1 :x DSMP

5.4.6 The IRB determines whether the DSMP requires
modification/amendment.

54614 %4 i 3 6 DSMP 2 &, 20 ¥ 4 § ¢ 3% " 34

e

5.4.6.1 The primary reviewers are expected to discuss and
provide comments about the approval of a DSMP
review in a board meeting.

54.6.2 % § iAkA"F 5 L FWEM - &4 E DSMP 2 i
l77 A]“_:"_ o
54.6.2 The |IRB is responsible for evaluating the

appropriateness of the DSMP when approving the
primary reviews of protocols in a board meeting.

547 ¥ ¥ % % i g DSMP # {7 = »z

5.4.7 Continuous review and monitoring of the effectiveness of
the DSMP is advised.

5.AT7.1 3%k 41 A 93 hv 24
AR E E R Rk o

b

k42 o Rk 2 DSMP

Rl




DL S S
iv‘éﬂ—%&%’r:&
0}

Taichung Veterans General spital

-

. o . P 112112
v Y5l | RB-#g-1 2002 |, i R TREE 2ET RS B BAEEZ Page
Document Number |IRB-Regulations of Operation-2022 1‘;: tli— SOP for Data and Safety Monitoring Plan | 5& =<

Version

Ex

5.4.7.1 The principal investigator is responsible for addressing
DSMP-related incidents and procedures taken in the
midterm and final reports of the research.

5472-5 lif&ljfé-ﬁg""% ( 3= DSMP) BEREF X
-Q]lxxif’r‘ﬁ%"‘%‘ﬁ‘\a%@/“i‘,f5$7 BT UFE
HLE e

g
i

>‘]\ ‘-:nL

-\-»,_

%

‘2

5.4.7.2 The IRB has the authority to request an on-site
inspection or suspend/terminate approval of a trial that
Is not being conducted in accordance with the protocol
(including a DSMP) by the principal investigator to
assure the safety of trial subjects.

55 & &%z

5.5 Records Retention
ARBEA B RiRIpAoT R XL F LI ko
Relevant personnel should keep all records carefully following
the guideline below.

g R ey %% 3 B LS -V RE
Number Name of Document Retention Location Retention Period
S ] E
= PISE 2 IRB 4% % R L d s 3
1 R . At least 3 years after
Monitoring Report IRB Archive o
the trial is closed
6. it i+
6. Appendix
None.

(2026.04.10)




