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A | 20 |#r37 - Newly composed.

20140519

B | 6 |4 *HFRLA gIEFTERE B4 RfEiF SRR o
This version was converted from “Version 5.4 of the Standard
Operating Procedure of the Human Research Committee.”

20150119

C 6 1&7r4%€p4‘:ﬂ5€%iﬁ§J zZa -/ AT R
FRLR 6 _

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

2.1 5.1 R AR Bl 2 Ap B = & o

2.The list of relevant documents was revised in item 5.1 Flow Chart.

B.ATH 5233 H 1 F A AZF U RPN ApM R T o

3.ltem 5.2.3 was added regarding regulations about the time limit.

20160318

D | 6 1@&51mﬁ@re%%¢er% THES AL R
»*E:f- v T e 5.2.2 A%k B/ A TG & 54
ﬁw%ﬁiﬁ ‘7 o

1. Responsrble personnel for ° protocol deviation reporting”
and “selection of reviewers” was revised in item 5.1 Flow
Chart; item 5.2.2 was revised regarding initial assessment
of protocol deviation/violation; responsible personnel for
selecting reviewers was revised in item 5.4.

2.5 55 P TEF LA WUV RARH)FELL 25w
2. The following sentence was deleted from item 5.5: Further review
comments (if any) may be written on a separate piece of paper.

3.12:x56.1EXFALAE L L2 PN I ATHT F Ao

3. The way of sending reviewers’ comments was
revised in item 5.6.1: “Electronic file” was added.

4.12:257.42 % T A FARBRLHTIR, BT LT

T A BT IR o

4. ltem 5.7.4.2 was revised: “The PI should receive training” was
replaced by “research personnel should receive training.”

5.2 scfh Mt 6.16.2~6.3¢

5. Appendices 6.1, 6.2, and 6.3 were replaced.

20170709
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1. Deleted item 5.2.3.
2. f25i5.51ﬂl'ir%ﬁf%i’%*’”?ﬁiﬁﬁ%%ﬁ/ﬂﬁ%ﬁfh% ELEEFIBE B e
2. The following sentence was deleted from item 5.5: When the
review is completed, the reviewer should sign and date on the
“Protocol Deviation/Violation Review Form” and submit the form
to the IRB staff.
3.1 56.1: ATHPFAF AT FH o
3. Item 5.6.1 was revised: “The due date for the PI to respond to
reviewers’ comments” was added.
4,15 571 APEL B ﬁﬁi&b’*’rj 2R IR T B X f R
Ao ddtd Rt e imiEiRg < e HHIPE
4. ltem 5.7.1 was revised: Staff members should place all incidents
of protocol deviation/violation on the board meeting agenda and
submit details of the incidents to the board for discussion/review.
5. STABAUAH RN < ot (It FFRRFICROK s 2 5 &2 AP ) -
5. The following was added to item 5.7.4.6 Other: (e.g. requiring the
sponsoring company/CRO to submit an improvement plan or
relevant training certificates).
6. it 61620
6. Appendices 6.1 and 6.2 were replaced.
F | 15 |1 &% AAHRPP Rz fl 2 2kt R 1) - 20191018
1. The following modifications were made according to the
recommendations of AAHRPP (Association for the Accreditation
of Human Research Protection Program) reviewers.
2. FTH S 3L AT 2 BAER- £5 % 10000291401
BLglz ot 22260 AR100# 127 28 p i o
2. Added Item 3.1 Human Subjects Research Act, promulgated as
per the Presidential Order Hua-Zong-Yi-Yi-Zi No. 100002914011
dated 28 December 2011
3. #7# 4.1 7 & K3 # (Non-compliance) | z # & o
3. Added Item 4.1: The definition of "Non-compliance".
4, ATH A2 BRI PREAERTR
4. Added Item 4.2: Severity assessment of Non-compliance.
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5. Added Item 4.2.1: The definition of "Minor Non- comphance

6. 73 4.2.2 " £ 7 # ¢ (Serious Non-compliance) | 2 %% o

6. Added ltem 4.2.2: The definition of "Serious Non- compllance

7,578 4230 #1474 K(Contlnum Non-compliance) 2. 7 &% °

7. Ad ed ltem 42 The definition of  “Continuing
Non compllance

8.7 55.1: iﬁ AT REEFS {Jﬁ;iﬁr&/ﬁ%i*%
.? f’:"]i/{kow =2 iq S m?" FALERE G
%451‘4;11 A ﬁj‘ ;iﬁvfmji i g*f"glbl?gj

8. Adﬁded ltem 55 1: When Jgrewewmg the notified incident IRB
members shall determine the severity of the incident as
Minor/Serious or Continuing Non-compliance based on the
circumstance. If necessary, the IRB shall ask the principal
investigator to provide further details. The IRB members shall
recommend one of the following suggestions: "request the PI to
respond”, "sent to the full board for discussion" or "submit to the
full board for confirmation".

0. 374552 54 f i s kS AT 4 CATRERL

BALG gy g BRI %&ﬁﬂ& e
BrRbEh LI ERIRL BhAkra BAge
PR R LAERE R G

9. Added Item 5.5.2: In the case that an incident has been
determined as Minor or non-continuous Non-compliance, IRB
members shall determine whether improvement measures are
needed. If yes, the principal investigator shall be asked to
respond in writing with improvement measures, and the repl
shall be sent to the original reviewers for review and approval.
The results of the review shall be recorded in the IRB board
meeting documents and ﬂassed to the IRB board meeting for
verification. In the case that the reviewers are not satisfied with
the reply of the principal investigator, the case will be passed to
the next IRB board meeting for discussion.
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10.Added Item 5.5.3: If the case is determined to be Serious or
Continuing Non-compliance by the reviewer, it needs to be
discussed in the IRB board meeting.
11,474 5.7.4.1 Meper 2512 g 2 k3 5o
11.Added Item 5.7.4.1 “"Minor and  non-continuous
Non-compliance" management method.
12,5738 5742 TBE & E 147 %&J A% R
12.Added Item 5.7.4.2 "Serious or Continuing Non-Compliance”
management method.
13 AT 575 FHE &34 and% bt/ T4 P EAME T2 5
17 %=~ Z 52 R 8F a5l wiFd 51130 1
ﬁ\—f'*\}{igﬁiéé"‘ﬁ TIRTEE\:I S oo
13.Added Item 5.7.5: In the case that test deviation/violation has
occurred which complies with the specifications of the second
and third item of Article 17 of “Human Subjects Research Act”,
the Ministry of Health and Welfare and the Human Research
Protection Center at this hospital shall be notified of the results of
the IRB review.
143 312 6.1
14. Appendix 6.1 was replaced.
G | 15 |1 T#mmi/Fipkd 3 2> 3k mfn ey $2% 420210528
AREEPTEARGT S TR BPTRIAH -
1. The modification was made according to the IRB Review
Operations Standards of MOHW (Ministry of Health and
Welfare): “The Deviation/Violation application” was
replaced by “Protocol Deviation/Violation reporting.”
2. 1453147 o
2. ltem 5.3 was revised the Chinese title.
3. 3:@551-5632ZpF2F o
3. The wording of item 5.5.1 and item 5.6.3 were revised.
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4. ltem 5.6.1 was revised the PI's reply period to 28 calendar days,

and deleted the description of the extension.

5. M',T 5.7.3°

5. Deleted item 5.7.3.

6. 4k 574135 % 573

6. Changed the original item number 5.7.4 t0 5.7.3.

7. #"5 5731z T2EEE 300

7. The following words were deleted from item 5.7.3.1:

non-continuous.

8. A7 57.325hH % o

8. Added item 5.7.3.2.5.h Other

9. M“,f Rt 6.3 T 2% BT REELALA o

9. The original Appendix 6.3 “Protocol Deviation/Violation
Review Form” was deleted.

10. 4 4% % 6.1~ 6.3

10.Appendices 6.1 ~ 6.3 were replaced.

AMEZY O RFTE o
Blank. Continued on next page.
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1. The original “The First/Second IRB Committees” was

renamed “The IRB Committees.”

3:2551+57322pF2F o

The wording of item 5.5.1 and item 5.7.3.2 were revised.
P2 5522 TaAHEFH T HK ) F oo

The following words were deleted from item 5.5.2: or

non-continuous.

10 3% i %61 ~6.3°

Appendices 6.1, 6.3 were replaced.

&~ B .0090.’\3!\3
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Composed/Revised/Deleted Reviewed Approved

A Ee SHEF O R

Y e b2l 1 ARET SOP 41
>< ﬁ;JQI—J—'][gI}EE fi‘;{}"\?‘k\:c b'%_?flLB’r.po T

OP?:‘ﬂ :\Jin? g;: E]f’l‘]ll:fvo
uments without permission is

OU)

><Chang|ng marklng or copymg contro led do
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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Processing Unit

Review Comments

Head of Processing Unit

AR EF T Ko
There is no need for review by other departments or
divisions.

Mgt ¢ I F AR B AR AP o EPFFERETRIE R R -
*The head of each processing unit is advised to provide comments before

signing/stamping to approve.

processing unit discuss with the unit that made the SOP.

If needed, it is recommended that the head of each
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1. Purpose
APREARTHEHNELAA EFAULEL T F ARIFF AULE
%;?i*w*’*%ﬁfﬁﬂwww%ﬁ$gé%@5$%%’
AT GREF AL R A AR IR o
The purpose of this SOP is to describe actions to be taken by the
IRB when the PI fails to follow the procedures written in the IRB
approved protocol, or when the PI fails to comply with relevant
national and/or international law or regulations regarding research
ethics.

2.4 *

2. Scope
KPEA R f FREPRBPEST T 2ApH T > T RS Lo
This SOP applles to all IRB-approved protocols. Relevant
documents regarding protocol deviation or violation reports should
be compiled and recorded by IRB staff.

3.%F = i

2

3. References
31T Ay 2 BAES- £F % 10000291401 5.4 4] %
> 261 > X F 100 & 12 " 28 p % {7 o

3.1 Human Subjects Research Act, promulgated as per the
Presidential Order Hua-Zong-Yi-Yi-Zi No. 100002914011 dated
28 December 2011

g 2 X
4.‘;4\‘:;’{53&

4. Definitions

4.1 % & j&F i* (Non-compliance) : A i 38 & « 447 7 |
ghﬁ.#,a J_é«*J“,,A@ﬁpi;?é%»J_i_;% &g
B RZ ARdn B o HAFAIA S

4.1 Non-Compliance: Failure to follow the research proposal

weEF AHL R
F ik T AR
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approved by IRB to perform human research and test plans, or
violating clinical trial-related regulations and the relevant
regulations of the hospital. Non-compliance can be divided into
the following types:

4.1.1 :#5% k3 (Deviation) :

Ly F AP AR ACBLIEEIAATE A
ﬁf@?]l’*/@?]“ /‘%ﬁpé%ﬁfﬁg/z*ﬁai\%lﬁﬁQAW?ﬁlﬁiimI“’%
Eiﬁgij\;}lﬁt“’#\)%—lfﬂw’;‘,\gé #\ll%”"l‘ﬁ%‘xpé‘
HERELmL R FRE LA A R
m)i "ﬁ‘\'ﬁx’é‘“"'\*ﬁn "‘<’l£ AGALE F LRE S, TP 7
PEEY ﬁ'amﬁrw o HiFL & F e 3 AT LIF

41.1 Protocol DeV|at|on.

A protocol deviation is (1) a departure from the approved (é
protocol’s procedures; (2) a failure to comply with relevant
national/international law or regulations regarding human
research ethics; (3) an act in which the information required
by the IRB is not provided; or (4) an act in which the
subjects’ participation in the study is not in accordance with
the study design described in the signed ICF. In a protocol
deviation incident, the risk presented to the subjects is not
increased; there is no adverse effect on the subjects’ rights,
safety or welfare; the completeness of the research data is
not affected. Protocol deviation incidents may include but
are not limited to:

4111 ABRFTFEN FOTRPOEFEL P BT iRHL T
4.1.1.1 Examinations have not been conducted according to

the time and content described in the research
protocol.

4112 ABIFFE P F TR FLALS L 7R

4.1.1.2 The trial has not followed the procedures designed in
the protocol.
4113 fx A2 X RFHEFH£ S A AR (752 HBFTH

. 7
' 3T o
M AT

4.1.1.3 The subject was not informed that they should fast

D23.08.10
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before blood tests, so the test results were invalid.
4114 K ikdg T PR A ZIRY BHRES -
4.1.1.4 The time or method that the subject took the study

drug did not follow the procedure in the approved
protocol.

4115 A i AFER w7~ FREF & (HEFF -

4.1.1.5 The subject did not show up for return appointments or
did not return the study drug as required, or the study
drug was not replaced as designed in the approved
protocol.

4116 AEFA TP FAF AR L WIRY H s B &

4.1.1.6 The subject was taking other drugs or supplements
without the permission from the PI.

4117%%7&5”’”‘%*&%@%5@&«}%5\2 CF LA

4.1.1.7 The subject’s blood glucose status or dletary intake
was not recorded as required by the study design.

4.1.2 % yx(Violation) :
A s EE S SR S
BUERIPN PR A RS AD B2 R A PR A AT GG
FRERRBETALELS 2 I3 F R BHTRF IR
FPRIZFLTIEPNFREEFFL Z 75 0 ¥ ac H 4 3f
b e N HRFE L EE X 2R P LR B
FEIFHLRER - HiF5e 772 0T L
4.1.2 Protocol Violation:
A protocol violation is (1) a departure from the approved
protocol’s procedures; (2) a failure to comply with relevant
national/international law or regulations regarding human
research ethics; (3) an act in which the information
required by the IRB is not provided; or (4) an act in which
the subjects’ participation in the study is not in accordance
with the study design described in the signed ICF. Ina
protocol violation incident, the risk presented to the
subjects may be increased; there may be adverse effects

F’ o
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on the subjects’ rights, safety or welfare; the completeness
of the research data may be affected. Protocol violation
incidents may include but are not limited to:

4121 F 1+ 525 WP GEFEL R 580 EH T
PEEE

4.1.2.1 Subject enrollment began before the protocol was
approved by the IRB.

4.1.2.2 K ik~ 152 T i

4.1.2.2 Subject enroliment did not meet the inclusion criteria.

4123%12:#E"/f|',+1 Mz, P\).Féﬂ

4.1.2.3 Subject enroliment did not meet the exclusion criteria.

4124 1R AGTIIVR T2 RSN FUAF AR L7
2E ¢ (SAE) -

4.1.2.4 The PI did not report unanticipated serious adverse
events following the regulations set by the Ministry of
Health and Welfare.

4.1.2.5 K AEHS R R H-E G A RS A PR R

4.1.2.5 The grouping of the subjects did not follow the
principle of random selection, or mistakes were made
during the process of random selection.

4126 AT FELS L EN AR 2 B AN A E o
4.1.2.6 The type of drug or the dose given to the subjects was
not accurate according to the research protocol.
4.1.2.7 33 ZFH IR 2k F g o
4.1.2.7 Prohibited drug was given to the subjects.
42 32 BRF HRERRTR - 2 B fi'—}éﬁ*p F e % BT L
EMIE S RSN FRD s 2 - A F 2B

4.2 Severity assessment of Non-compliance: Non-compliance is
classified into minor or serious non-compliance, unintentional
or intentional non-compliance, single or  multiple
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non-compliance.
4.2.1 §E e ﬁz&"\(Minor Non-compliance) :

&P‘}a EAHLES 0 (e li’?"i\gﬁ;\ﬂ%j“\‘ﬁﬂiﬂ'?\}ﬂ"iwl
R e oo Bifdo

A211 3 i whL Eem 3 Py B~ H2 88 -
4.2.1.2 fﬁﬁ—f\zi?'; I BRI BE o

A213 AFALEFAL R g2 Pm [l s EpF o
4214 86§75 b GIEME -

4.2.1 Minor Non-compliance:

Though violation occurs, it does not increase the originally
expected risk to the trial subject or participant. For
example:

4.2.1.1 Changes in the research team members without
notifying the IRB.

4.2.1.2 Shortened intervals of follow up tracking.

4.2.1.3 Minor changes to the questionnaire without prior
approval from the IRB.

4.2.1.4 Other risks assessed to be minor.

422 Bt i:%fza’;(Serious Non-compliance) :
:&iﬂ?égﬁ)‘\!féﬂm& Kﬁi%4t’pélg’é§)¥pé‘jm%§? f‘?’f :ii
¥ 2 QK *‘—‘ﬁ‘lﬁ"fﬂ-% T A FliE };f‘fpm;ﬁijﬁ 29'3°MJ-§1 :

A221 AR A EFL R ¢ aTeimh » P g o
42272 v]i: "p\% FEAM IR ;ég FUEGRR2ZFTT
g} Tll'bi%‘é‘: ’533315"%-1&“&°
4223 AEIFFHFONHF LB -
4.2.2.4 $3TRTE AT %52%‘ P ~ ¥‘r%5)%‘ B E Tk Rk iE A
T Jg» B

4.2.2.5 #\nu\zﬁf AL R § SRR EE A A duEik o
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4226 AR e ~L Ei gUFFEH R T EFLRL Fo
4227 B i E 2 0 FURH AR ;é—‘g SAvidB 2 b oo
4.2.2 Serious Non-compliance:

The risk to the trial subject is increased, the rights and
interests of the trial subject are affected or accurateness of
the research may be affected due to the violation. For
example:

4.2.2.1 Interventional research is conducted without prior
approval from the IRB.

4.2.2.2 Subjects not meeting the inclusion criteria are enrolled
in a risk-research study, a condition judged by the IRB
to increase the risk of subjects.

4.2.2.3 Not implementing the informed consent process
according to the proposal.

4.2.2.4 Inadequate supervision of clinical trials such as new
drugs, new medical technologies, and new medical
devices.

4.2.2.5 Failure to comply with the recommendations of the IRB
to ensure subject safety.

4.2.2.6 Failure to notify the IRB of unanticipated problems,
amendments to the protocol etc..

4.2.2.7 Marked deviations from the protocol contents which
increase the risk of subjects participating in the trial.

423 FHEF 7 g}ﬁ\(Continuing Non-compliance) :
BRELAS G AR RE AL AR
P LI ﬁ&ﬁg%ﬁ T =3 KL - G

4.2.3 Continuing Non-compliance:

7&% #Bfaé

The violation is committed due to the researcher’s
unfamiliarity with, deliberate ignorance or intentional
disobedience of relevant regulations. If appropriate
measures are not taken, deviations or violations may
continue to occur.
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5.1 Flow Chart of Protocol Deviation/Violation Reporting
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5.2 Protocol Deviation/Violation Reporting
521 ¢ A B AR FRKR2ZAPM A BFRT NG Rk BT 4
FAErpAcz L AP FHIFAE o
5.2.1 IRB personnel or personnel involved in a trial should report
to the IRB any potential incident of protocol

deviation/violation within 30 days after the discovery of the
incident.

522&%&& R FERAPM A RER TR AT A e B
2 o d HEARFTEFAAH TR ILATE- HARET T o

5.2.2 IRB staff or personnel involved in a trial should fill in the
“Protocol Deviation/Violation Report Form” and submit it to

the Executive Secretary for initial assessment and
determination on actions needed to be taken.

5.3 47 % 42 FEini £

5.3 Confirmation of Submissions
AR RFERR T RS AT AL ) APM T RE R B X
T -

IRB staff should confirm that the information filled in on the
“Protocol Deviation/Violation Report Form” is complete and
accurate before processing the report.

SA4EEFHLR

5.4 Selection of Reviewers

KPEA R MR 2 T g2 BEHEARIBE - L0 %
LR R 2 ERUEFERRE FA '\iﬁpﬁi 438 3k

MELATBIEL R A o

IRB staff should submit the complete submission documents to
the Executive Secretary. The Executive Secretary should
assign one or two reviewers, preferably the original reviewers of
the protocol. Under special circumstances, new reviewers may
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5.5 Review
AR BRRETRRTET OPFEAFE O RGEKRLAFERE
B AR o

The reviewer should conduct the review according to the
approved protocol to ensure that the implementation of the trial
complies with required procedures.

55.1 % R %ﬁ*ﬁ'iﬁip R E RS S M R F

%4*& REPES F A FEARE{ T o FAERE S

FRZ I E‘ﬁl*:& A N S = W
‘y‘g’f"%xéﬁ‘ﬁJ°

5.5.1 When reviewing the notified incident IRB members shall
determine the severity of the incident as Minor/Serious
/Continuing Non-compliance based on the circumstance.
If necessary, the IRB shall ask the principal investigator to
provide further details. The IRB members shall
recommend one of the following suggestions:
“recommended for revision or provided further
explanation”, "sent to the full board for discussion” or
"submit to full board for confirmation".

552 %iﬁéﬁiﬁﬁfﬁﬁ’iﬁ%%ﬁ{@%gvﬁ;ii#%@ok
?’j&-fé‘iﬁ\‘j— ;}"-h/(;}'}i v{fjﬂ—’!@a‘r'f W{ilb‘;}%’ﬁi
RAFATRL > 3 LSS Erxg2i78% %7
PR RIERL g -

5.5.2 In the case that an incident has been determined as Minor
Non-compliance, the IRB members shall determine
whether improvement measures are needed. If yes, the
principal investigator shall be asked to respond in writing
with improvement measures, and the reply shall be sent to
the original reviewers for review and approval. The
results of the review shall be recorded in the IRB board
meeting documents and passed to the IRB board meeting
for verification. In the case that the reviewers are not
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satisfied with the reply of the principal investigator, the
case will be passed to the next IRB board meeting for
discussion.

5.5.3 £4 f 2R BE SEFEI XA AR 335 -

5.5.3 If the case is determined to be Serious or Continuing
Non-compliance by the IRB members , it needs to be
discussed in the IRB board meeting.

56+ FiFA v H
5.6 The PI's Response to Reviewers’ Comments

561g%§zﬁyﬁaﬁ,&ﬁAﬁ@u4%53%;f%&a'

F\?gj} F RS )L:?c ;J:tA,’?—ﬁw«ﬁ: L:% d3F A AF R

(?%ﬁﬁ&i>*&ﬂ7@9@%'?ﬁﬁzswaﬁ%
R w R RCE o

5.6.1 If the reviewer has comments the staff member should
remove the reviewer’s name before sending the comments
to the PI for response. The comments should be sent in
an electronic file. The PI should submit supplementary
documents within 7 calendar days. If the Pl does not
respond within 28 calendar days, the protocol should be
withdrawn from IRB consideration.

562 #3582 % 5 T g icwh o d KRt ﬁ;ﬁ—?%¢
ﬁt/‘“‘fi%é,&ﬂa -ﬂﬁpluw"’&')‘g@f”’ﬁ% °

5.6.2 If the review decision is “submit to full board for
confirmation,” the staff member should ask the PI to
respond to reviewers’ comments and/or reconfirm the

review decision before submitting the report to the IRB
board meeting for confirmation.

563 3 a8 %5 T2RyI A F{EE-HHP 0 F 1 FFA

}@*"mﬁpp\ vHRFLHLAZKREL IR AR IF A2
il d et f £

5.6.3 If the review decision is “recommended for revision or

provided further explanation,” then the Pl should respond
to the reviewers’ comments and submit relevant revised
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documents. The response and supplementary
documents from the Pl should be sent to the reviewers for

evaluation.

5.6.4 ¥F&%% 5 TR* ¢t Aedh o PHLE W
PERFALL KPR RRFTHERE » RT- T §3
2t o

5.6.4 If the review decision is “submit to the full board for
discussion,” then the PI should respond to the reviewers’
comments by the due date. The staff member should
compile relevant documents and place the report on the
agenda for the next scheduled IRB meeting for discussion.

5.7 * g twm/tiA
5.7 IRB Board Meeting Discussion/Confirmation
5.7.1 APEA | & #4975 2 RS M/ F 3 5]~ ~ gk AR T
S WL A el i S S LT A
5.7.1 The staff member should place all reports of protocol
deviation/violation incidents on the agenda for the IRB

board meeting and submit details of each incident to the
IRB full board for discussion/confirmation.

5721 E4 ffrdiA L e o 1 A0% > & PG
FAFAFREP > XM RARIE G R A o

5.7.2 The Chair and all attending members should thoroughly
discuss the reports during the board meeting. If
necessary, the Pl may be invited to give a presentation in
the meeting. The PI should be notified by writing the
resolution from the IRB board meeting.

573+ k2 AR i F A AL RS

g /g‘,l‘/\—f"'%;\il

5.7.3 The PI should be notified of the resolution from the IRB
board meeting and actions to be taken. Actions to be
taken may include the following, depending on the severity
of the incident:
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5.7.3.1 = fic 7 ﬁn\’\ fed 5
5.7.3.1 "Minor Non-compliance" management method
57311+ ¢+ o

5.7.3.1.1 The incident should be sent to the IRB full board
for recordation.

573127 3 M A BHEX KT IR -

5.7.3.1.2 Research personnel should receive training.

57313 F 4 o

5.7.3.1.3 A monitoring visit should be conducted.

573.1.4 & (4o 3 F R F/CRO & Mec L3-8
2 ) °

5.7.3.1.4 Other: (e.g. requiring the sponsoring

company/CRO to submit an improvement plan or
relevant training certificates).

5732 B E/HFF 17 ﬁu\alf@,%_ > 5

5.7.3.2 "Serious/Continuing Non-Compliance" management
method

573217 74Pk + AR KT R o

5.7.3.2.1 Research personnel should receive training.
573223 ¥4 o

5.7.3.2.2 A monitoring visit should be conducted.

57323 #pim g % ok 3% H BT o

5.7.3.2.3 The protocol should be suspended or terminated.
57324 % @ F gAY AR o

5.7.3.2.4 New protocol submissions from the PI will not be
accepted.

5.7.3.25H & :
5.7.3.2.5 Other:
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57325a % 7 ¥ i B EX ;éﬂg MFHFEF T R OT A
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5.7.3.2.5.a Subjects participating in the research study
should be advised in the event of new
information that might affect the subject’s

willingness to continue participating in the
research study.

57.3.25b # &g B 7 nx ;é%z GRIE

5.7.3.2.5.b Provide additional information to subjects
already participating in the study.

5.7.325ci% 3 -
5.7.3.2.5.c Revised protocol.
5.7.3.2.5.d 2 s Bk A IR 2 G BidE K o

5.7.3.2.5.d Changing the tracking frequency of the
continuing review report.

5.7.3.25.e 337 % ;é—‘%f PR PENBELDL A
g AL

5.7.3.2.5.e Revising the subject inform consent form and
re-obtaining the subjects inform consent.

5.7.3.2.5.F Zip| % F it b L AL ©

5.7.3.2.5.f Monitoring the process of obtaining informed
consent from subjects.

5.7.3.2.5.9 3 #m fF /CRO #& B3¢ ¥ 7 4 & v -

5.7.3.2.5.g Requiring the sponsoring company/CRO to
submit an improvement plan or relevant
training certificates -

5.7.3.25.h #H
5.7.3.2.5.h Other

o
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5.7.4 In the case that test deviation/violation incident has
occurred which complies with the specifications of the
second and third items of Article 17 of “Human Subjects
Research Act”, the Ministry of Health and Welfare the
Human Research Protection Center at this hospital shall

be notified of the results of the IRB review.
5.8 & & %%
5.8 Records Retention
AR AR RpAeT R L L FEF AR Lo
Relevant personnel should keep all records carefully following /=

the guidelines below. 203
¥ ¥ Tz ks B S A hs
Document Retention . .
Number Name of Document L ocation Retention Period
. o o SREE LG 15 3
S A A . | FREERE
1 ' e &‘E - IRB 4% % | Atleast3years
Protocol Deviation/Violation Report IRB Archive after the trial is
Form closed
e er s A e s Eo R IR
R AN IRB # % 3 iméi:%m
2 Protocol Deviation/Violation hi tter th y li
Evaluation Form IRB Archive after the trial is
closed
e s o - e G -
ki 5 A LA 3 : IRB # % % ;\t Iee:st 3 years
3 Protocol Deviation/Violation Review . b
Form IRB Archive after the trial is
closed
RRBRTRFEEL LY B BRI 3 E
4 Form of Response to Reviewers’ IRB # % % At least 3 years
Comments on Protocol IRB Archive after the trial is
Deviation/Violation closed
6.“1‘7 &

6. Appendices

RSB RFELAL S

LA

HRSCIEE ¥

%ﬁx’ﬁ%iﬁﬁzia

“Protocol Deviation/Violation Review Form” is generated from the
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online system, preventing the usage of the wrong version;
therefore, this item is not listed in the appendices.

6.1 3% mir/+ e ik

6.1 Protocol Deviation/Violation Report Form

6.2 i sk A/ F e &

6.2 Protocol Deviation/Violation Evaluation Form

6.3:F%F h/T Rt LA v R &

6.3 Form of Response to Reviewers’ Comments on Protocol
Deviation/Violation




