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

2R TFAELLA xs AR REFALRARER
¥wi%4 :51-5514-5512-56-6.7-

2. The original “Reviewers’ Comments Form” was
changed into “IRB Review Checklist” in items 5.1,
5.5.1.4,5.5.12, 5.6, and 6.7.

3.7 FRE o

3. Fixed typos.

4.1+ 42c-IRB % & pFRF o

4. Corrected the IRB review time period in item 4.2
c-IRB.

~ E 55| IRB-~ ¢ -1 (7§ 2-2007 v E LR TEE A B BARRE 2
DpcumentNumber IRB-Regulations of Operation-2007 Tit[e SOP for New Protocol Review
Comp fie'i‘ RIS EEEE *’ﬁfveﬁfk i oRE oEBR
t?y The First/Second IRB Committees Confidentiality mUnclassified oConfidential oHighly Confidential
S
i * H | 0All units in the hospital
Appliedto|mE & > F3xp @ AP T EEF AL R €
mOther (Prease specify): The First/Second IRB Committees
WK 2 ER IR F % p I
Version|No. Pages Summary of Revisions of the Document Date of Implementation
A | 5 |37 e 20140519
Newly composed.
B | 7 |d A Mokt i ¢iR-FiTE42R 5.4 it A o | 20141125
This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”
C| 8 [1LA#5511HB FARIILER - 20150922
1. Added item 5.5.11 Other review key points
2.1 :t 2 6.113FV F L BH B 5.1-56¢
2. Revised the terms in Appendix 6.11 Certificate of
Approval, and revised item 5.1 and item 5.6
accordingly.
D |9 |1k " 4485 % § €0 5 "% -/ ARy i532| 20160318
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5. Revised the required attachments for “Protocol
Submission of Research Using National Health
Insurance Research Database” in item 5.4.2.2.

6.1 scft & 7 i & 7. 51-54-554-

6. Changed the term “external expert”’ to “expert
consultant” in items 5.1, 5.4, and 5.5.4.

7.3 g rrFaFAFEERFRP 5595510

7. Revised the explanation of the time limit for the PI to
submit missing documents for a protocol submission
in items 5.5.9 and 5.5.10.

S.M% Bttt 6.4 PTMS [k ko= i~ 6.12 2 < 3 4ciiif
,;]H o

8. Deleted the original Appendix 6.4 “PTMS
Documents” and Appendix 6.12 “Official
Correspondence” and added a note of explanation.

9.773# 6.6-6.12 L R 2 F AL HIAILEFA R A -

9. Added the IRB Review Checklists for all categories
of submissions in items 6.6 to 6.12.

20160318

1L{AT%¥ = #3154 > 773 3.3-3.6

1. Updated the version of reference 3.1. Added items
3.3 10 3.6.

2.12:x 51 nAEm T X ERFT A 2T I ATHE R

2. Revised the responsible personnel for “Managing

Review of Protocols” in 5.1 Flow Chart: Added
“expert consultants.”

20170709
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3. Revised the required documents for protocol
submissions for full board review and expedited
review in item 5.4: Deleted “photocopies.”

4.13:x 553 H7 TR 7T EREF4 HERILT P
tMErFAEE > d (R) AEL R (FRER
THEL R oRTEREEN ) BH B 5Ll AR
B T %A SN, 2EE e

4. Revised item 5.5.3: Added “The Executive Secretary
shall make a primary recommendation as to whether
the protocol qualifies for expedited review for the
Chair or Vice Chair to approve (if the Executive
Secretary is also an IRB member, she/he may make
the decision directly)” and revised “Evaluation of
Review Category” in 5.1 Flow Chart accordingly.

5.2:2554-555:TPTMS it  pHF w7+ o

5. Revised items 5.5.4 and 5.5.5: “PTMS will be used
to send automatic E-mail.”

G.M"% Bttt 6.5 F S FHi2:c56 LékRre 22
517 4zB 2 /p R = 2 342 6.1-6.4-6.13-15-

6. Deleted the original Appendix 6.5 “Letter of
Submission for Review” and revised the list of
relevant documents in item 5.6 Records Retention
and item 5.1 Flow Chart accordingly. Replaced
Appendices 6.1, 6.4, 6.13, 6.14, and 6.15.
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1% < i+ 3.2 % &%*"F’“um,-%ﬁi B
%R TR e (7R e R “'Sf&'r%‘f% %v
1010265129 5.4 > 2012 - (&2 45 F130 fmsh
1071661626 5.4 2 % 2~3~6~7 iFix= ’ 2018)

1. Revised reference 3.2 to “Regulatlons for
Organization and Operation of IRB Committees
(Ministry of Health and Welfare, promulgated in 2012
pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles
2, 3, 6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi
No. 1071661626) ”

2. P AP A RRBFFEIHL T IE TREP
(Confllct of Interest COI) A RFRATE RS £ =

2. Prmupal investigators shall submit Statements of
Conflict of Interest for reviewers to see if all
regulations are followed.

3. ¥/ 5512.7 %% 5 55.12.8 -

3. Changed the original item number 5.5.12.7 to
5.5.12.8.

4. ¥ it 6.1-65~11+6.14-

4. Replaced Appendices 6.1, 6.5t0 6.11, and 6.14.

20181026

R

17

1. FIRIRBa A #F ¥ B T3a T4, M
2z F\ ‘2: o

1. Process related to hardcopies was revised to comply
with the new IRB policy of paperless submission.

2.4 1"% R 551 p0 % o

2. Deleted item 5.5.1.

3.12:x 552 F 3 P FFL o

3. Revised code number of sub-items of 5.5.

20190527
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. Added 5.5.11.10: The reward provided to the subject

. Added 5.5. 11 11: If the participant subject actively or
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L3 ’é‘ﬁéﬁ-v‘ SAEPMPE . S A0 KA
éﬁ—ﬁ » B35 (T A MRk o é*a:“ﬂi:—:» AR
LR P RFEFEAAATINE AU B THET
4. Added 5.5.12 According to Article 78, Medical Care Act:
“For the purpose of improving the level of medical care or
prevention of disease in the country, teaching hospitals
may conduct human research after formulating a plan and 2023.08 1
obtaining approval from the central competent authority, or —
upon entrustment of the central competent authority.”
Therefore all protocols considered to be human research
are required to obtain approval from the Ministry of Health
and Welfare before implementation.
5. @it 6.1
5. Replaced Appendix 6.1.
H | 18 1. #7# 55.11.9: %% Péﬂ SEFAY £ 3R~ S E AR 0 | 20191018
1.

7~Pfj‘ éﬂseﬁ\"fﬁtﬂ léﬁ’ﬁmﬁﬁgo

Added 5.5.11.9: The amount, payment method and
schedule of the reward prowded to the subject must
not be intimidating or improperly enticing for the
subject.

Fr38 5.5.11.10 1 5% i3 F crdE s R ‘&i—gtﬂ iR {7
BB BT R A RIMFT 2084 B o

must be paid by stage during the research rather
than paid after the research completion.

A7H 5.5.11.11 ¢ de 32 F A d SR EBTIAT T K D
f@;}:@tb PSS SR o

passively withdraws from the research, he/she
should still be rewarded on a pro rata basis.
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5
I$$’~&»rﬂ%wﬁ’”%£ﬁ£"u{%$%§
)%!71‘\-%*@;].»,\;:“ ,&/@0
'If’he reward or compensation paid
after the research procedure completion must be
reasonable rather than excessively high to avoid the
inappropriate impact on the willingness of the
subject.
5.#7# 551113 A HF T 2% 5 4 Ei g RER
ig.ﬁ.ﬁﬁ,,‘g ]f‘a"[/}\.j\ﬁ/‘ éﬂ: (4;% cFde )y N IEL
e ﬁ = ;é: m;fi‘? 3 mﬁjﬂ e
5. Added 5.5.11.13: IRB does not allow the sponsor to
provide the referral fee in any forms (money or gifts)
as the reward for accelerating the recruitment of the
subject.
6.4 ¥4 + 6.1 -
6. Appendix 6. 1 was replaced
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1 Besd> 2315 BEREa Ermwésgnu} ]
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1091407788 5.4 i3 i+

1. Updated reference 3.1 into ““Regulations for Good Clinical
Practice” amended on August 28 2020, pursuant to Ministry of
Health and Welfare Bu-Shou-Shi-Zi No. 1091407788.”

2. B HY 2 23657 FARI09# 01 15 p Bk
M- £ F % 10900003861 5.4 g > # Fogx o

2. Updated reference 3.6 into “Medical Care Act, amended and
promulgated as per the Presidential Order Hua-Zong-Yi-Yi-Zi
No. 10900003861 dated 15 January 2020.”

&ﬁriﬂ%%ﬁ§&$—:4wpi @%ﬁiﬁg
XEFRELATERRTA Bl TPTM
FLEHAZERKT A

3. The original “IRB Review Checklist” was replaced by
“PTMS Review Checklist.”

20210528
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| | 18 13:2 5422 PN % ° 20210528
Revised item 5.4.2.2.

3:c 5582 F A FAw HHAL 28Bp F = o
Revised the PI's reply period to 28 calendar days in
item 5.5.8.

F'J“,ﬁi 558 % 5592 ¥ GRUFP ¥ F o

Deleted the description of the extension in item 5.5.8
and item 5.5.9.

#HHrHE 6.1-64~6.13-6.15¢

Appendices 6.1, 6.4 - 6.13, 6.15 were replaced.

o0 gabkb

e~ i LAl 20230717

The title of the document was revised.

Uy -I- A WMFPTHEFALR € Bers T4
WETHRFAEH € -

The original “The First/Second IRB Committees”
was renamed “The IRB Committees.”

FH Y 2 2 37~311-
ltems 3.7-3.11 were added in References.
FTH L e & 43~450

Items 4.3-4.5 were added in Definitions.

AERMPH N CH S AP HKREFALAE o

IRB number was added the term of C: The Third
IRB Committee.

&y AAHRPP R"%uzE 2 232473 5.5.11.14 2
5.5.11.15 -

According to the recommendations of AAHRPP

(Association for the Accreditation of Human

Research Protection Program) was added ltems

5.5.11.14 and Iltems 5.5.11.15.

7. 78 551116 3 TF BT E S A RILRL TR o

7. Added Items 5.5.11.16: “Considerations for review

of New Medical Technology.”

o o goabkbhww M MERENN
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Added Items 5.5.11.17: “Considerations for review

of New Medical Device.”

it 6.1~ 6.5~6.15 ¢ T

Appendices 6.1, 6.5 - 6.15 were replaced. ,
s/
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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 must be
approved and stamped by the SOP Administrative Center. Copying without
permission is strictly prohibited.
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Processing Unit

v i B IRB-A -1 22007 * i L AL MEFRE RS
Document Number | IRB-Regulations of Operation-2007 Title SOP for New Protocol Review
¢ yHH = FELA Se0 SUER

Review Comments

Head of Processing Unit

RESTVPE G R

There is no need for review by other departments or

divisions.

Kt g CA PR FARLUEPE  ERFEE R LE 2RE o
% The head of each processing unit is advised to provide comments before
If needed, it is recommended that the head of each

signing/stamping to approve.
processing unit discuss with the unit that made the SOP.
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1. Purpose
The purpose of this SOP is to provide specific guidelines for the
review of new protocols in order to ensure that 1) the review
procedure follows relevant laws and regulations, and 2) the
professional quality of IRB review is maintained.

2.4 * f I
R EIRAAE B BATRF AAAL FRIOE Y KAAY .

2. Scope
This SOP applies to the management of review of all new
protocols.

3.%% < it

3. References
31T HFH B AqpkrF% TE R 109 & 08 * 28 p fFmd 4511383
P8 F % 1091407788 554 i3

3.1 “Regulations for Good Clinical Practice” amended on August
28 2020, pursuant to Ministry of Health and Welfare
Bu-Shou-Shi-Zi No. 1091407788.

2T A Wy GRE AL R ¢ %2 iE FiTE WP o (TRIRFA AR
e =TS 1010265129 5 £ - 2012 - CERF et
Z % 1071661626 5.4 2+ % 2~-3 -6~ 7 i%if~ » 2018)

3.2 Regulations for Organization and Operation of IRB
Committees (Ministry of Health and Welfare, promulgated in
2012, pursuant to Wei-Shu-Yi-Zi No. 1010265129; articles 2, 3,
6, 7 amended in 2018 pursuant to Wei-Bu-Yi-Zi No.
1071661626)
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33T A gy 2 | BiEs- £3 % 10000291401 5.4 4%
»>2 26 AFI100 & 12 " 28 p % {7
3.3 Human Subjects Research Act, promulgated as per the

Presidential Order Hua-Zong-Yi-Yi-Zi No. 100002914011 dated
28 December 2011

3.4101 & 07 * 05 p i¥¥ Pf F % 1010265098 shan > 2T 532 % %
IRegFHIRATEZ W@'P’“%ri%ﬁﬁj

3.4 “The Scope of Expedited Categories for IRB Review”
announced by Ministry of Health and Welfare on 5 July 2012,
pursuant to Wei-Shu-Yi-Zi No. 1010265098

3.5101 # 07 * 05 p f#F¥ ?3:"& % 1010265075 &5 30 o> 21 18 4 5312

FELIAEF A2 AL REER

3.5 “The Scope of Exemption Categories for IRB Review”
announced by Ministry of Health and Welfare on 5 July 2012,
pursuant to Wei-Shu-Yi-Zi No. 1010265075

3.6 ¢ &3 ® 109 # 01 * 15 p A& - £ 5 % 10900003861 5t
St r%&:}g&fy‘; ]

3.6 Medical Care Act, amended and promulgated as per the
Presidential Order Hua-Zong-Yi-Yi-Zi No. 10900003861 dated
15 January 2020

3.7110 # 12 * 14 p 3R 35 % % 1101668486 5 o = 4, r%fr‘f B
AR RE—% Eﬂf%—? 'f%ﬁi}:‘ 1

3.7 “The Human Trials of New Medical Technology - Review
Standard Operating Procedures” announced by Ministry of
Health and Welfare on_ 14 December 2021, pursuant to
Wei-Bu-Yi-Zi No. 1101668486.

38109 % 01" 15 p B 4&E% - £F % 10900004021 55 £ 4] %
il r%’}%ﬁﬁ’?ﬂ% >~k 85 if o

3.8 Medical Devices Act, promulgated as per the Presidential

Order Hua-Zong-Yi-Yi-Zi No. 10900004021 dated 15 January
2020.
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3.9 110 # 04 * 26 p w2 sgfidtiE 8 3 % 1101603292 ¥4 3+
gt TFHBEHERE e FwR] 0 22 5 34 0F o
3.9 Enforcement Rules of Medical Devices Act, promulgated as

per the Ministry of Health and Welfare Wei-Shou-Shi-Zi No.
1101603292 dated 26 April 2021.

3.10110 # 04 * 09 p fEd 4gfI3ntEmiz 8 3 % 1101601721 554 37
2t TRREHBARA RIS 0 22 2 T2 i -
3.10 Requlations on Good Clinical Practice for Medical Devices,

promulgated as per the Ministry of Health and Welfare
Wei-Shou-Shi-Zi No. 1101601721 dated 09 April 2021.

3.11 110 # 04 * 27 p a8 F % 1101603684 5 & o> 2, [ & &g %
WIS T Sl IR ST

3.11 “Conditions of Clinical Trials for Medical Devices with Non-
Significant Risk” announced by Ministry of Health and Welfare

on 27 April 2021, pursuant to Wei-Shou-Shi-Zi No.
1101603684.

4. LR A
4. Definitions
41JIRB : m & A %L R ¢ (Joint Institutional Review Board) -
4.1 JIRB: Joint Institutional Review Board
42c-IRB: % A an I3tz F A4l d 2 agflitares 2 T 4
MIRF RREF TP E T2 5 R FE Y ShRIEERP S
PR TeRiEsgs IRBA%Y e 5% IRBEAFEF AR
EP?F%H 202 0T SRR (3 Z3-FadFAHE) %J%%?F%H
10B1iFx 2 hp (Z3FaFAHuE)o
4.2 c-IRB: C-IRB refers to the review mechanism established by
the Ministry of Health and Welfare. The medical centers
awarded “Excellent Clinical Trial Research Project” grants by
the Ministry of Health and Welfare will take turns running the

central IRB of domestic/international multicenter clinical trials.
The IRB review time period for each protocol shall be: (1) 20
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days for the primary reviewing medical center (not including
the time for the PI to submit missing documents); (2) 10 days
for the secondary reviewing medical center (including the time
for the Pl to submit missing documents).

ABFTEFRH M Ap F e 2 X 2PN W ALFHEF &
D At BRI 2% Tt W zj‘é’?—?’x;%g')ﬁf«‘}iJﬁ °

4.3 New Medical Technology: New medical technology refers to
medical technology whose safety or efficacy of medical
treatment _has not been medically proven or proven and the
ability of the treatment to be performed in the country has yet to

be proven.

f‘*qﬂﬂ"wwﬁi@’ﬁf% ﬁ'im'z;;wﬁ;“ %‘f;’é‘?’

HTITR

4.4 New Medical Devices: Article 2 of the Enforcement Rules of
Medical Care Act refers to medical devices that are
manufactured with new principles, new _structures, new
materials, or combinations of new materials, and whose
medical safety or efficacy has not yet been medically proven.

45 R ERLGFRBY D 2G M Eh G R TR EH -

4.5 Nonsignificant Risk Medical Device: Experimental medical
devices with Nonsignificant Risk.
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5. Procedure
ArEE A EITARR
B R
5.1 Flow Chart of New Protocol Review 3
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Flow Chart Responsible Relevant Documents |
Personnel
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RPEAL R SOP of Managing Protocol

Submissions/Human Subjects Research
Act//Medical Care Act/Relevant Documents of
All Submissions
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Submission Documents/Protocol
Review Routing Form/List of
Organized Documents
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Protocol Application Form/Reviewers
Selection Form/PTMS Review

Checklists
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Documents of Protocol Submissions/Reviewers
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Form of Response to IRB Reviewers’
Comments/Revised Documents/Protocol Binder
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5.2 Acceptance of Submissions
FAPEC R T RFEFERAEAT LR ST

T;ﬁ_‘}:—lq ) %ﬂ%q‘%}é%? f:'.’ o
When receiving submissions of new protocols, IRB staff
members shall process them by following the SOP of
Managing Protocol Submissions and the regulations below.
521#T AR E % 4% 1A T Ay AT
NPT EFF A BB AZ AP EFL AT I
B f§3 MEp2zFy e
5.2.1 According to Article 4, Paragraph 1 of Human Subjects
Research Act, “Human subject research (hereinafter
“research”): refers to research that involves obtaining,
investigating, analyzing, or using human specimens or an
individual person’s biological behavior, physiological,
psychological, genetic or medical information.”
522 # TAgemy s 5 bR Ty FFAFALFHEY
TR EFE OSGRFELE TR ULE 401 52
F%%&z'”ﬂnwﬁﬁaaﬁo
5.2.2 According to Article 5 of Human Subjects Research Act,
“Prior to conducting research, the principal investigator
shall submit the research protocol for review and approval
by the Institutional Review Board (hereinafter “IRB”).”

Violators of Article 5 will be penalized according to Article
22.

523#%-r§51§,zja18u HoE ;‘éb’”r:f]i&%ﬁgﬁfﬁé;af’«%%ﬁy%
%ﬁw%gﬂ%*‘%%ﬁﬁf&ﬁﬁW% p‘ﬂf%$
M2 E LEIHT Y F A AT HL R - A WER
2% R E AR R A LR T RREERELS S
EFE -

5.2.3 According to Article 8 of the Medical Care Act, “The term
‘human trial’ as used in the Act shall refer to experimental

N .
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research of new medical technology, new medicament,
new medical implement, or the bioavailability and
bioequivalence of generic drugs conducted by medical
care institutions on humans based on medical theory. In
conducting a human trial, the medical care institution shall
respect the voluntary intent of the trial subjects and protect
their right to health and privacy.”

5314:%? I’_ E—FA\}

5.3 Confirmation of Submissions
EBRPEA R R BERACT 2 "LEJ# IECACECE BIREY FaA
Staff members shall follow the guidelines and confirm the
correctness of submitted documents.

531 I;ﬁ@z;% THrP 2 B PERFEF L PHEEFRY 25 6
%*%§~1WMSNWQW?%;#Aﬂﬂ?WﬁﬁﬁQ
1;”’12:’TE*1$$?]‘Llj—,i’éleygg—l‘%i%‘ffk'ﬁ]P\?T‘ésﬁl7

pliZixZ A %

5.3.1 Staff members shall check if all needed documents are
submitted according to the submission checklist. Upon
finding any missing or mistaken item, staff members shall
send a PTMS notice to the principal investigator (PI) and
return all submitted documents to the Pl.  Any incomplete
submission may only be returned once. If the PI
disagrees, the case shall be sent to an IRB member for
judgment.

5.32 it AFERiS - BERACT Rpo o
SE A RO ¥ F T SO
5.3.2 Upon completion of the administrative review of protocol

submissions, staff members shall assign each submission
with an IRB number following the guidelines below and set

‘/\"’ )‘L% ﬂ\g %3’%’{»

up a designated folder for all files of the protocol.
7 & ¥ - 15 -7 FZ v | 5T |5
Digit 1st 2nd 3rd & 4th  |5thto 7th | 8th
PRLE e . Fre ek R G
Meaning f&/pe gf ‘protocol Review category X2E | Serial FELR g
of the digit Year of number 5
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5.4 Evaluation of Review Category

LR REBAT RS 27 E A
IRB members shall evaluate and deC|de the review category of
each protocol according to the guidelines below.
,3_4
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5.4.1 Full Board Review Protocols
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submission IRB
Committee
AmRE |J:JRB %2 F:-4% o o 001 % 999 |A: % - * gz~
Meanings |J: JIRB F: Full board review Last two 001t0999 |7 4% 44
of letter digits of the B¢
codes St} EIERE E:f*% year A: The First
S: Collaboration |E: Expedited review IRB
with a company Committee
W: &%
C:rp p 74 % |W: Exempt review B: % - 44
C: Research ThEELL
within TCVGH G: s %ici- 4% i3
G: Category changed from B: The Second
N: Bk # | expedited to full board review IRB
N: Research from Committee
the National C:RkEHB L2F A ¢
Health Research |2 5 2+ 4
Institutes (NHRI) | c: Contracted protocol
approved by another legal
IRB
5 4 % EL E—Fr\.‘»
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She

&

Protocols not qualified for expedited or exempt review are

categorized as full board review protocols.

Principal

investigators shall prepare the documents according to the
“New Protocol Submission Checklist” (refer to Appendix

6.1).

542 @ % Ak
5.4.2 Expedited Review Protocols
54217 3rdeF % 101 # 07 * 05 p |
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5.4.2.1 The research categories for expedited review are
defined in “The Scope of Expedited Categories for IRB
Review” announced by Ministry of Health and Welfare
on 5 July 2012, pursuant to Wei-Shu-Yi-Zi No.
1010265098.

5422 2R EGFHEFLFEEFY FE 07 (D)
PR (2) AEP Y AT /RRVEETERE
253)FHEiHEA xR ED ﬁ&~p$& ERE =
A2 JlFeEEM I 2SR EREME (4 BF
PATEJ & TR AR Y RGP 2 : #%5(5)3+F4
ﬁA‘hkyéng‘gkgéi%AapzAﬁi
BATRETH R AFA X Fa*lé IEFE AN E
RE PPN SRR EAIFAZEY XA RHITE A
N ARBEPTRGER TF (P R R ‘ PRl v
VIR EEER)(6)F T B R EREL L)
PR 2 JIE R E R RT )"fﬁ

5.4.2.2 The “Protocol Application Form for Research Using
National Health Insurance Research Database”
includes the following content: (1) Abstract in Chinese,
(2) Human Research/Clinical Trial Proposal and
Budget Form, (3) Statements of Conflict of Interest by
the Principal Investigator (Pl), Co-Investigator (Co-l),
and Sub-Investigator (Sub-1), and Confidentiality
Statement by Research Members, (4) Statement of
Significant Financial Interest and Other Relationships,
(5) Updated CVs of the PI, Co-I, and Sub-I; proof of 6
or more hours of human research training received by
the PI within the past three years, and proof of human
research training received by the Co-l and Sub-I within
the past three years. (Proof of training provided by
companies will not be accepted.) (6) Each research
personnel must receive at least 1 hour of educational
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training on conflicts of interest.
543 4% %1t
54.3 Exempt Review Protocols
e ik 101 £ 07 % 05p Fw¥k ?3 F % 1010265075 %.
‘ﬁ\il_ lml‘ﬁﬁiﬁg%-é? A%ﬁ,{ﬂ"“-@t .?QF:]J’?T
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The research categories for exempt review are defined in
“The Scope of Exemption Categories for IRB Review”
announced by Ministry of Health and Welfare on 5 July
2012, pursuant to Wei-Shu-Yi-Zi No. 1010265075. An
original copy of the “Protocol Application Form” shall be
submitted.

S55%#LAF 4
5.5 Managing Review of Protocols
S1EBFMBEFE > BFEMFRIL S RNEHE BELFETE
RO AR o

5.5.1 Project management, assignment of IRB numbers,
creating electronic files and recording the timeline of each
step.

552 AyFA R R BIFREINGFRET A F - HiTRE 2RIE
BAHERITFTPE[EIFALZE d (B]) 22X |22
(PHERT A ELR 7T EREFH T ) AT &S

EFhLA

5.5.2 After the staff members acknowledge receipt of a new
review application, the Executive Secretary shall make a
primary recommendation as to whether the protocol
gualifies for expedited review for the (Vice) Chair to
approve (if the Executive Secretary is also an IRB member,
she/he may make the decision directly). The Executive
Secretary shall then select reviewers.

P72 Fr%3E oTPTMS st pdF 87 F 22 o
LEAABTEGTF L -
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5.5.3 PTMS will be used to send automatic E-mail messages to
notify reviewers or expert consultants to review new
protocol submissions.

55408538t v kpF 2 b lft 382 A A R4
2 PPTMS % pdFF T F M b F 84 o

5.5.4 Staff members shall record the time of receiving comments
from each reviewer, compile comments and create the
“Form of Response to IRB Reviewers’ Comments.”

PTMS will be used to send automatic E-mail to notify the
PI.

555 EEFLEY 2 LEGY -

5.5.5 Staff members shall check if a protocol submitted for
review has passed the deadline.

556t bt R34 ¥ Emalpld a4 f o

5.5.6 Staff members shall check the review deadline and remind
reviewers via E-mail.

557 HAEEIFHAFA2FALLETHY -
5.5.7 Staff members shall check if the reviewers’ comments sent
to the PI has past the deadline.
558 Haf s (vRELLL) THETBP A F4
W28 PR AT BRI FReE o
5.5.8 The time period for re-submission of documents (or
response to reviewers’ comments) by the PI shall be
within 7 calendar days. If the re-submission or response
has passed 28 calendar days, the protocol shall be
withdrawn.
559cCcIRB%# 3 B1iTx 2 RA -

5.5.9 In the case of c-IRB protocol submission, the time period
for re-submission of documents or response to reviewers’
comments shall be 3 work days.

5510 33 1A A A w B2 d % AR L (M
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5.5.10 If the PI does not respond within the deadline, the
protocol will be withdrawn (the PI still needs to pay the
review fee). The PI shall then fill out and submit the
“Protocol Withdrawal Application Form”, or the protocol
withdrawal may be submitted by the staff members to the
IRB board meeting. If the Pl intends to submit the
protocol again, it shall be submitted as a new protocol.

5511 2 % A BRI F A

5.5.11 Other Review Key Points
iﬁ%ﬁ”i4ﬁ’%&rmms&¢%ﬁi%&ﬁiﬁ
Wtk | BRFH2 5 - BFTFRFFNAL
When IRB members review a protocol, in addition to
following the PTMS Review Checklists, they shall pay
special attention to the following aspects:

55111 3 & HREAEE (7) - BXFHM - BT
,.'/t‘! }'IH—’I/E—‘&K?'E“J'*F?QF] ’bﬁ m'ﬁ‘vﬁ

5.5.11.1 If the research design involves a control group or two
or more groups of trial subjects, special attention
shall be given to whether the trial subjects would be
well protected and whether the research would be
conducted with fairness.

5.5.11.2 ’L%*F%? A MR R Tt S I
= ’f}@}i%fr@ﬁ ﬂipé‘Sﬁﬂi‘ Q:FEAF_‘#"%]J_Q "t”fﬁ_‘x

"%;\]o

5.5.11.2 The protocol shall specify in which conditions the trial
would be suspended or terminated, and how the

trial subjects’ rights and safety would be protected in
the case of trial suspension or termination.

55113 $3-h2 £ (§ 4 €43 %H) Bimi s po
BT B YR E T AT RS PREZP o RILE
F2RFHEREEEE HARAL - T RILRLTFF L2
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5.5.11.3 The protocol shall detail the risk assessment of the
clinical trial for the trial subjects (including
vulnerable subjects), and specify whether the risk
would be acceptable. Special attention shall be
given to whether the trial subjects’ rights and
benefits would be well protected. The procedure
for obtaining signed Informed Consent Forms shall
be reasonable and appropriate. When the
research is concluded, the research members shall
continue to protect the privacy of trial subjects and
keep all classified information confidential.

5.5.11.4 i r%r},%;‘é 0B T9ER T EX R T ki
2 FEAL . LA ENHIA CHEAEARA B
BREREELE 23#% > 3 gt e

5.5.11.4 According to Article 79 of the Medical Care Act, “the
subjects of human research must be adults with
disposing capacity. The preceding provision
however does not apply to human research that is

apparently beneficial to the health of specific
population or patients with a special disease.”

55115 @4k LA M7 B RrEi o 3 BRE- 4R
¢ AT B R PR R o

5.5.11.5 The wording of the Informed Consent Form shall be
colloquial and shall be understandable to a person

with the reading level of an average middle school
student.

AXFHRLE D SRR AW RIS R e
Boo @ et v T Ol R A sERT bR
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a. The Informed Consent Form shall specify that the
clinical trial is not a necessary procedure in a
standard medical treatment. It shall also state that
the participation in the trial is completely voluntary
and up to the trial subjects to decide whether to
participate or not.

b 7 A2 12 k2 @y R FaiE T
BB el Rtgy LU e R
TEER) A ”st%ﬁ*mﬁiﬁ

b. For research involving subjects between ages 7
and 12, the Pl may be required to compose the
“Informed Consent Form and Instructions for
Children” and submit the form for IRB review. The
content of the form shall be understandable to a
person with the reading ability of an average
primary school student.

55116 2+ 3 7 523 R P ABREFRTEF » itk
FHEEEX \&f E¥x R AT BTN E -

5.5.11.6 If the research is conducted in the emergency room
or in an emergency situation, the protocol shall
provide details to ensure that the procedure of
obtaining signed Informed Consent Forms is
appropriate.

55117 # A #F A FkpF e % THIZ R ER
(Conflict of Interest, COl) » 1§ £ B 2 B 5.3 4 & 21
‘?a )

5.5.11.7 The PI shall submit Statements of Conflict of Interest

(COl) for the reviewers to see if all regulations are
followed.
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5.5.11.8 The PI shall state in the protocol that the trial
subjects’ privacy will be protected and respected
when the research results are announced or
published, even though it is not the responsibility of
the IRB to regulate the publication of the results.

5.5.11.9 %= EH hsppI £5F ~ & NEEAE S 2 E B
G\'%”’xﬁ 7gﬁ’£mﬁf§5°

5.5.11.9 The amount, payment method and schedule of the
reward provided to the subject must not be
intimidating or improperly enticing for the subject.

5.5.11.10 @a:;éiﬂ'f SRR FCINA I i 2l SRR SN N IR A
WRARIFEL 2B

5.5.11.10 The reward provided to the subject must be paid by
stage during the research rather than paid after the
research completion.

551111 4ok EF A d BT T F o DRI HILT SR
rjv'lj o

5.5.11.11 If the participant subject actively or passively
withdraws from the research, he/she should still be
rewarded on a pro rata basis.

551112 =15 ARk m L 2 R KL L F L &
3’_‘3_7_!%%? y B OR If,'jrg » 1R A ji%;—g fg_‘g}%vﬂ\‘ﬂxe?4=7 =
Fé‘ p- ,&E?’F'

5.5.11.12 The reward or compensation paid after the
research procedure completion must be reasonable
rather than excessively high to avoid the
inappropriate impact on the willingness of the
subject.

551113 1 &3 ™ EH LR g PorERRLEERKE
A5 3% »%/}F (&89 %) '\"Fﬁ\ét‘ii"gﬁ'ﬂﬁ

E—rj;}“‘? % E—r]ﬁm o,

5.5.11.13 IRB does not allow the sponsor to provide the
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referral fee in any forms (money or gifts) as the
reward for accelerating the recruitment of the
subject.

5.5.11.14 %’x;%”ﬁ #& A %EFFE e ;é-ﬁ FR oFFIFAR
W H A FEF o

5.5.11.14 The investigator should inform the subject's primary
physician about the subject's participation in the trial
if the subject has a primary physician and if the

subject agrees to the primary physician being
informed.

5.5.11.15 13;-_? Péi” A RFAERP F o T TRk R I
d o e FAFARBEEREE B2 L 0F

@® ’f‘y“_‘ﬁﬁwu—‘—»»lpé‘gg }%’r_]o
5.5.11.15 Although a subject is not obliged to give his or her
reasons for withdrawing prematurely from a clinical
trial, the investigator makes a reasonable effort to

ascertain the reason, while fully respecting the
subject’s rights and will.

5.5.11.16 7 %ﬂ%:}iﬁw“ii LRAZER

5.5.11.16 Considerations for review of New Medical
Technology:

arpfaiaEg R FROPQE R E) GEY

a. Appropriateness of the qualifications (study
experience, major) of the Principal Investigator and
researchers

bifs*TH Kl ~ K% ~ 2 g w@?%%ﬁ’ it (EF
% g g 5 o

b. Equipment, facilities, and emergency handling
capabilities required for clinical trials (whether
radioactive materials are used).

CHFHIPF > PRk 4 FF R UHFE RN E o

c. Whether the time and manpower are sufficient to
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conduct and complete the trial during the clinical
trial.

dF 7 XL F 60 EHHRe2 E0Y -

d. Whether the study design is reasonable - the
rationality of choosing a control group.

ey BRATPFE?
e. Are the research hypotheses clear?

[ S

f. Is the sample size calculation appropriate?
g% hFREHATIHEFRL (- F% 7 b

B-FE5 3P aFR%G(F - F%:
MR EH) -

a. Whether the medical device used has Significant
Risk (Class II: Medium risk, Class lll: High risk) or
NonSignificant Risk (Class | : Low risk).

h i3 SRl ik® e itishdihhnfs
A ATH{ b £ EE R D -

h. Whether it is considered to use the data of the
existing test or examination as much as possible
without adding new risks and discomfort to the

subjects.

2T R N FEMR 5 BN EE TR o

i. During the research steps and execution,
consideration is given to reducing the risk to the

subjects.
551117 # ¥ B BH I 23 A RIEF I ¢

5.5.11.17 Considerations for review of New Medical Device:
ajhaiaEy R FHROPGE B E) GEY-

a. Appropriateness of the qualifications (study
experience, major) of the Principal Investigator and
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b. The harmfulness derived from the use of the

medical device, and whether there is Significant

Risk to the subjects (Class Il: Medium risk, Class lll:
High risk) or Nonsignificant Risk (Class |: Low risk) .

C. %%gg’ﬁﬂ‘—é’fﬁ—? 2P RINCFTE e AT
w%%ﬁ;@o
c. The safety of the medical device itself should also

be taken into consideration, and if the IRB has any
doubts, they can consult the relevant organizations.

59.5.12 & r%“?é JF T8 R T T A RBEP %%#ﬂtﬁf}\ﬁﬁ‘
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5.5.12 Article 78, Medical Care Act: “For the purpose of
improving the level of medical care or prevention of
disease in the country, teaching hospitals may conduct
human research after formulating a plan and obtaining
approval from the central competent authority, or upon
entrustment of the central competent authority.”
Therefore all protocols considered to be human research
are required to obtain approval from the Ministry of
Health and Welfare before implementation.

5.6 & &% 3

5.6 Records Retention
ARREA R R ERppAeT R T KL FG R b
Relevant personnel should keep all records carefully following
the guidelines below.
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Number Name of Document Retention Location Retention Period (503 08,10)
#hFhEF tFE EEE S AN
’ . IRB 7% % i v 3
1 New Protocol Submission IRBygFﬁicZ At least 3 years after\%\ <
Checkilist the trial is closed
Sxes il gk 3 g
WAFELH B EPARIAR) | RBpagy | FHRTEESS
2 . At least 3 years after
Expedited Review Checklist (A) IRB Office S
the trial is closed
Y O E
AR FAPAPHLE) | RBpay | TEERE S
3 . . i . At least 3 years after
Expedited Review Checklist (B) IRB Office S
the trial is closed
PTMS i1k ¥ 53 IRB 752 % RS RIS 3
4 | PTMS New Protocol Application IRB Officg At least 3 years after
Form the trial is closed
Ee YA :
F 4R B4 RByang |, TAEhE S
5 . . . At least 3 years after
Reviewers Selection Form IRB Office L
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IRB Vulnerable Subjects IRB Office the trial is closed
Application Form for Research
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Form of Response to IRB IRB Office S
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Reviewers’ Comments
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9 Protocol Wlthdrawal Application IRB Officz At least 3 years after
Form the trial is closed
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the trial is closed
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6. Appendices
"PTMS jite 2 NTPTMS e et i 04 " 2
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“PTMS Documents” “PTMS Review Checklist” and “Official
Correspondence” are generated from the online system,
preventing the usage of the wrong version; therefore, the above
two items are not listed in the management of appendices.
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6.1 New Protocol Submission Checklist
627K T H 5% _égsa%]%“ﬁ% (A)
6.2 Expedited Review Checklist (A)
6.3TAFT B+ % Er_xpa%]%fi#% (B)
6.3 Expedited Review Checklist (B)
6.4% 54 f#:E 4
6.4 Reviewers Selection Form
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6.5 IRB Risk and Benefit Assessment Checklist for Full Board
Review
66T K E AL M RLE R GEE TR 2
6.6 IRB Risk and Benefit Assessment Checklist for Expedited
Review
6.7 M@Mﬂ GREALIE AT ARSI EAN X BT RN
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6.7 IRB Vulnerable Subjects Application Form for Research
Involving Pregnant Women or Fetuses
6.8 AT AR LR € AMAET/RHRETERANEXET R
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6.8 IRB Vulnerable Subjects Application Form for Research
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Involving Children
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6.9 IRB Vulnerable Subjects Application Form for Research
Involving Neonates of Uncertain Viability
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6.10 IRB Vulnerable Subjects Application Form for Research
Involving Prisoners
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6.11 IRB Vulnerable Subjects Application Form for Research
Involving Nonviable Neonates

6.12 Aty b3 tL €34 AR

6.12 Form of Response to IRB Reviewers’ Comments
6.13 itk ¥ 33

6.13 Protocol Withdrawal Application Form

6.14 % *nf2 %

6.14 Protocol Review Routing Form

6.15 * P F iEk 577 3

6.15 Certificate of Approval




