SIAN ’
2 i
7N S

R A

% 3
Taichung Veterans General Hospital
2T

= T B OBk 4

Record of Composition and Revisions of Controlled Documents

!

=

> E ] IRB-#§-1 1% 2-200/ | * & 248 EXEEEE AL

Document Number | IRB-Regulations of Operation-2007 Title SOP for New Protocol Rewew

T H iF 48 R E 5 1 ‘,

Composed The Flrsflsicond IEBﬁéomittees L(_evel Qf. :llilgsisified Ecifildential DmI-Jlfiggl;ih%lffc;r'\fidentiaI
by Confidentiality

i H i
Applied to

oz fx

OAll units in the hospital

.ﬁ I )j—"trﬂg A %ﬁ,{ﬂ"‘ ]H'U/‘
mOther (Prease specify): The Flrst/Sec

1H &

nd IRB Committees

daL0 ¢

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

2. "FEHRALA i THARREFAERARER
w54 :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. FRE o

3. Fixed typos.

4.3+ 42c-IRB % AR -

4. Corrected the IRB review time period in item 4.2
c-IRB.
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Version|No. Pages Summary of Revisions of the Document Date of Implementation
A | 5 |[#3 o 20140519
Newly composed.
B | 7 |d A WRE%KL A ¢1RETEER 54 W~ kA o | 20141125
This version was converted from “Version 5.4 of the
SOP of the Human Research Committee.”
C| 8 |[1A#M5511H B FARILER - 20150922
1. Added item 5.5.11 Other review key points
2.1 it 6.113F vV F L3 BH 251560
2. Revised the terms in Appendix 6.11 Certificate of
Approval, and revised item 5.1 and item 5.6
accordingly.
D |9 |1r " #z%t i ¢ {5 "%-/- A8y ih@| 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 cft & 75 & R :51-54-~554-

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

7.3 3 FAFEEFEFAEP $559+55.10-

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.

8.4 "fb’? it 6.4 PTMS i ki £ ~ 6.12 = = T 4e3izh
Fj'; o

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

9773 6.6-6.12 L k3 A LBIREA R ©

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

20160318

1A%~ = # 31w+ 773 3.3-3.6-

1. Updated the version of reference 3.1. Added items
3.3to0 3.6.

2.13:x 51 AR T E R ERF A 2T ATHE R

2. Revised the responsible personnel for “Managing

Review of Protocols” in 5.1 Flow Chart: Added
“expert consultants.”
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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: 553 #7| THFRT & Flﬁ%}#” WHiER AT R

& F%‘ FhEE 4 (@) L EL R X (FRER
T ELR RV EREFN ) R B 5l R
B TF A A 2T

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:x554-555:TPTMS i st  p & FF 3 F 20t o

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

6.4 xf)gv i 1 65#%&:’}%&5’»“;3:56 ARG 22
517 Bl 2 Pk = 2 42 6.1-64-6.13-15-

6. Deleted the original Appendlx 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

:m

Appendices 6.1, 6.4, 6.13, 6.14, and 6.15.
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1.i3:x %+ = * 32 % w@'xzﬂim/-%ﬁiﬁg ,,,,,
%8 (T W#,zJo FrlatEm2 AsfISnEmE: ¥ F
1010265129 5.4 > 2012 - (F2 m*} #R1 %‘fﬁ“f
1071661626 5.4 2 &+ % 2~3~6~7 iFifg <

1. Revised reference 3.2 to “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, 7amended in 2018 pursuant to Wei-Bu-Yi-Zi
No 1071661626).”

2. PR AF AR FEVE T JIEFEREP

(Confllct of Interest COI) U A R ERATEE £ =

2. Pr|n0|pal investigators shall submit Statements of
Conflict of Interest for reviewers to see if all
regulations are followed.

3. ¥/ 55127 #%%.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

17

1 FIEIRBE AT EFFE > B:a&r TEa T4 10 M
2P E e

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

2.4 1% B 551 R F o

2. Deleted item 5.5.1.

3.2:x 552 F 37 P HHL o

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

20190527
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4.

L P AEHE 6.1 o
. Replaced Appendix 6.1.

%‘T 55124‘%Fj§51%‘/zt T8 ERT T SR UP\
e i 1;'1’7?}*FJ%P7'%—Q’?I§%5FAV
*%’ﬁ;?—t‘ﬁ—r%ﬁﬁm\e’é; *gt%f’s;!ii

—E P BT AR T s A e
3% i%p e B 2 AR m%ﬁﬁﬁré’;’ T o
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
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.

20190527

18

= !—‘mm

. #TH 5.5.11.10 ¥ X E K m;*r;ﬁw,e R dne A

. Added 5.5.11.10: The reward provrded to the subject

. Added 5.5. 11 11: If the participant subject actively or

a‘rﬁa 55119 ¥ < #FFH mﬁ’ﬁﬁ}”%gw’%'\%’%ﬁ’
EIGE o éﬂlga\"r’%«nﬂ% ¥ A g o

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

Av\-ﬁ)»pl‘}"ﬁﬁ%kég\; KP rg‘id\l’]l

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

AT 5.5.11.11 © 4% éﬁ BN SR SSRGS S
7@@_& PSR o

passively withdraws from the research, he/she
should still be rewarded on a pro rata basis.

20191018
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4. Added 5.5.11.12: 'Iﬂhe 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 irg 551113 * fg= 3y h2% 5 4 ﬁ £ 7 fu"—FPé,%E
%3 ﬁi&nﬁqmﬂ/} \ﬁgl‘ " (&N FH ) AiFd
4(11?); .}J:Q mifr, m”’ Boo

5. Added 5. E 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 34 i% 6.1 -

6. Appendix 6.1 was replaced.

20191018

1. 332231 3 U@“%ﬁﬁﬂw&%w$$ﬂ
109 # 08 " 28 p w2 4RIy a3
1091407788 5.4 i3 i o

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. Bix i+ 22365 ¢ F=AKI109 & 01 % 15 p &kt
48— ;af;t % 10900003861 5.4 i & =& Fof 2 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.”

B R4 ? RaBFry- o AMEyTGEs8LR €
XEFHEHRIRERRTE %zmrmMS$i
FHEBI LT A o

3. The original “IRB Review Checklist” was replaced by
“PTMS Review Checklist.”
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Revised item 5.4.2.2.

2:25582 3 Fi4F A v RIrIL 28 B P FX o

Revised the PI's reply period to 28 calendar days in

item 5.5.8.

#*4 558 %2 5592 ¥ R LR ¥ F o

Deleted the description of the extension in item 5.5.8

and item 5.5.9.

it 6.1 6.4~6.13-6.15-

Appendices 6.1, 6.4 - 6.13, 6.15 were replaced.
Lre~ 2 LA 20230717
The title of the document was revised.

RTE-z wé‘%ﬂ"m,_%ﬁi Bée, Beci T4
My AR AL 6

The original “The Flrst/Second IRB Committees”

was renamed “The IRB Committees.”

TH S5 2 % 3.7~3.11 -

ems 3.7-3.11 were added in References.

T LRk 43~45-

ltems 4.3-4.5 were added in Definitions.
j&gﬁﬂ%&u 4VCI§ g'&%ﬁﬁﬂilmﬂ%ﬁiﬁg

IRB number was added the term of C: The Third

IRB Committee.

&y AAHRPP R%:iuiE 2 2 & A7# 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 Items

5.5.11.14 and ltems 5.5.11.15.

7. 378 551116 3 F R AN EFARAALE o

7. Added Items 5.5. 1.16: “Considerations for review

of New Medical Technology.”

o0 gahkb
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#r3# 5.5.11.17 ﬁrf R B?H’ié FHRARETR - 20230717
Added Items 5.5.11.17: “Considerations for review

of New Medical DeV|ce.”
#HrHE 6.1-6.5~6.15-
Appendices 6.1, 6.5 - 6.15 were replaced.

#HrgE 61612613 20250910
Appendices 6.1, 6.12, 6.13 were replaced.
L |21 13:2 5422 N F o 20260512

Revised item 5.4.2.2.
e 6.1
Appendix 6.1 was replaced.
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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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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, it is recommended that the head of each
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 * 3 ]
CAEREBREL B AATERSAMEAZ FIRBEY AEE T -

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

3.%%

. N
% ']Q 1=

3. References
31T #H ik afph sk TH M A, 109 £ 08 ¥ 28 p 2 igfI3n3n
¥4 3 % 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.

3.2|— A %ﬁfﬂﬁ lmz—ﬁ éi ﬁ g 'F? f?‘/z‘ e f*fif;bf%‘?i4$
R fé?%‘ Pg F % 1010265129 ?/i» » 2012 - (2 A& FI3R f&r‘m%
1071661626 BABIE % 2367 Fi5% »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)

2026.05.12
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33T Ay 2 | WAER- 55 % 10000291401 5.4 4] 2
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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 &% F?Qﬂ % 1010265098 5.3 =~ 21 512 % 3
LREFHIRAEF AL AW RERE

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¥ P?ac % 1010265075 5.3 = 27 {8 4 G52

FhRLAA€F A2 AL REFR

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 7 #ARE 109 # 01 * 15 p B uEFEH - &35 % 10900003861 3.
bigr 2 Tk

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 f¥F %5 F % 1101668486 H o o £, r;%frgﬁrl/%:é;t
AR —% 4 1‘@1—% 'Fiﬁ;ﬁ |

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.

3.8109 # 01 " 15 p #si&% - & F % 10900004021 5.4 4] 2 =
* r%r}%iﬁﬁ%ﬂl;‘; 0 v X 85 ko

3.8 Medical Devices Act, promulgated as per the Presidential

Order Hua-Zong-Yi-Yi-Zi No. 10900004021 dated 15 January
2020.

2026.05.12
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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 2 45 fIsnfFi @ ¥ % 1101601721 5.4 37
THEF TFREHRAREBHRALIEE 0 2 R T2 0 -
3.10 Regulations 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 #4285 % 1101603684 &3 =2 kg ¥
%4%%%%%&&%&%1

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 TR
4. Definitions
41JIRB : 5 & A #3#% £ A ¢ (Joint Institutional Review Board) -
4.1 JIRB: Joint Institutional Review Board
4.2cIRB: 5 2 A FIRRARLI 2 % A4 o 0 F2ARFIIva b2 T ¢
AR TR pé%'f?zﬂ’“i% ﬁa“f 25 RFE Y S inEE R S
P ERTeR Rz IRBi1gY e A% IRBFAME - A%

F&}‘mll 20 B iTX 4 R A (7& A""‘%}Lﬁ*“ﬁrﬂ"ﬁ)’ %]%%F%J'l
10 B3 ivx 2 Rp (/\)‘L'é: FAAME)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

2026.05.12
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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 PI to submit missing documents).

AP RPN FRARL X 2B VAT ERT A
ER A AR BRP LR A FET L F R

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%i)z% B4t %5)2,3‘,; TR 2 EFTRIE S AT S~ ATH
#‘ﬁﬁﬁmr%@%’ﬂ%%iiih i A S F F R
L FHEH -

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.

A5 RMFR GFR BN G ML RAERF R EH -

4.5 Nonsignificant Risk Medical Device: Experimental medical
devices with Nonsignificant Risk.
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5.2 Acceptance of Submissions
£iiyet BRER TP EFEFEREAE 2R Y4
TP RIBATREF 2o
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#TAMALE %455 1A T Ay AT
AL LT EFF AMBHEABAZAPFFE AT T
BB FEIFHTRZTY -

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 #H T gAY % bR T EFHELFAFEITY
o BRI E LG EFALAEF AL E TR 20 s
@Fﬁ%@ﬁ%%ZZ@ﬁ@%i&ﬂo

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 % "FRE ¥ 8 R ABATHA MR 0 B F R
WA iR F R ILE T A M FATE R P ATE R ATF R E
HEELEIHT Y F AT N2 R o A WE%
2 el ERR PR E LD LU P EREEEEL S
BT -

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
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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.”

5.3 % v %R

5.3 Confirmation of Submissions
FIERFEA QR ERACT 04 BFEF Y BAGL -
Staff members shall follow the guidelines and confirm the
correctness of submitted documents.

531 kmEFFETIN2LAD EHMFE PHEFFR E 0
B4 1 PTMS f 3l w3t F A 34 #88wirg 2% 2
o qwiEF -5 gF A 47;}1;%544,

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.

5321”-‘}{&‘5 3—\::\&;; ’@Tﬁﬁ@—&r"’?%% a‘é‘/__:,—:i %‘L%%‘j‘gé&%ﬁ,’
F e bR hAEE TR
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

up a designated folder for all files of the protocol.
A ) ¥ - 7B %75 IR B B M A o e S 4
Digit 1st 2nd 3rd & 4th |5thto 7th |8th
PRLE laupg 3 6 aA A7 % ks [P RE
Meaning Type of protocol |Review category =22 Serial % BLR g
of the digit Year of number B
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Committee
AEE A |J:JRB X F:-4% & E 001 3 999 |A: % - A &=
Meanings |J: JIRB F: Full board review Last two 001t0999 |3 6™ % 44
of letter digits of the B¢
codes S:FeThRE |E:-f*3% year A: The First
S: Collaboration |E: Expedited review IRB
with a company Committee
W: &%
C:kpMp FF % |W: Exempt review B: & - A g
C: Research ENER A
within TCVGH G: {4 %eci-4u3% i
G: Category changed from B: The Second
N: FiFfe® * | expedited to full board review IRB
N: Research from Committee
the National C:REHB E2F AU
Health Research | 2 5 2+ 4 C: %= A fgs=
Institutes (NHRI) | c: contracted protocol THEE L
approved by another legal i
IRB C: The Third
IRB
Committee
5 4 % ﬁ g-f!l\.‘»
5.4 Evaluation of Review Category
LR REBAT RS 7R E S N AR
IRB members shall evaluate and decide the review category of
each protocol according to the guidelines below.
541- 4% 4% e

5.4.1 Full Board Review Protocols

54285 2 5%

i“”WﬁWﬁ¥%ﬁﬁi
A T

2R

R £ R

i T 37%

Protocols not quallfled 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).

OaES

5.4.2 Expedited Review Protocols

54.2.17% 3

i# [l iz 101 # 07 * 05 p ¥ F?—} % 1010265098
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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.

54220 ENEARGTREFTPELEL FE, 2T (D)
SEEAES < MO LR kS
(3) FEFATEBRSC RN e B EP T 5 (4)
FEH B E Eb ol 0 6P 8 ¢ L (5) 1
gs;}?’/\‘ S = AR A - ;}i&a)gn;le
B2 B iThETH a8 LRl Ay
.:_-&PGJEEMF\T,;’,, SRR DU Pt RIS
ZERGARMYRER T (RGP R L L W% A
KT VREP B2 HER)(6)F AT EIpE AR

1ol pEre b2 J15E ek 8322 %7 95 o

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)_Conflict of Interest and
Confidentiality Declaration for Project Research Team
Members, (4) Statement of Significant Financial
Interest and Other Relationships, (5) Updated CVs of
the PI, Co-l, 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 training on
conflicts of interest.

5.4.3 4% % 2
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5.4.3 Exempt Review Protocols
¥ irdeFie 101 & 07 * 05 p ¥ %53& % 1010265075 %L
st THLGRFELAR§F a2 P FEER,
TP L A B
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&xLAFh
5.5 Managing Review of Protocols

5.5.1 % % 4h% ¥ I8 o & (7 ATE MoBh TG MR o b b 1F B PpE
AR o

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

(FHEFRTHLZ
EFALE -

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
qualifies 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.

553 ¢ 7 z2 57%34 »TPTMS i3t | p#F 8 T F 2 2
ZHEIR B REFTFT A o
5.5.3 PTMS will be used to send automatic E-mail messages to

notify reviewers or expert consultants to review new
protocol submissions.

‘él-\
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FRE-S B ES RSN EES S AL S ESES LS TR
W TPTMS %t pHFF T FM2d ot F 134 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
Pl.

555k AEFL A Y LT U -

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

556mn3 222329 X Emall 2% 4L R -
5.5.6 Staff members shall check the review deadline and remind
reviewers via E-mail.
BE7HAEE LT HISALFEALLEUY -
5.5.7 Staff members shall check if the reviewers’ comments sent
to the PI has past the deadline.
558+ F i H A4 (v h3AAL) RIS 7TRBPER > FA2
W28 Bp AR AT BREThE 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.
559cIRB% i 3B1ixx 5 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 #FiFA i pw fhz 4 %
BB RY ) FEIBATED T
ARRF CEFME OB FHEFRUATEEATES -

P
3
5.5.10 If the Pl does not respond within the deadline, the
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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.

55118 3 4RI ER
5.5.11 Other Review Key Points

LEREAVEEME “f = TPTMS %23 2 €23 R %%
ﬁﬁ$JLﬁ$§L4’$—§%L%E%%MA&Z
When IRB members review a protocol, in addition to
following the PTMS Review Checklists, they shall pay
special attention to the following aspects:

55111 &%+ 7 HRex i&@(ﬁ)-—.ixvé o s
THSIM I3 &K?i‘]‘x\zi‘i# N3 ml E o

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.

55112 *H F AT HF 2 AR g ikt 1L Rk it
702 RS REFAELEEL 2 ERE
HUELE S N 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.

55ﬂ3ﬂﬁ§4i$ﬁ(2%%%%$ﬁ)@?%ﬁ$ﬁ$
RV AMEGE T AVERLOREZPN o B
EFHFOFEELEEIAmAL e T RAL R L L
R~ RFRFLI PN LB ERAALT
r'/‘°1EP§‘?'/E‘F§LLBb }3‘\537"’4)5};]"1'\:'/\?4)5
FROP LY ETER LA ATRY o 2 R
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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.

55114 & r%]%‘,é‘ N f}: 79 fl:l;‘l'ﬁ."—\i #_%_%;é%}jz |~/4 %?ﬁ\"gé 3
P PPN g
REREERE 2 385% 0 7 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.”

5.5.11.5 =3 FRLIPZF R ECHFL 0 2 BRE- KR
4 4 g E%’Qﬁ*mﬁi)i
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.
ax;éiﬁ PR3 Ra et 235k 2hW Rk o
Boo® e wx ;é—*ﬁ?’ WA >R A FRT AT

LEHEL S5 e

a. The Informed Consent Form shall specify that the
clinical trial is not a necessary procedure in a
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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.

bt 7 2 12 k2 3 - R b Fag e v
ER O wt@4s PW*JF%’;qé ERE
TP AR 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 #3322 % "uxﬁﬁ_?f%‘ TR B
PR ERRARFRFLI LT o

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 #*F i #F A F i d wHF R THE R EP
(Confllct of Interest, COl) > " { £ E 2 FE T + &34

5.5.11.7 The PI shall submit Statements of Conflict of Interest
(COl) for the reviewers to see if all regulations are
followed.

5511.8 # 3 %% 2 FL A 4 > s L | €2 i%
A%}«)Li%—t’}‘ﬁﬁgﬁi‘ /3_;)‘:;}5_7\“

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
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the IRB to regulate the publication of the results.

5.5.11.9 rAFéJmﬁﬁﬁ‘i}”$gﬁ R REPRE 2V HI RS
%\"#’19 ng’};mﬁ,_ﬁ o

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 L x Pé«*f SFP R FA Y AL REH AT

%\-}; MY 216 1 B+ o

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 4o @ F A o N AR F T IFT 7 5% > 0 et BB 3R
ﬁjuJ 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 Py A2fhm L 2P K £ R IE L E
IE$%P P AEER O MRAFREERALIN X
Fé‘ e ,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 + g3 b2t 4% # g% &L E R RE
Iﬁﬂ/}\g/} (f%‘ ) ‘\"Faéﬂ‘xpé‘ﬂ
m;fr'gm}ﬁm ¥ o

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.
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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.

551115 & ¢ = WA FAFIP K0T DRk Bk R
do RPF AP REE EREE IR DAL
2T FERAI NIRRT

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 %?%J%f#iiﬁ?% FLBALER

5.5.11.16 Considerations for review of New Medical
Technology:

Ay d AR AR FROEERE S E)2

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

D i#B 4T { WA ~ R~ 2RI AR LA (L
® RS &) o

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

CHHHPF > BFRfrt 4 £ F L URFE RSB -

c. Whether the time and manpower are sufficient to
conduct and complete the trial during the clinical
trial.
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d.&= ;E KA T 6 EHBFREZ £IB -

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

ey BK AT P

e. Are the research hypotheses clear?

fRABFEIT LT ?

f. Is the sample size calculation appropriate?

g.i¢ * m:;s;;‘ssﬁ-k@ FREFLGR(F- 5P bR
MAFZE5 Fr%G )2 FLG(F - T
MR 'S ,bt_) o

g. Whether the medical device used has Significant

Risk (Class Il: Medium risk, Class lll: High risk) or
NonSignificant Risk (Class | : Low risk).

hEZLRIIGTRR? = § B hnTH A
g %‘ri\‘g’%c%éﬁi‘& B GE o

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.

PR BRI T S A ek K
i. During the research steps and execution,

consideration is given to reducing the risk to the
subjects.

5.5.11.17 #7 ¥ BHP A F & BALF -
5.5.11.17 Considerations for review of New Medical Device:
Ay BAAET AR FREERE S B2 g F B

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

,é’#’f%}%‘?}?*ﬁhT,{ﬁ.;m%:fﬁ,1141»1-)‘#5 ?’4)‘5
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RARFRL'G(F- Ea MARM) -

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 lIl:
High risk) or Nonsignificant Risk (Class I: Low risk) .

CEREMAL DT 240 B> TE > o5 AT v
10 B A8 TR

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.

5512 #% "F i | ¥ T8 RT3 R B RP FoRHITLERL

FUARLLER %%%hﬁﬁiﬁé TR
W E > N EY & |?ab§ﬁ&§ L.ﬁ,lg%ﬁ&%,?é%J
#mﬂiékwﬁﬁ’%éQ’“£F%%W;m?ﬁ
B VT o

5.5.12 Article 78, Medical Care Act. “For the purpose of

5.6
5.6

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.

I 5‘3‘@ I+
Records Retention
PR AR R RpAr T RT > L L R L8 R b o
Relevant personnel should keep all records carefully following
the guidelines below.

KO K>y B %17+ BE (%13 Hp ¥
Number Name of Document Retention Location Retention Period
1 rEBhREF i + H IRB 7% % B ER s 3
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New Protocol Submission IRB Office At least 3 years after
Checklist the trial is closed
o . N PRI 3 &

2 WA T 0> %5 AL (A) IRB 7%= 2 At Tiitfé}i after

Expedited Review Checklist (A) IRB Office oY
the trial is closed
%t {: 3 .\“:i ;‘4 ‘/&

3 WA T M > %5 R L (B) IRB 7%= 2 At Tiitfé}i after
Expedited Review Checklist (B) IRB Office the trial |ys closed
PTMS &7k ¥ 33 o IRB y£2 3 BRI 3HE

4 PTMS New Protocol Application . At least 3 years after

IRB Office L
Form the trial is closed
kEh il g 1k 3 f
FELRBE A RBysa g | Foedhi3s

5 . . . At least 3 years after
Reviewers Selection Form IRB Office the trial is closed
AR AR g 7 . i

LERF AT ARG o RS 3 E
B E R IRB 7%2 %
6 IRB Risk and Benefit Assessment IRB Office At least 3 years after
i the trial is closed
Checklist
wﬁ/;ﬂ,t.m;wgéiﬁgwﬁ/zﬂ / NEA L 4 sk o
‘_1_‘-;‘5@% }i r B = % ¥ v;g:a_a;\g' FF 1 IRB ;ya_?':»é\ % fzé‘:‘;ﬁ.s\’:‘ ‘#\ s 3 &
7 L ) At least 3 years after
IRB Vulnerable Subjects IRB Office S
C the trial is closed
Appllcatlon Form for Research
ARy KR E R A7 A o
% iﬁg% & IRB 72> % ;f:‘ﬁﬁ“é—é\%éi%ﬁ

g |Th*% TE2 | Atleast 3 years after
Forr_n of Re,sponse to IRB IRB Office the trial is closed
Reviewers’ Comments
Ex Y g3 IRB 52 3 WRERE 3E

9 Protocol Wlthdrawal Application . At least 3 years after

IRB Office L
Form the trial is closed
kEh il g ik 3 f

10 | B RB7e2% | vli‘%?t%é\ %3 ﬁﬁ

Protocol Review Routing Form IRB Office c€ast s years after
the trial is closed
kEh il g ik 3 f

ARG Rk R T IRB 7%2 % BRI 3

11 . At least 3 years after

Certlflcate of Approval IRB Office L
the trial is closed
> Ao IRB 92 % At%‘léﬁﬁfié\%é Bﬁﬁ
Official Correspondence IRB Office cast s years after
the trial is closed
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6. Appendices
"PTMS jix< & ~TPTMS % %ﬁé ARFARPA N2
v R&m ,]‘i..wﬁi;],. ’ #‘h}iﬂ\;ﬁ—’# 2 Jg s FR A F| M T o
“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.

1ir% % hisg s il
6.1 New Protocol Submission Checklist
62TRAF L M+ F AFFPHEA)
6.2 Expedited Review Checklist (A)
63FrA LM% F 4 FEPHA(B)
6.3 Expedited Review Checklist (B)
6.4% 4% R #:E A
6.4 Reviewers Selection Form
S AWML EEFALAE - BFARERGENE TR A

6.5 IRB Risk and Benefit Assessment Checklist for Full Board
Review

66 A WMFTEEFALAEHFFARERGRENE TR A

6.6 IRB Risk and Benefit Assessment Checklist for Expedited
Review

6.7 &ﬁﬁfzﬂizmﬂ%éiﬁ AP TR ER O E R G TR
L o A R T AR R Y
6.7 IRB Vulnerable Subjects Application Form for Research
Involving Pregnant Women or Fetuses
6.8 &ﬁé"/ﬁﬂi HRFLEAAE AWML REREFERA I T RE
VAt AR EAL Y
6.8 IRB Vulnerable Subjects Application Form for Research
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Involving Children
6.9 &%ﬁpixﬁﬂgéiﬁg FrlEskixirypr b x5 3%
VAt A x4 2 p i i S22 %
6.9 IRB Vulnerable Subjects Application Form for Research
Involving Neonates of Uncertain Viability
610 A BF T HEFLLAE € AP TIRERFER > 2 XG T %
279 F%—Z‘-i%ﬁ 2P RO =y
6.10 IRB Vulnerable Subjects Application Form for Research
Involving Prisoners
6.11 *HMFETHEFLEIR ¢ WA L/EREFER 2 XG T %
WY G- BRE GEORTE Q27
6.11 IRB Vulnerable Subjects Application Form for Research
Involving Nonviable Neonates
6.12 ‘T HEFLLIAEFLILTY R A
6.12 Form of Response to IRB Reviewers’ Comments
6 13 3“’;{—1- ":’L‘é'
6.13 Protocol Withdrawal Application Form
6.14 %= 2 ;5 f2 4
6.14 Protocol Review Routing Form
6.15 A W 7 F%HFV 3
6.15 Certificate of Approval
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