LA HBERLER ¢

Joint Institutional Review Board

P-S-11
g s

Procedure of Exemption from Review



BREFERE B IR AERP ¢

#l T A BITR (FERPY A RBRT
o3 R Version 1.0 |2010/12/31 |2011/12/03 | 5 -
ey Version 1.1 |2010/12/31 |2011/12/31 |5 - &%= =i+
2 R Version 2.0 |2010/12/31 |2012/07 |s-%
o3 Fe Version 3.0 |2012/12/31 |2013/04 CERS
1373 # < Title -
SOP /| &/f4% /i | Version 3.1 | 2013/09/25 |2013/11/08 | >}/ #®¥ & K2t
SAFLAF A&
SOP /| ke /43 fw| Version 3.2 | % & { # | 2014/04/07 | =z %% - =i+
SOP | x/f4% Fe| Version 4.0 | % & { & | 2015/06/05 | # =%
13 FCAR R S Bh o
SOP /| & /#s% /| Version 5.0 |2015/10/19 |2015/12/01 %i %ji
SOP ] /4§43 Fw| Version 5.1 | 2016/04/29 | 2016/06/06 |1 i3 & i ¢4
SOP | fe/f4% J| Version 5.2 | f % A { # | 2016/10/31 | 1% - =i
SOP ‘| /4% Jiw | Version 6.0 |} % A L # | 2017/09/25 | %+ =
SOP | &/§4% rw| Version 7.0 | p 7 A { ¥ | 2018/08/03 | 5 - =
SOP | fw/fs# | Version 8.0 | 2019/05/27 | 2010/07/23 | 117~ 7<r #AH T
SOP /| & /fs% k| Version 9.0 | P % & L # | 2020/06/29 | 1. # ses 245 -
SOP | ‘e /§4% ke | Version 10.0 | b % A { # | 2021/01/08 | %+
SOP /| & /#s% | Version 11.0 | p % & { # | 2022/03/07 | %~ - =
SOP /|- ' /342 | Version 12.0 | f % A { # | 2023/01/06 | %= =
SOP -] ie/44% Fie| Version 13.0 | 2023/09/26 |2023/11/02 | =777 F## &7
SOP /| ‘e /§:2% ke | Version 14.0 | b % A { & | 2024/11/08 | 5+ ==
#] 2%  SOP /| /o re TP ph R AL
% % % : JIRB1 BEpH I PFALH
% % % : JIRB2 BEPH I PFALH
PaE A AMRARI R gL L R/RA AR [ Pap i P E AL B




N o ok W



",'e' Joint ln%titut(ijonal E‘— “'T\' 1
Review Boar v T
S ANBHABEES
o g N | PS11 | @itp | 2024/00/09
— — e = V14.0

iR SOP L elftd A | / s /p 8| 2024/11/08

1. A2
T X JIRB
(9 Vil =
2R S

No

SN YR

25N 55 A
] B HELE * e




HRB 2o semions T 2
S ANBHABEES
SR LEAR Wi | P-S11 | @3p 8 | 2024/09/09
| = % i V14.0
| 2T 2R a =+ v
RO SOPbEME A | w7 lsasp | 2024/11/08

2. B eh
REBRY AR LR IMEAHRBRLIA (T HETAE ) )F LR

¥
BEC APt EIFPM L L TEAREFALA§FA2L WF T F P

4.# %

4.1 REwi4FA
RERAFLRRFELIARTIN L THLGREGFALAEF AL AP R
Bl =T RELSHFE PR #H?ﬂ/zsﬁ"l TR T e A e RN G
g j‘g%ﬁﬁﬁw ’ péiﬁﬂiikﬁrlﬁﬁ-ﬁlﬂi °

’

42 » ¢ :
421%;@%ﬁﬁﬁ%§1%*&
422 #%

423 ¥

424 ¢

425 F iR RE e

5. 2%

51 %% 4
N FAAREMI R GE ML G T 0 B TGRSR ALAER A
Z AT REER, -

9.2 Mrl k& C

HEMA CTL S P Tl § SRR E T RRBF P F A FREY
2B RATIESE 0 B2 TR Sy kA A

53 HMA & ¢



6.2

6.3

JIRB w2 soars™ I
S ANBHABEES
SR LEAR Wi | P-S11 | @3p 8 | 2024/09/09
= % i V14.0
| =T % » 4+
RO SOPbEME A | w7 lsasp | 2024/11/08

G L HE AR 2 2T AT P TR RR > 2 F P FAE R DB D

xIZE Fo

6.11 Y A RAFHFBARAPITRELST RESR TP-S11-024 %" 34, -

6.12 ¥ TP-S-04-02 TR EFFHFE | FLph = 2 o

FICE A

6.21 f&3 refk gy [ P-5-04-02 373k FARFE  PEEge o F i targ
A p A o

622 o HIFRE/BIRFHRE EHhA ¢ P-S1I-01 LFFFREE | 2353 H
LHTATREALFFLGFERL  RIRLITHIFALT o
FERRT R A B > 0T rk? RS MR ELI g TALEEA,
PHERES S IR 2T AER P F LA S HAILFEEAE
&éiﬁéﬁﬁﬁﬂf%Mi%%ﬁﬁ’E%ﬁ&ﬁﬁ%@M% % i e

R 1R 24T Hh2 A MBEHRLA 6 15 A HBEHRLA €125

RiEs L B ¢ 20 (400 16-S-001-1 £ 77 4 #8251 f ¢ 13vd =~ 2016 & #7z
Flaw LEFEILEY %)

PEFELR

631 0% Ak 2 P-S-04-29%7% A %4 | FHERI/BIRNGFRE BE- =3
HE R Z AT 4L TP-S-04-01 % iEgimaed  p o

632 FEZHNF e HAFT LGP AT B Pd RERT/BAFRT Y FRHETEL
REFF 4 -

633 FEF AT
L LR EFR Y TP-S11-03 43324, A HIEP S
A p (3BIFR) > MEEEIFELER



FFEPEY Joint Institutional
JIRB 7., =l 4

Review Board

MESANBIHBEE S

N i % AL h i | P-s-11 | @amp | 2024/00/09
‘ 5o ® V14.0
|27 2R A% A ’

iR SOP L elftd A | / s /p 8| 2024/11/08

64 aEFHEL R
641 254 B A 3BLITA PR BT ELLED o
w?’%%%%%@%*ﬁ%’%%%gi%’mﬁéﬁﬁﬁ
hA-HFhoF AL
@éﬁ%f@?
(& P“%@ ALEHC) b YRR B g ?
LG RRA?

6A3iﬁ%ﬁ@ﬁiié%*rR&ﬂ03i%%ﬁii%J’i%&ﬁW%ﬁ
FLHTHEPRY e
6.44 RERAEFELAL - FhEFA
LD EELE
%%@%%5?%Wwﬂhﬁwﬂmﬁﬁ%*§?’£@ﬁ7ﬁ g 4k
¢ "P-S-11-05F R 438 AV GA N P FERRNTE 8
THEEERFLER
Q3 FELF
FEEARLELE M TPS11I-04 3B AR rd | WY 54
LA P E2ZRF FHGHEEAMY FHEF LS - HFh

A ACEDENCA D E LR s E EEESL I
BEFERY FRES S BRTLFHERFAGF E5u] o h g
Y AR REFREF L T REECE

B. =% %ﬁpaﬁrxe’dpj’Aﬁryql € e 7*’1&%%%5%&})

“’“{E&r‘}ﬂ\gﬂ' r#{—o—J”%"’ﬁ-“lbg‘ﬁé

i
h

65 A Z A mFHIH E R

6.6 % :
6.6.1 4rk A k3P EF R P ZTAEAEHR, Y EB I X o mRnEIEMEL



JIRB w2 soars™ =l s
S ANBHABEES
SR LEAR %% | P-S-11 |3t # | 2024/09/09
| 33 % i V14.0
| 2T 2R S 4 D=+ ¥
RO SOPbEME A | w7 lsasp | 2024/11/08

oM E
6.62 3 HEALE  FEAMUIEEF o

6.7 FFAh
FHBRG > f2F At TP-S-04-31 R 2 ffed | FHNZEF L TRHRET
FLAERT P AR
7. AR E 4 H



IR wosssiens T 6
S ANBHABEES
SR LEAR Wi | P-S11 | @3p 8 | 2024/09/09
PEE % i V14.0
| =T % » 4+ 7 ¥
RO SOPbEME A | w7 lsasp | 2024/11/08

7.1 P-S-11-01-B 4 % £ Rtk %
B A FEFLGRAEEME R R ¢
o % Bl 4

LAgs %%‘&@ %’wﬁp“+@wﬁxa&%z*%%%ﬁ%’@%¢%

A

AcdeFE A S RAR SR PoRm oA REE HEEG
HErm éﬂﬁiﬂﬁ%ééﬁéuédiﬁ@,Lﬂqpiﬁ@,nubwq%
A2 - > WELERREELA EF LD GRFLELA EHFLFED o

(%)
4
N

N

XX
S AU IR LY SR E R il R
R FRFWPAAFIARPELT AT o



",'e' .éoin.t Ini'titut‘ijonal -
eview Boar = 7
ESANEBHABEES R
MGRE i g AR b | P-S-11 37 p | 2024/09/09
R , i 5T ® V14.0
'r‘"lS A % D=+ 2w
RO SOPbEME A | w7 lsasp | 2024/11/08
7.2 P-S-11-02-B # % ® ;ﬁ-%
PBZ A FEFYGEALEEME L WERLA ¢
A
L e IRB L
A EACES L Y)) €7 P
gJ—% ¢ <
e [#e
3R R B DLl s e-mail
Wk A AEA
LR
(AR 7 & 5 =)
i AR
(AR 7 & 5 =)
iR A
[ p
HEX
q‘F'\ ;F‘EEJ’;F]T D#T D’}é
FLHALTHE LT REE  (kr B LA EN L F PR
K
[JE - BLIA=~E X [P r [rax &34 [Jhiam Y R
HIGPLELFFM
(] I »a@gsEimaiier 232N 0277 0 F 280 A2 TSt
?“;}“—L i‘ii f];; A o
11 3 jcks gl 7t h P/ﬁa CELHFEEEZR D
D?
DK(*'&"'%W"% , LLZHW]%'}/‘&QT#F] )
12 3% A3 ViR TRAMEES G FErF L H AP F
&- ;&ﬁv‘fp;’&ﬂ! RovFaRd B NENRE L P Raprs o BIp 2 H g
LA TR LM -
C1%
(8 (ded v 580 22 B AEHRE )
[] (2 @ % 2 &2 0Bk LR N R A € 1 s I




JIRB v ours ™ sl

e ARBIHBEESS

N . 3| P-S-11 | @B3Tp # | 2024/09/09

g3 w V14.0
- ev[g S % A i
FlTERE | SOP /gy | e / A /p | 2024/11/08
,j_// Flg lﬂ" d
O 3“%%%%ﬁ¢£%5 AESAER RPIERL SRRy

Gt 2 A M I 72 RS 0 0 3 D E R AGERF L2 2% & o)

;%—T’ }5]9 IE]_E}

31 XRFFLALITIR  FRUFABLDL > FEPATHRHE ] 5F
Bo— Gakdpindih o PR RAFAF AT P Raps 0 A2 2GR
LA R LA ﬁ?_

S

[ (o w § &>

LL/EHV‘*‘,; %%"ﬁufg—%]}:} o)

A - ﬂ”?{?ﬁ?‘“ BT 2
fé_;gbpa .

KT TFE NP KFHIA Y e

s
i‘illp Z_

[]

SFW&%%ﬁﬁﬁﬁ TAPIHASTEALLG FUARRECLF 8
hEFLLAEFRALFAIPE LY moﬁﬁ&@&%’ﬁﬁpiﬁﬁ

%ﬁﬁiﬁ%é%ﬁmwi*ma’%$“5¢4

SRR )= A AT

A

\p

7=

Sl il

3

I Al
LREER LR €
2 AAPERIFR:
R B Xl
S
FHAES
Tt o€
R K ERS
el R RS
5%%£%ﬁi§
R Sk e

EEER R

«—
Sy

bl

%nhz =)
g 3

3

P
gy 1L

pan)

Tk E

T i3 ‘m&?@ﬁ“"‘%“"‘%’} y ROA S {«#ZPIZQ‘E‘
(”T%%iﬁé)ka~$%&%4’ﬁﬁ?§

gﬂﬁﬁgg NI RN e Il AR RS
Fﬁgléﬂm'ﬁ_}\ lg‘xpé‘ﬂ\%’? ~Z \Iﬁ;&‘%f\

&

AR BFR G2 A AR
TwARL o

B2 e AR EF > A2 Tl oL f g2 3¢

mEm TR o

bt AMEEE UETE LELRERES
SRR

H >

« T =
. U v

p Ay




SR o sana) =] o
MaANBHBEZES
2 LA iy %% | P-S-11 | B3P # | 2024/09/09
s o i3 T V14.0
FIFTROE SOP /i e :zgz ! wA/p | 2024/11/08

73 PS-11-03-C L %33 4L LA (GGTR/% L %)

M@%kf%?“fﬁ&ﬁé%@4%$$iﬁg
LEFALLEAGTR/IRL R

IRB 55 EE Wi

% 4 1 12 LE it p

ok F A L REEp

[ Raia

?1/1 \}ﬁr

Fh;RES a@ AAFwg  JRF[]E > 2d

B | FhREE | F AR

() |[#FPTEAERELLFFFY PR RES 7 4% [F

(Z) [/ 7 27 2 A28 bk 2

B M e 7

() | T ETREGERA?

(z) 212 1

(1) $42%%

[(I[# &%)
(J[* B &ag]) geecf > 38 [ ]-%%4 RF:
=R A e %%‘%EEEF # . p




",'e' Joint Institutional —
Review Board

F=x | 10
S ANBHABEES
N . i | P-s-11 | @amp | 2024/00/09
‘ 5o % V14.0
|27 2R ] % N~ :
iR SOP L elftd A | / s /p 8| 2024/11/08

74 P-S-11-04-B % % 4 4% i vk

MB: CFERRRAR I R4

IRB %% REE O FEA
e

T AR

L2 geag #s0fr3a 20 %2
2. o F]

(IRB * &)

FEAFmAFARY




T &

RE v o™ Tx| 1
M ABHABEZET
SR XT3 S| P-S11 | B3TR | 2024/00/09
_ e = V14.0
2T 2R A % =+ v
RO SOPbEME A | w7 lsasp | 2024/11/08
75 P-S-11-05B F R &3 HEM
AREES% L R g 57 H%p#H YYYY & MM * DD p
v g A S F % 00000000 &
B4 : 000

_

ER

000

F 3 MOOOFFF & 1452 FOOO - 5 % (&g %5 OO-0O-000) - #Frii

Fj? ) ’3‘-@”‘5». o

Ff

EregFhARHE ’i%
i SRR T
%aﬁp ) %ﬁ
To Whom it may concern,
This letter will serve as confirmation that your project “Protocol Title’’hasbeen reviewed by the Joint
Institutional Review Board (JIRB). Based on that review, the JIRB has determined that approval is
not required for you to conduct this project because your research does not involve human subject or
meet the criteria those do not need IRB review.Thank you for your concerns about protection the right
s and welfare of human subjects.
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Notes
If any new findings affect the safety of the participants or others, or theimplementation
of the study or decision of IRB as to allow to continuing of thestudy, IRB should be
informed promptly.
Interim report is not need in exempt studies.
Any changes of plan in the future. Please contact with IRB and sent as amendmentfor
review. The study can be continued after confirmation by IRB committee. If
theamendment is not fit the criteria of exempt study, resubmit as a new case.
The documents of project shall be saved at least 3 years after termination for thereason
of government authorities to checking.
Serious or repeated failure to comply with regulations and with the aboverequirements
may result in the study being suspended or terminated, and may affectyou to submit
studies for review in the future.
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