FRRANES | CHBRRGELR § W 018

Chang Gung Medical Foundation Institutional Review Board A | 11.0

TR fEERE FEEE ¥ 2 AT EREETERR FIH | 2023/11/01

H# | Page 1 of 5

517 WIEET Management of Study Termination
1. po

AR (R D & U B R (1 AR 6 )it
%\L%%’q{ﬁ’% ~ b ‘\‘i})‘i“f%‘ﬁé&mn A o i# d A g Fé‘%? :JH: A~ Fé‘%?i
R EEREE E T TS RN TR I X

2. =¥
Ryp T AL 2 T A ERRE RRTE R ERE PR
PAREERARAL Y ST] A PO R TR AW TR farg
PR R A rkantE koo
=
4. BF
B ANLE M E T ARG RG> AT R RATRLN KR
%’ﬁﬁéi%AF@?%%%éFﬁﬂ%%‘ﬁﬁ?%%%\%ﬁ
;3555;, BRCE Y AT A B Rt R IR s TR e B B g AR
ﬁ?ﬁﬁ&é&i BFhRFULACAFA S FFAFARELL
Tj!li%%ﬁ‘f,% ll— f;ﬁ?‘;#ﬂ\/ﬁ l?%‘mllf‘?_o

\9\-\—_\

(1)gL EER ﬁ%%‘rf%(Voluntary Protocol Suspension) @ i 3 A 333 % a0 W
A A TIHTIR o (e 4FA D }f”ﬂzb—v\zﬂ’é B B TR R 2R
2 BE o FEUREVRER] X )3'4,:1!/‘%%@\2' »é-&»ig %k o
(2) 3+ % 23 %7 % (Suggested Protocol Suspension) : & & ¢ & H @ 1 F 4%
B e 3 H iR ik o
(3):*+ & # 1+ (Protocol Termination) @ 2+ 3% @ Jaékr= Fiﬁﬂ"f 18- TR Bk
Yok > T30 - HFRSHIERERL o z&,r%—i:& ™3 ¥ AT e
2R FE REHO AR ELBE o RR LT RV RE
2L x-
(4)%%#&:%. (Protocol Withdrawal) : 2+ 3% & < B ﬁpe T RK g ELIRGNR ¥
gi%, Y —'&%#\"—‘?g\,%ﬁaﬁquxﬁ)ié:\?' G 3:_ i%ﬁxa’@w s
El #“ift“"a‘fwin* Pa(e ATRERLR)

6. mp



http://cghasp.cgmh.org.tw/rule/rule_12_02/110624001_upload_pdf.pdf

FREEE] ELLESRY:

Chang Gung Medical Foundation Institutional Review Board A | 11.0

TR fEERE FEEE ¥ 2 AT EREETERR FIH | 2023/11/01
517 JfEsT Manage ment of Study Termination HEL | Page2of 3
6.1 553 % Bk éﬁiw@ﬁﬁdﬁ

(1)=x32d ﬂ\g SR > Zp & B ¢ (Data Safety Monitoring Board ;
HA-DSMB) ¢ H s 3 g M I F 4% %k S frk ek o

(QEgr 4 S RAFF RO FHR f@#"‘f PTEH AR K Ak
oo & g4 DY o

*';L “:—“A \—

REg+re¢#FmMNUTEEFRTERAMELZS L - F8RIF € R
o TELHBRRI UL AR HPY
A ARRTEFALELE pARLIFTLITENT o
b. 4§ P L H LA 2259
C.HRAF Rz A EEmrki ¥ -
d 77 WP L35 %R -
e%iﬂw%$Pf&%fﬂn?$L% °
TR RN E A ¢%@ ks %%E”T%ﬁi
a%ﬂﬁ$ﬁ1i$ F &#%’Uﬁéﬁﬁ1*W&°
b. #1341 2. i;éi””’#k%%}%*@ P B AR ARAL 0 e R

Ry FRRES -

C. i &P 0 SBIiEBh2 zpi‘*ﬁ Pl AT IR RN B L 2R 2 T o

dj&@%%iﬁ‘ﬁ%"%‘$'%ﬁ$*g

DF Hinf & i FF0 B GRRPE > LA T R s L
FOrRFITXERGER AT

6.2 o3 rfTFc A R AR R A

(DFE afmrc t Rt hd # 4 S sdmb A3 4t A0~ B0 S fch
ip B < i

(2)FF FLiTrc A B AR TR & 45
a3t & wie S
FEBAL LR L
AP Y 2 (Blde 3t E TSR T E A f R 0 R R TAR
B A 474R4)
b.j% x/T\ B Nt
_ﬁ;uﬁ; %ﬁ"ru%ﬁ" 5 %
il
R e
R A (FARY k2P R R TR )




FRRANES | CHBRRGELR § W 018

Chang Gung Medical Foundation Institutional Review Board A | 11.0

TR fEERE FEEE ¥ 2 AT EREETERR FIH | 2023/11/01

H# | Page30f5

517 WIEET Management of Study Termination

-fp B~ 2
6.3 % &A%

(DA2 mef7sc A B PHTE HIFTH > # 5 Fg;%auc WEXIAEE
7 OB AR )3’?#“/%?%%‘”%% - B IL F e Y T %L—:i:‘zi

QFFRERFL LA GFERZHRE S Y LY EE - B L
fekoald 2 AR 2 B o A FREERF L%k iz~ & 1L
BFrE CARTERIFERTH -

)% A &%

QFAHFEEFLAFRETRF 2 FAE RS LE(FL B2
RWPLHE) TRFARFTELR 6 AT s
A ‘335'55%5:& %}k"f#}‘mﬁ RER Pg TR AR (4o L B IR )

b'ﬁ%%ﬁp‘% REWIh L F AL LT LE(2 SR
HEHEFRR) T RFALFEELREC AL T ERUBH L
gvizztjrﬁ%fr:%”‘ 2R T AT BRSO 2k R T e

_l‘

P R AR 0 £ 10 B (65 p ot T Ay
CRR N £ X TR TR o e R R o SR
e TEFRARPFARLE T ERFR G AR FLEL
REN- ﬁa%awﬁﬁﬁﬁ%ﬁha‘%%i%4‘%ﬁgp
R~ BRI (4o i BRERK) 2 FRHRLERE -

(4)- % #7v Pi‘—%’?ir% = A S - P

Otz vRikpL i €A EP S “I"IJiFI FHEILY YR

-+

_—r’ o
6.4 X LG HAPMAE
Fe iR PR L APH B bt’@’L%ﬁ?ELQ CEY
o LSRR e A RS A (T 0 DIPRIEARE R £ 1
1%&@@uzwﬁwmwmvPgﬁgga%%ﬁﬁ%ﬁﬁﬁﬁy
7. inARR

—\|

)
e
=
R

Pt R




RERRIREA CHEAGELR 4 s
Chang Gung Medical Foundation Institutional Review Board A | 11.0
TR fEERE FEEE ¥ 2 AT EREETERR FIH | 2023/11/01
517 T Management of Study Termination HEL | Pagedof 5
1 = 1@ 2L 3 a7 I 73—? A t‘:g“ ¥ =
PRI AL TER g ff%’%‘?m%i%fﬁ
fg AR E Ly
ikl
2 ehM CRER AL R & JeE
3 T3t FEH ARG R & fE A
% E.J'- \:%i %‘ﬁqﬁ—"%i B 'f /_L }'ﬁ?\ %IH}%“‘T{ f’g,&%ﬁ " /e
4 REREAERE AR BT L B R LR
v A REEBR RIEE B g fod
S LTPELFCFALERFE CMERAZLR R A
m‘?‘
6 ?%Aﬁ“&%i LR T AHPBRGELR ¢ RE
[ .
I LTRSS KRG B A R8RS G E Z R
AERLTIRES S 1t bl B b1
8 FALARFLIAFA /m%g‘ﬁéﬁﬁ 2% f €13 e
ER
5 WA FAFA CBHRACRE © A HEFERGEL L3
ﬁﬁ%§£aiﬂﬁi%i%§% B Rk
6 i’%%."f%#p&é%% AR GEL R RE e
7 WtR o T AT P AR HIEE R e RE
8.7 1= ¢
8.1 - » AF01-018/11.0 F ,g,%‘f@/ﬁ’i“f *3 %lé?-/@‘ A&k A
8.2 ti* = > AF02-018/11.0 - & %7 i% &t % o} #%ﬂé 7

8.3 %1 = » AF03-018/110 f2k 3+ % H i ¥ 445 & 4
8.4 it » AF04-018/11.0 3+ % %tk ¥ 34

85417 » AF05-018/11.0 * Riiask %3+ % 47k  f2 23+ 40k - 4

2Rk g A
ENY:




) ELTEERY:
Chang Gung Medical Foundation Institutional Review Board W | 11.0
SAE(EERER FEYR R LI RSEIRERCERR HEA | 2023/11/01
H¥ | Page5of5

5 17 KT

Manage ment of Study Termination




