FEEREEE R e w7t | SOP/14/03.0
- B o
http://rrec.cmu.edu. tw/ T HER | 102.03.12
BERN BB (SAE) e HE | 106
H#fR
St H#% Hi%
H#k
L B e 2
2. B[] et iteee ettt e b ettt e e e benr e e e renre e 2
TR = RSSO 2
BLZEEFEE T IE A s 2
B2 FEIE K v 2
B B T e s 2
K e ey — LRSS 2
B R e 2
4.1 BN REEHEUI ~ BB 2
4.2 BN BB g aE oo 2
4.3 NI R B G B B T oo 2
o e SRRSO 2
4.5 BEEER BRI oo 2
TR =SSR 2
6. STEFITEMERTATEETR oo s 5




HEERGEERE S 4w | SOP/14/03.0
. BT pr——
http://rrec.cmu.edu. tw/ T HER | 102.03.12
EREN REMF (SAE) #H =8 | 2016

1. H®Y
PR AT B Sz AT T AT AR HUEREE A EEE{4 (serious adverse
events - DUNfEfE SAE) - FRipll /2Bl se MR HIEFHEA SAE -
WH5e A th A 38 A B 2e AH R HLIETHEAMERY SAE » Tl ges2 B8 E /st E 2
FEREE RN - FERZ BRI SR - AT B e AR - DIRE RS -

2. EuE
BN EAZ B GHEE BT HIEERT ZFTAZEETE -

3 BE
31 HFEETEERA
3.11 [AZE G HE SAE ¢
32 FEMA
3.2.1 $THHBAT TR -
3.3 HATIE
3.3.1 F & SAE WA EEMARITE) > BiEAMETER - IWNEFEG IE’T
ISR
34 EFERAR
3.4.1 HHITIE fR I ZATEN T MU A% -

4. fEsRE

4.1
AMAUE] T EEA RBEARER ) & FEESEOSH Cah > HF LR
NFFEARRERL) - LE#TTRNE

4.2
HITHEFEAMEER - SAFReE IR MBI L EE S > GfE5sIkE
BEE - BHEER ARG -

4.3

HHEA sk 2 EEZ BMXIR - FURIF AN ZDEHEI = -
4.4

SERR B 2 ZE R AR B G R RIEFPiRE B -

5. ff
b fF— B E A REFERE
I BEAN REEERRE



&% | SOP/14/03.0

TEEREEELERE
PREfERAE T

o Wik |30
http://rrec.cmu.edu. tw/ T HEE | 102.03.12
EREN REMF (SAE) #H H# | 30f6
P —
BREN REARFR
RREC 45k b FEETE 4Rt
ST
SFEEFA
(BB viliav
EHEEE LG [ iEHtERES > 6 R
L] 3ET
SAE 1 [ BEGE (5RO 0HEL g &R DEAE)
[ HAfth
SAE it
e Ry THIH CITEHA LR THIH
24 HEH _ % A H | EEREEAHE F___H H
SAE Z iz &t
SAE 75t CfECA#rR  DE#ET HEAM

eSS PN EPSE S

*

e it et [ WRATREAERE [ IFTREMHRE
AR ATRERRE RN ElE HES

(R EEREERT BRI BT e R

ERF AR Btk

AR [TINTER &L
SHEER A A A H
B BB E R

(RREC) ¥ __ % H__H




FEEREEE R e 4w=% | SOP/14/03.0
- B P
http://rrec.cmu.edu. tw/ T HER | 102.03.12
EREN REMF (SAE) #H HE | 40f6
P —
BEFfRBFERRE
s EAmIE KEEGERIK
SFEEFA THEZEHH
sFETH
SAE f&jft 7 H HA £ H H
FEE AR sm___ . H H i 2 50 2
&
PN
=
=5
iﬁt
Jid
e
Eﬁ
ke
A
& AERETTE)
L] &
e |02
=
&
R
EEZEFL SERkEE H A F A H

RREC FhERZEEHT © (IIEHEAE)

RREC FhE U HE © (JnZE HEE)




TEEHEEEZES 4@9% | SOP/14/03.0
— fE e (RS AR WA |30
http://rrec.cmu.edu.tw/ T HHA 102.03.12
REN EEA (SAE) i HE | 506
6. XFFHIEBETLHFR
NETE BER REH (SAE) #HE 4R [SOP/14/03.0
A | S#THE | RAeESSOgE BEINESE BEAR| ZAEE
R I
01.0 |100.01.01 |WZef@Eich VS | Ef ~ ST | BHK | K&
HEF WY H
02.0 |100.07.05| %5 2 RFEEEH | TfF  FHET | REE | RIE
ol e Lo A “—H:,_\_’Eﬁﬂz . ﬁ%%% N N
02.1 |100.08.11| 45 3 waEaers 0D = Sk | Seunks
3 REFEETH i B KIBRE | RIBE
1. BEIREGHE
2. BETHH4—ERE
03.0 {102.03.12| 5 19 FETFH | FAEFEFBEHE| 2B | FEE
3. FHHEANA] 6 Sz
HIEBET4C8%E
103 A ‘ R
03.0 [103.12.25 o 7:)/@?553% B =R | MRIES
03.0 |104.02.26 o 1 TEE e =EE | MIES
105 4FJE \ s
03.0 |105.08.25 . 4:,/3%?%&;% B EOEL | MRIEST
106 4FJE \ R
03.0 [106.02.25 . 1:%%%&% B EOEL | MRIEST
107 4FfE \ R
03.0 [107.04.26 " ngﬁgﬁ B EOEL | ARIEST
108 45 \ R
03.0 |108.04.25 " ngﬁgﬁ B EOEL | MRIEST
03.0 [109.10.29 109 4FJE \ R
- Sﬁﬂfg% TS | SRR | MES
03.0 [110.12.23 110 47 \ -
o | TR | SORE | HER
03.0 [111.10.27 111 4FpE \ R
e :kggs% TR | SR | MES
112.06.15 112 4EfE N e N
03.0 55 3 B E=Rsiy e =EE | MIES
113.04.25 113 4 \ e
03.0 L e B wEE | MRIES
03.0 |114.08.28 114 5 EIR EEE | MIESN




hEEREEERESY 4% | SOP/14/03.0
- e e 130
http://rrec.cmu.edu.tw/ T HHA 102.03.12
BB R (SAE) % w | sorc




