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- ~ Subject 103-201 started C1D1 on 09May2019. On 21I\/Iay2019 subject suffered from
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- ~ Subject was scheduled for C1D15 on 23May2019, but the study treatment was hold due
to the SAE abdominal pain. Additional information received on 12Jun2019, the event’s
relatedness was updated. The subject’s abdominal pain is still ongoing and not yet
Recovered .
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5 § 2 S5 &
Bronchiolitis
PHHO2018
1. | CMUH105- | 2018/12/6 FU-4 INC280 obliterans-organizing 1,3 A
KR013151
REC2-044 pneumonia (BOOP)
Bronchiolitis
PHHO2018
2. | CMUH105- | 2018/12/6 FU-5 INC280 obliterans-organizing 1,3 A
KR013151
REC2-044 pneumonia (BOOP)
Bronchiolitis
PHHO2018
3. | CMUH105- | 2018/12/6 FU-6 INC280 obliterans-organizing 1,3 A
KR01315
REC2-044 pneumonia (BOOP)
Atezolizumab(A
TEZOLIZUMA
AUTOIMMUNE
B)(Infusion)(Bli
ENCEPHALOPATHY -
nded)
DRUG RELATED (DRUG
CMUH105- .
4. 2019/5/8 12318864(0)| Initial o INDUCED 23 [ A
REC2-074 Gemcitabine(GE
ENCEPHALOPATHY)
MCITABINE)(I
(Drug-induced
nfusion)
encephalopathy)
Cisplatin(CISPL
ATIN)(Infusion)
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Atezolizumab(A
TEZOLIZUMA
B)(Infusion)(Bli
nded) AUTOIMMUNE
CMUH105- Follow . ENCEPHALOPATHY
2019/5/8 12318864(1) o ] 23 [ A
REC2-074 upl [Gemcitabine(GE (Autoimmune
MCITABINE)(I encephalopathy)
nfusion)
Cisplatin(CISPL
ATIN)(Infusion)
#1) MK-3475
Study
#2) .
CMUH107- 1812CHNO |Followup Mesenteric artery
2018/12/23 PEMETREXED ] 23 [ A
REC2-086 11913 9 thrombosis
#3)
CARBOPLATI
N
#1) MK-3475
Study Status epilepticus
#2) Respiratory failure
CMUH107- 1903MEXO0|Followup
2019/3/20 PEMETREXED| Pulmonary embolism 1.3 A
REC2-086 10229 9 .
#3) Pseudomembranous colitis
CARBOPLATI | Urinary tract infection
N
#1) MK-3475
Study Status epilepticus
#2) Respiratory failure
CMUH107- 1903MEXO0 |Followup )
2019/3/20 PEMETREXED| Pulmonary embolism 13| A
REC2-086 10229 10
#3) Pseudomembranous colitis
CARBOPLATI | Urinary tract infection
N
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#1) MK-3475 o
CMUH106- 1712AUSO |follow up Acute renal injury [Acute
9. 2017/12/4 Study ) o 23 | A
REC2-071 02876 22 kidney injury]
#2) IOSCAN
REGN2810
CMUH106- Follow N
10. 2019/3/18 [2019-23480 (CEMIPLIMAB| NEPHRITIS [Nephritis] 1 A
REC2-057 up 2 o
) Injection
ALLERGIC REACTION
REGN2810
11 CMURLOE- 2019/1/3 ]12019-10743] Initial |(CEMIPLIMAB 1o AR 2 A
. - nitia
REC2-057 o INFUSION
) Injection [Hypersensitivity]
@
CARBOPLATI CARDIO-PULMONARY
ARREST
N
12 CMURLOE- 2018/6/20 [2018-27067| Initial (CARBOPLATI et et 13 (A
. - nitia i
REC2-057 N) Unknown Worsening of PLEURAL
@Pemetrexed EFFUSION [Pleural
(Pemetrexed) effusion]
Unknown
REGN2810
CMUH106- Follow
13. 2019/4/7 12019-26865 (CEMIPLIMAB DEATH [Death] 1 A
REC2-057 up 1 o
) Injection
MASSIVE
REGN2810
CMUH106- Follow PERICARDIAL
14. 2019/3/12 [2019-22601 (CEMIPLIMAB o 234 | A
REC2-057 up 1 o EFFUSION [Pericardial
) Injection ]
effusion]
REGN2810 HYPER PROGRESSION
CMUH106- Follow
15. 2019/4/1 12019-25243 (CEMIPLIMAB [Tumour 13 A
REC2-057 up 3 o )
) Injection hyperprogression]
#1)
PEMBROLIZU
CMUH106- 1901RUSO |Followup MAB myocardial infarction
16. 2018/12/25 o ) 1 A
REC2-132 01144 4 #2) [Myocardial infarction]
EPACADOSTA
T Study
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#1)
PEMBROLIZU
CMUH106- 1901RUSO (Followup MAB myocardial infarction
17. 2018/12/25 1 A
REC2-132 01144 5 #2) [Myocardial infarction]
EPACADOSTA
T Study
#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA | pneumonitis [Pneumonitis]
CMUH106- 1812TURO |Followup T Study Colitis [Colitis]
18. 2018/12/4 ) ) 1231 A
REC2-132 12492 7 #3) Worsening diabetes
CARBOPLATI [Diabetes mellitus]
N
#4)
PEMETREXED
#5) PREDNOL
CMUH103- 2017JP012 |follow up| Enzalutamide Gastric
19. 2017/7/2 1 A
REC2-029 924 11 Blinded cancer;Dizziness;Giddiness
CMUH103- 2017JP012 |follow up| Enzalutamide Gastric
20. 2017/7/2 1,3 A
REC2-029 924 12 Blinded cancer;Dizziness;Giddiness
CMUH103- 2017JP012 |follow up| Enzalutamide | Prostate cancer;Edema of
21. 2017/6/8 1,3 A
REC2-029 436 11 Blinded both lower extremities
Coma;Prostate late
CMUH103- 2017JP012 |follow up| Enzalutamide malignant
22. 2017/6/15 ] o 1,3 A
REC2-029 408 11 Blinded tumor metastasis;Urination
difficulty
CMUH103- 2017JP012 |follow up| Enzalutamide Gastric
23. 2017/7/2 1,3 A
REC2-029 924 13 Blinded cancer;Dizziness;Giddiness
CMUH103- 2017JP012 |follow up| Enzalutamide Gastric
24, 2017/712 _ o o 13| A
REC2-029 924 14 Blinded cancer;Dizziness;Giddiness
CMUH103- 2017JP012 |follow up| Enzalutamide Gastric
25. 2017/712 _ o o 1,3 A
REC2-029 924 15 Blinded cancer;Dizziness;Giddiness
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Death (reason
CMUH103- 2016JP018 |follow up| Enzalutamide unknown);Both lower
26. 2016/10/15 1,3 A
REC2-029 551 8 Blinded extremities showed pitting
edema
Death (reason unknown);
CMUH103- 2016JP018 |follow up| Enzalutamide Both lower
217. 2016/10/15 ) » o 1,3 A
REC2-029 551 9 Blinded extremities showed pitting
edema
CMUH106- 1907TWNO #1) MK-3475 hyperglycemia
28. 2019/7/12 initial ) 23 [ A
REC2-071 09971 Study [Hyperglycaemia]
Melflufen(Melp
halan
flufenamide
- PANCYTOPENIA
RU-PSI-20 |follow up| (melflufen) )
29. | CMUH108- | 2019/5/27 ) (Pancytopenia, 23| A
19-00068 1 hydrochloride) .
REC2-002 Pancytopenia) (]
Dexamethasone
(Dexamethasone
)
CMUH106- 1907TWNO(follow up| #1) MK-3475 diabetic ketoacidosis
30. 2019/7/12 o o 23 [ A
REC2-071 09971 1 Study [Diabetic ketoacidosis]
autoimmune diabetes
CMUH106- 1907TWNO(follow up| #1) MK-3475 ] )
31. 2019/7/12 mellitus [Diabetes 23 | A
REC2-071 09971 2 Study )
mellitus]
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CMUH107-REC2-121

[z % 2142 ]
*ik% ¥t 2 4L CFZ533 (Iscalimab)
*% p MR HRF 107100 01p % 108& 037 31 p

CMUH104-REC2-065

[z % 2142 ]
*k% % $ 4L 0 MEDI4736
*g XMAFL PR 2019 F 10 13 p 12019 & 4 12 p

CMUH104-REC2-155

tag-

N
&
S

[(#&]
*ROF CUEAFRP BB AT A 2T b L BT 7
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initial 2 followup 1 & @& i@ 4¢

CMUH106-REC2-071

(2= 2iap ]
R E S L MK34T75
% pMERELYF
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019

CMUH105-REC2-132

iR ik

[DSMB -3 :i 4]
*2% iz % p g 12019 # 05 0 17 p

CMUH104-REC2-092

=
|m}
3

[ {AT3dsk g H ]
*»zdp 12019 & 07 * 01 p 2 2020 = 06 * 30 p
¥ i< i+ :EP0012 Taiwan Certificate 30Jun2020

CMUH106-REC2-099

5k VY 3L

[ %% 24247 & -SUSAR LL]

*RB F 4 L4L ¢ Lenvatinib

*E rPIFLHF 2017 £ 8 13p 2 201820 12 p
*E rPIELHF 201820 13 p 3 2018 81 12 p
*E rPIELHF 2018 £ 80 13 p 2 201920 129
[ 23+ > {247 & -DSUR]

*HES%E P LAE T Lenvatinib

*E rMIFLHF 201720 13p 3 201820 12 p
*E rMIFLHF 2018 20 13 p 2 201920 127

CMUH105-REC2-028

v AR

[{r7a842p]
*3 A& @ Ramucirumab LY300806 Investigator’s Brochure,
Approval Date: 27-Mar-2019
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*:E ok B 5 L AL Merestinib (LY2801653)
*% dMAFL R 1 2018F 2% 21 p 3 2018& 87 20 P
*g pMApL @R 2018287 21 p 3 2019 & 2% 20
[ = 2144 ]
*RE F i LAfE 1 LY2835219 (abemaciclib)
X rPHFEIYHEF
107 # 04" 15p 3 108 % 04" 14 p
108 &= 05 * 22 p _ILD_aggregate safety report
108 & 05 * 23 p _ILD_letter to investigators
9. | CMUH106-REC2-086 Y7 (CEEESESD
*i# % 48 £ : I3Y-MC-JPCF Annotated CRF, dated 5-April-2019
[{ATadr 0]
*a # 4 2 p 1 Abemaciclib LY?2835219 Investigator's
Brochure,Approval Date:14-Jun-2019
[H%=]
*IDMC Letter_Jun 12 2019
[28= 2142 ]
10. | DMR101-IRB2-271 v AR | *E&E S 4L ¢ Nilotinib (Tasigna)
*F 2PMARL WA 0108 #0402 01 p % 108& 06 30p
[z 242 ]
*E 2%k E 4 L4 - Abemaciclib (LY2835219)
*% rMSRLHF 2018 & 102 15p 3 2019 & 4 % 14 p
11. | CMUH104-REC2-052 EN8
[{rTa#r 2p]
* A > p i Abemaciclib LY2835219 Investigator’s
Brochure_Approval Date:14-Jun-2019
[z 242 ]
*EB E 4 LA ¢ Ixekizumab (LY2439821)
*% rMERLHPF 12018 # 9% 23 p 1 2019 & 37 221
12. | CMUH105-REC2-138 Fi 2
[{rTa842p]
*5 A : 07-Jun-2019
*p #p 12019 # 06 * 07 p
[{a7Rixams 4]
13. | CMUH104-REC2-102 iR iR *3 & 1 CA209-238 Auto eCRF PF4 Final

*p 4 1 02-MAY-2019
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*5 & ¢ |B#18 (Nivolumab)
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iR B
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*ERE L LA Tislelizumab (BGB-A317)
*H rMARL W 12019 & 4% 1p12019&25% 31p

15.

CMUH106-REC2-132

it
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PRF CREFAVFEP SR ERST LF RIFEL LEE S
-CIOMS MFR CONTROL NO.: 1808TWNO006475( report
type :F13)

16.
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*Eok F 4 LA ¢ Isatuximab/SAR650984

*E rMPIELHF 20192 10 31p 3 20196 13 p
*:2% F 4 ¢4 Cemiplimab/REGN2810

*E rMPIELHF 20192 10 31p 3 20196 13 p

17.
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*i A& p ¥ : Final Clinical Study Report_14Jun2019

18.

CMUH104-REC2-139
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19.

CMUH103-REC2-029
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*R% ¥4 L4 Enzalutamide
*% ppAR LY 12018 4& 117 7 p 1 20194& 40 25 p

20.

CMUH107-REC2-084
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1. Investigator Letter, 10May2019
2. Investigator Letter, 13Jun2019
*i % D TFDA & &
1. HA Communication Letter, 10May2019
2. HA Communication Letter, 13Jun2019
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23. | CMUH106-REC2-089 0 AR *Zawp dp 12019 & 06 7 28 p
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[ 204 ]
24. | CMUH106-REC2-118 PR | *RERES LA vilaprisan
*E rMARLPRF 107 #1272 01 p % 108 & 057 31 p
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RF LA SRR
*BN40898 Primary CSR (full report) May2019
*BN40898 Primary CSR (summary) May2019
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26. | CMUH107-REC2-117 E%4 /’]‘ *po% 1 19580 Safety Report for Health Authorities and Ethic
Committees, 29/7/2019
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