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- ~F 2 AR R "Update information received on 13 AUG2020: 1)On that day,
treatment with metronidazole and ceftriaxone was started as per recommendation
from infection specialist. Other mediations received for the event included: smectite,
dimethicone, Clostridium butyricum miyairi, ciprofloxacin lactate, calcium gluconate,
and dimethyl polysiloxane. 2)On 29-JUL-2020, an endoscopic retrograde
cholangiopancreatography was performed and showed: 1. Smooth stenosis of middle
common bile duct(CBD), suspect external compression, status post (s/p) endoscopic
retrograde biliary drainage (ERBD), 2. Juxtapapillary diverticulum (abnormal). #* %
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(FErEifr3in]

- ~ 2734 £ d "Update information received on 13 AUG2020: 1)Diarrhea was the
symptom of infection gastroenteritis.2)The investigator considered infective
gastroenteritis (grade 2) to be not related to lenvatinib mesylate (MK-7902) and to
pembrolizumab (MK-3475) or matching placebo, or to the study procedure. 3)During
the study protocol, the subject was also placed on dextrose as sugar support;
phytonadione for hepatoma; bacitracin (+)neomycin sulfate (+) polymyxin B sulfate
(SPERSIN OINTMENT) and betamethasone valerate for hand-foot reaction;
spironolactone and furosemide as prophylaxis edema and for pleural effusion; insulin
human, and glimepiride (+) metformin (AMARYL) for diabetes mellitus (DM);
megestrol acetate for hepatocellular carcinoma (HCC) related; haloperidol as
prophylaxis agitation; esomeprazole magnesium and esomeprazole for gastric ulcer;
acetaminophen for abdominal pain and fever prophylaxis; albumin human for pleural
effusion and hepatoma; acetylcysteine for cough prophylaxis; bisacodyl for
constipation prophylaxis; butylscopolamine bromide for abdominal pain;
dexamethasone for oral ulcer; dimethyl for cholecystitis fentanyl for endoscopic
retrograde cholangiopancreatography (ERCP)." (5% % {6+ 1M iF -
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Pneumonia
Pleural effusion
#1 ) MK-3475
CMUH108- [ 2020/08/]|2008TWNO|Followup Myocardial infarction
1. Study (Code not 23| A
RECI1-036 13 12922 2 Myasthenia gravis
broken)
Immune-mediated hepatic
disorder
Aspartate aminotransferase
increased; Alanine
CMUH107- 2019-18638|follow up| Regorafenib
2. 2019/9/6 aminotransferase 1,3 A
REC1-049 8 1 (Stivarga)
increased; Blood bilirubin
increased
Aspartate aminotransferase
increased; Alanine
CMUH107- 2019-18638|follow up| Regorafenib
3. 2019/9/6 aminotransferase 1,3 A
REC1-049 8 2 (Stivarga)
increased; Blood bilirubin
increased; Fatigue
CMUH107- 2019-23602(follow up| Regorafenib | Hepatocellular carcinoma;
4. 2019/11/29 1,3 A
REC1-049 1 1 (Stivarga) Gastrointestinal toxicity
Aspartate aminotransferase
increased; Alanine
CMUH107- 2019-18638[follow up| Regorafenib
5. 2019/9/6 aminotransferase 1,3 A
REC1-049 8 3 (Stivarga)
increased; Blood bilirubin
increased; Fatigue
CMUH107- 2019-23602(follow up| Regorafenib | Hepatocellular carcinoma;
6. 2019/11/29 L3 A
REC1-049 1 2 (Stivarga) Gastrointestinal toxicity
CMUH107- 2019-23602(follow up| Regorafenib | Hepatocellular carcinoma;
7. 2019/11/29 L3 A
REC1-049 1 3 (Stivarga) Gastrointestinal toxicity
Hepatocellular carcinoma;
CMUH107- 2018-06621|follow up| Regorafenib
8. 2018/4/3 Hypoglycaemia; 1,3 A
REC1-049 0 5 (Stivarga)
Respiratory tract infection
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Pneumonia
Pleural effusion
#1 ) MK-3475
CMUH108- [ 2020/08/]|2008TWNO|Followup Myocardial infarction
9. Study (Code not 23| A
RECI1-036 13 12922 3 Myasthenia gravis
broken)
Immune-mediated hepatic
disorder
#1 ) MK-3475
CMUH108- 2008TWNO |Followup Myasthenia gravis
10. 2020/08/13 Study (Code not 2,3 A
RECI1-036 12922 4 Myocardial infarction
broken)
#1 ) MK-3475
Study (Code not
CMUH107- 2002FRAO |Followup
11. 2020/1/1 broken) Mucosal inflammation 2,3 A
RECI1-174 02590 10
#2)
PACLITAXEL
#1 ) MK-3475
Study (Code not
CMUH107- 2002FRAO |Followup
12. 2020/1/1 broken) Mucosal inflammation 2,3 A
RECI1-174 02590 11
#2)
PACLITAXEL
Mental status changes
#1 ) MK-3475 | Cytomegalovirus hepatitis
CMUH107- 2006KORO |Followup
13. 2020/6/18 Study (Code not| Pneumocystis jirovecii | 1,2,3] A
REC1-174 07899 7
broken) pneumonia
Interstitial lung disease
#1 ) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
CMUH107- 2005USAO0 [Followup
14, 2020/4/24 #3) Febrile neutropenia 23 [ A
RECI1-174 00921 6
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE
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Mental status changes
#1 ) MK-3475 | Cytomegalovirus hepatitis
CMUH107- 2006KORO |Followup
15. 2020/6/18 Study (Code not| Pneumocystis jirovecii | 1,2,3]| A
REC1-174 07899 8
broken) pneumonia
Interstitial lung disease
202009258 1.PULMONARY
16. | CMUH108- | 2020/9/11 initial apalutamide 2 A
78(0) EMBOLISM
REC1-030
202009258 | follow 1.PULMONARY
17. | CMUHI108- | 2020/9/11 apalutamide 2 A
78(1) upl EMBOLISM
REC1-030
CMUH108- NVSC2020 |follow up| Ribociclib
18. 2020/7/7 Anaphylactic reaction | 23 [ A
REC1-032 FR192680 1 (LEEOI11)

(] FRPH -

b2 #F f# }1 i i IE %‘ ﬁ
Y
BB *EE | FEPE
ER i
(2% 2pdp4 ]
1. CMUHI107-REC1-049 | 382 % | *:#% ¥ 4 4L : Regorafenib (Stivarga)
*g PMELPF 108 F 12 % 3 p 3 109# 6% 30p
(2% 2pdp4 ]
2. CMUHI106-REC1-093 | X # # | *3gsk &4 74 : Saxagliptin, Saxagliptin+dapagliflozin FDC
*E rMIFLHREF 2019F 7% 31 p 2 2020 7 % 30 P
[ 24244 ]
3. CMUHI108-REC1-137 | v Ak | *ifsk & 4 & # * Infigratinib
*E ML HEF 108 EF 107 01 p & 109 & 03 % 31 p
[{ATa45 4 20 ]
*3 F A £ p 1 MK-3475, IB Edition Number: 19, Date:
4, CMUHI103-RECI1-135 | £ 4 £ | 04-SEP-2020
*3 3F A L p 23 Letter for MK-3475 1B Edition 19, Date:
September 4, 2020
(2% 2pdp4 ]
5. CMUH105-REC1-001 %’;&i?]t *RER B LA ¢ luspatercept
*E rMHARLHF 2020 1 % 14 p-2020# 7 % 13 p
6. CMUHI03-RECI-118 | ##4c | [{A7i4 1 £ ]
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*F RMAFA PR 201990 1p I 2020# 87 31 p
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7. CMUH105-REC1-009 | E & & | *4x 4 ! Edition 12

*p #p 1 02 August 2020

[5° il iz an])
8. CMUH107-REC1-145 | &3 & | *% 3 p #p 12020 & 04 * 03 P
* 3.p #) 12020 £ 05 " 06 F

[%°¢ i 5o an)
9. | CMUHIO07-RECI-145 | %% & | *f & p # : 2020 & 04 * 03 p
(2 30 #2020 # 05 % 06 P
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