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T The subject was admitted via ER because of intermittent fever for 2 days.
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and vomiting developed. One episode of high fever to 40.4'C associated
with chills, nausea and vomiting occurred in the morning of the
admission day. Thus she was sent to ER, where vital signs were stable
except fever(39.4'c), lab data showed leukocytosis with neutrophil
predominance, mild thrombocytopenia, mildly elevated CRP, and mildly
elevated liver enzymes. There were no skin lesions, no ulcers in the
mouth or pharynx, no headache, no URI symptoms, no dysuria, no
abdominal pain, no musculoskeletal pain, nor diarrhea. Under the
impression of fever, cause to be determined, she was admitted for
infection workup and treatment.

s g FA4 | Eae (A | et | FREAREE (FEARE (2 AT
Bl R/
e PY | PW & | W | LI AN | ARMG | (5%
GEEi
0041-00173 2013/7/23 | 2013/7/23 | initial |102/8/20 2437 8 C
(possible)
[Ak] P AP H
B E. 3.
k& St DMR98-IRB-118 R g [ KE AT
FRALL SRR PLRRF A s F R VERER R fi?‘é@f??%
- B s BR CERA R FRERSRE IR FH DS
PR AH B R Y L4 a(Wtorin, ezetlmlbe/3|mvastat|n) B

Simvastatin ¥ — ;5

AR R 2 g

The patient's brother provided the information about the patient
experienced major economic issues in July (The subject was a principal
of the KTV store, which was bankrupt recently) , then the patient had
carbon burning suicide after alcohol drinking on 9-Jul-2013.

Reviewed the last office visit, there was no depression or other
complaint on Jun 27, 2013, and reviewed all quality of life assessment
(EQ-5D Health Questionnaire) in past 40 months, there was no
depression sign at previous Visit.

Due to need to reconfirm with patient for scheduled study visit, the
study nurse tried to contact with patient by telephone on Sept 9, 2013,
but in vain, the study nurse tried to find other contact information, but all
the telephone number did not work up until found the telephone number
of patient’s brother on Sept 16, 2013, thus this event was detected.
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The subject had cough from 23Aug2012,dyspnea and conscious drowsy
on 24Aug2012,then family sent to Emergency Room for help.After
A pt examine,the Doctor explained to the family,they signed the Do Not

Resuscitate,the subject was used the Bi-level Positive Airway Pressure
due to CO2 retention.The subject expired on 25Aug2012. Change event
start date.Chang relevant medical conditions.
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Report from TAIWAN by an investigator of a 56 year old male with
events of Grade

3 SEIZURE and Grade 3 BRAIN EDEMA with blinded study drug in an
Abbott ABT-888 (VELIPARIB) study. The patient had a relevant medical
history of NON-SMALL CELL LUNG CANCER STAGE 4, BONE

METASTASES IN HIP, BONE METASTASES IN SPINE and
SYMPTOMATIC BRAIN METASTASES.
wA e [ dFA | i | FRARNE (FREAMEZ (7 AR
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#1 ) Necitumumab
(NECITUMUMAB
(11F8)
(LY3012211))
Liquid

DMR101-IR Us201306| . o _
1. 2013/6/22 initial Myocardial infarction, grade 5 1

B1-283 007837
#2 ) Gemcitabine
Hydrochloride
(Gemcitabine
Hydrochloride)

Vial

#1) Necitumumab
(NECITUMUMA
B (11F8)
(LY3012211))
Liquid

DMR101-IR US201306| follow o _
2. 2013/6/22 Myocardial infarction, grade 5| 1

B1-283 007837 up 1
#2 ) Gemcitabine
Hydrochloride
(Gemcitabine
Hydrochloride)

Vial
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#1) TAK-700 vs.
Placebo (Code not )
Renal failure, Prostate
DMR99-IRB - broken) )
3. 2013/5/23 [2013-04105( Initial cancer,Urinary tract 13| A
-249 #2) Prednisone ) . .
infection,Anaemia
(PREDNISONE)
Tablet
US-INJFO 1. HYPERKALEMIA
CMUH102- »
4. 2013/8/27 [C-2013081 | Initial IBRUTINIB 2. TUMOR LYSIS 237 A
REC1-019
6114(0) SYNDROME
DMR100-IR 1309FRAO | follow Pulmonary Varicella [Pneumonia
5. 2013/8/14 MK-V212study ) 1&3 ([ A
B-091 00541 up 7 herpes viral]
Adult respiratory distress
#1) syndrome, CTC grade 5 [Acute
14T-MC-JVBA | respiratory distress syndrome]
DMR99-IRB KR2012010 follow _ _
6. 2012/1/23 PH 111 CP12-1027 | Multi-organ failure, CTC Grade | 1 A
-245 08584 up 4 . .
R-Ph3-1121B 5 [Multi-organ failure]
(Code not broken) pneumonia, CTC grade 4
[Pneumonia]
#1) )
cardiopulmonary arrest
14T-MC-JVBA _ _
DMR99-IRB TR2012040] follow [Cardio-respiratory arrest]
7. 2012/4/6 PH 111 CP12-1027 ) 1 A
-245 03389 up 4 Pneumonia, CTC grade 2
R-Ph3-1121B _
[Pneumonia]
(Code not broken)
Pneumonitis, CTC grade 5
#1) [Pneumonitis]
14T-MC-JVBA Aspiration, CTC Grade 5
DMR99-IRB KR2012100( follow
8. 2012/10/25 PH 111 CP12-1027 [Aspiration] 1 A
-245 08428 up 1 )
R-Ph3-1121B Neutrophil count decreased,
(Code not broken)| CTC grade 4 [Neutrophil count
decreased]
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AEREL | FAPY VRER RS & |
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Other Serious Criteria:
Medically significant
Adult respiratory distress, CTC
Grade 5 [Acute respiratory
distress syndrome]
Increased gamma glutamy!l
#1) transferase, CTC grade 4
[Gamma-glutamyltransferase
14T-MC-JVBA
DMR99-IRB IN2012120 | follow increased]
9. 2012/12/28 PH 1l CP12-1027 ) 1 A
-245 08479 up 7 Brain metastases, CTC Grade 4
R-Ph3-1121B
[Metastases to central nervous
(Code not broken)
system]
Abdominal Pain, CTC Grade 3
[Abdominal pain]
increased blood alkaline
phosphatase, CTC grade 4
[Blood alkaline phosphatase
increased]
#1) . .
extensive pneumonia, CTC
14T-MC-JVBA
DMR99-IRB DE2012050( follow grade 4 [Pneumonia]
10. 2012/517 PH 1l CP12-1027 ) 2 A
-245 02388 up 3 Massive Dyspnea, CTC grade 4
R-Ph3-1121B D :
yspnoea
(Code not broken)
Cardiopulmonary arrest, CTC
Grade 4 [Cardio-respiratory
#1) arrest]
14T-MC-JVBA | Abdominal pain, CTC grade 3
DMR99-IRB FR2013040| follow _ _
11. 2013/3/29 PH 1l CP12-1027 [Abdominal pain] 1 A
-245 01733 up 3 o
R-Ph3-1121B Vomiting, CTC grade 3
(Code not broken) [Vomiting]
diarrhea, CTC grade 3
[Diarrhoea]
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#1)
14T-MC-JVBA | supraventricular tachycardia,
DMR99-IRB IN2012100 | follow
12. 2012/10/13 PH 111 CP12-1027| CTC grade 5 [Supraventricular | 1 A
-245 04950 up 4
R-Ph3-1121B tachycardia]
(Code not broken)
DMR101-IR MER-2013-
13. 2013/8/22 initial MM398 infection colitis 1 A
B1-025 000325
US-IJNJFO 1. HYPERKALEMIA
CMUH102-
14, 2013/8/27 [C-2013081 | Initial IBRUTINIB 2. TUMOR LYSIS 237 A
REC1-019
6114(0) SYNDROME
US-INJFO 1. HYPERKALEMIA
CMUH102- follow
15. 2013/8/27 |C-2013081 IBRUTINIB 2. TUMOR LYSIS 237 A
REC1-019 up 1
6114(1) SYNDROME
Blinded trial 1. Diarrhea
DMR101-IR 2013-BI-29] )
16. 2013/8/31 Initial | EZ4N IND Z£45, | 2. Acute renal failure secondary | 1 A
B1-026 898B1(0) ]
e A G to diarrhea
2013/03/dat N
DMR100-IR 2013-RD-0 ES1 IND ZE 451
17. e Initial Death 1 A
B-152 0286EU(0) FN A=
unknown
DMR100 1309FRAO0 | follow Pulmonary Varicella [Pneumonia
18. 2013/8/14 MK-V212study ] 1&3 | A
-IRB-091 00541 up 10 herpes viral]
DMR100 1309FRAO0 | follow Pulmonary Varicella [Pneumonia
19. 2013/8/14 MK-V212study ) 1&3 | A
-IRB-091 00541 up 9 herpes viral]
Blinded trial 1. Diarrhea
DMR101-IR 2013-BI-29 |Follow- . )
20. 2013/8/31 ES IND ZE4351, | 2. Acute renal failure secondary | 1 A
B1-026 898BI(1) | up1l )
i ARFEG to diarrhea
Blinded trial
DMR101-IR 2013-BI-12| Follow _ - -
21. 2013/4/19 EQ4N IND ZE41, | Acute interstitial pneumonitis | 1 A
B1-026 203BI(4) | up4 .
LENSE
[A&] FEH
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[ DSMB -2 3 4]
*AR it pHp 12012 # 100 22 p
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[ 59 il &)
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S p g 2013 # 057 24 p
[ 57 il v &)
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[{ara451 2p]
*i A 110
*p gy 1 2013/07/15
12. | DMR99-IRB-215 Faa | [z 2re]
*RERFE S LA 0 BMS-914143
* AR L PR 2012 & 120 15p 1 2013
£06" 14 p
. CEIER- RS
13. | DMR101-IRB1-283 | % 7&.14 5% 4 : 2013/05/27
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*p #p : 2013/05/27

14.
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