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This subject has history of adenocarcinoma, EGFR wild type, T1aNOMO
s/p operation s/p adjuvant chemotherapy on 100/11. Due to pleural
metastases, he received pemetrexed plus cisplatin since 102/10~103/01,
and Crizotinib since 104/10 due to ALK(+). Due to disease progress, he
BRI has received ONO-4538-25 study since 105/09/08. Today (105/09/22) he
. was on visit of ONO-4538-25 C1D15. The results of laboratory
w examination are within normal range. At the end of IP infusion, he
suddenly experienced chills, accompanied with BP drop, desaturation and
wheezing. Oxygen supply was used, and diphenhydramine and
hydrocortisone were administrated. The subject became relatively stable.
Then he went home and OPD follow up.

54 Ere |2 | i ClgeAprghate
IR o P] WETE L =RA

p p #p 5| p 2 FEMG] 8%

e 4P M )
065005 2016/9/22 | 2016/9/22 | initial 9/30 2L3p 8 ) R,
Possible

(FEPELRgAL]

- > }%’éﬁ—‘ﬁ%?ZOlBﬁ 91 22np ‘"“’T;é%g%?%}é'l%ﬂf”:ﬁ’* FVE L BRTE o8
R HFBEER ffﬁhi s PR HL Pl Hdrt 2 A E 22EIE 0 W
PRSP N - P L

(AFEPEL R+ FL2])

- AR T APM o RREBAM R FRAFL L RTHER AR
ﬁ%%ﬂ@ﬁ%i%éltnhww#“”ﬂmwmwﬁié%’iﬁ6
ﬁi;}:‘\o

—
*
.
At

(A8 KT 2 k]
PEEIATFY T A R g s AL AL g e (L WE

S Y R ERA RS 2R

% (8B L1T7)
1?«2%3{4@3%1{@4:11‘%3 it £ o A
5. A% MuwaA) 6.5 (Tl M ARAMG D 7_ggg(§§_,g¢ﬁ;

A2 REFFFBEH X 2B KRACTR I FTARITIDERT I F 28
FoFY R A%k

105# 10 % 12 p % 35 F X 44 F




o 2

) A
PRFF 5“%&%%@1 RELREF-FRLT G
FRIERS -3 8 R K
B , £ > H3F o
j\gﬁﬁn’%{ w2 P " LN | PRES LE 22X TR
5L 2 Y B
1. DIFFUSE
ALVEOLAR DAMAGE
CMUH102- 1,2,3,
1. 2015/11/1 | 2016/9/6 initial IBRUTINIB 2. PULMONARY A
REC1-067 7
INTERSTITIAL
FIBROSIS
TUMOUR LYSIS
SYNDROME (Tumour
lysis syndrome, Tumour
O lysis syndrome)
SEPSIS (Sepsis, Sepsis)
CC-5013(LEN
ACUTE KIDNEY
ALIDOMIDE)
CMUH104- ] INJURY (Acute kidney
2. 2016/7/30 | 2016/8/12 | followup 1| (Blinded) o ) 23 | A
REC1-122 ? injury, Acute kidney
injury)
Rituximab(RI
GLOBE VESICAL
TUXIMAB)
(URINARY
RETENTION) (Urinary
retention, Urinary
retention)
Other Serious Criteria:
Medically Significant
MK-3475 Tracheal stoma Bleed
CMUH104- follow upl ) )
3. 2015/10/3 | 2016/8/17 (pembrolizum |[Stoma site haemorrhage]| 1.3 A
REC1-039 (downgrade) )
ab) Malignant neoplasm
progression [Malignant
neoplasm progression]
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Platelet count decreased
[Platelet count decreased]
Multiple organ
dysfunction [Multiple
MK-3475 Y [ ] P
) organ dysfunction
CMUH104- (pembrolizum
4, 2016/2/10 | 2016/8/17 | follow up 8 syndrome] 13| A
REC1-039 ab)
Anemia [Anaemia]
CISPLATIN
Acute renal failure
[Acute kidney injury]
Acute renal failure
[Acute kidney injury]
injury to carotid artery
MK-3475 [Arterial injury]
CMUH104- follow up 3 )
5. 2016/3/30 | 2016/8/17 (pembrolizum Oropharyngeal 2.3 A
REC1-039 (downgrade)
ab) hemorrhage [Pharyngeal
haemorrhage]
Hypercalcaemia
[Hypercalcaemia]
weight loss [Weight
decreased]
MK-3475
CMUH104- Generalised body
6. 2016/12/7 | 2016/9/12 |follow up 15 [ (pembrolizum 23 [ A
REC1-039 ) weakness (asthenia)
a
[Asthenia]
Tumour bleed-contact
bleeding [Tumour
haemorrhage]
Upper airways infection
[Upper respiratory tract
MK-3475
CMUH104- o ) infection]
7. 2016/8/23 | 2016/9/12 initial (pembrolizum ) 23 [ A
REC1-039 ) Tracheal obstruction
a
[Tracheal obstruction]
Tracheitis [Tracheitis]
105# 10 * 12 p % 37T R x 44T
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% P ) it BB g, % L ST L
% ﬂ\g,‘ﬁn%{. >4 p P LN | Vo E F A T el
decreased
platelet/thrombocytopeni
a [Thrombocytopenia]
MK-3475 oral mucositis
CMUH104- (pembrolizum [Stomatitis]
8. 2016/7/11 | 2016/9/12 | follow up 7 ) ] 23 [ A
REC1-039 ab) febrile neutronenia
CISPLATIN [Febrile neutropenia]
hypoxia [Hypoxia]
pneumonitis
[Pneumonitis]
Atezolizumab(
TOXIC EPIDERMAL
CMUH103- ATEZOLIZU
9. 2016/4/8 | 2016/7/14 | follow up 2 NECROLYSIS (Toxic | 1,3 | A
REC1-126 MAB),114722 ] ]
) epidermal necrolysis)
Allergic Reaction
MK-3475 H ftivity]
ypersensitivity
CMUH104- (pembrolizum . .
10. 2016/4/3 | 2016/9/4 | follow up 1 Allergic Reaction 23| A
REC1-039 ab) L
[Hypersensitivity]
CISPLATIN
paresthesia [Paraesthesia]
MK-3475 Pulmonary
CMUH104- follow up
11. 2016/3/5 | 2016/9/4 (pembrolizum thromboembolism 1 A
REC1-039 (downgrade) )
ab) [Pulmonary embolism]
MK-3475
(pembrolizum
CMUH104- o septic shock [Septic
12. 2016/8/29 | 2016/9/4 initial ab) 1 A
REC1-039 shock]
5-FLUOROU
RACIL
105 % 10 * 12 p ¥ 38 F X 447
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B DX i
4 z% 4 = 3= B 3 & 2 I o O3
g ﬂ‘gfn%{‘ 4 pap %?ﬁn%}{ 5}]’7;'1»“»'] Vot S A A pg‘\: =3
decreased
platelet/thrombocytopeni
a [Thrombocytopenia]
MK-3475 oral mucositis
CMUH104- (pembrolizum [Stomatitis]
13. 2016/7/11 | 2016/9/8 | follow up 6 ) ] 23 [ A
REC1-039 ab) febrile neutronenia
CISPLATIN [Febrile neutropenia]
hypoxia [Hypoxia]
pneumonitis
[Pneumonitis]
MK-3475 Allergic Reaction
CMUH104- (pembrolizum [Hypersensitivity]
14. 2016/4/3 | 2016/9/8 | follow up 2 ) ) 23 | A
REC1-039 ab) Allergic Reaction
CISPLATIN [Hypersensitivity]
Platelet count decreased
[Platelet count decreased]
Multiple organ
dysfunction [Multiple
MK-3475
organ dysfunction
CMUH104- (pembrolizum
15. 2016/2/10 | 2016/9/14 | follow up 9 syndrome] 13| A
REC1-039 ab) ) )
Anemia [Anaemia]
CISPLATIN

Acute renal failure
[Acute kidney injury]

Acute renal failure

[Acute kidney injury]
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septic shock [Septic
shock]
acute renal failure [Acute
kidney injur
MK-3475 Y 'y]
) hypokalemia
CMUH104- (pembrolizum
16. 2015/12/16 | 2016/9/14 |follow up 15 [Hypokalaemia] 123 A
REC1-039 ab) )
neutropenia
CISPLATIN )
[Neutropenia]
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
MK-3475
(pembrolizum
CMUH104- o ) ]
17. 2016/7/19 | 2016/9/14 initial ab) Pneumonia [Pneumonia] | 1.3 | A
REC1-039
CARBOPLAT
IN
pulmonary fibrosis
MK-3475 o
. [Pulmonary fibrosis]
(pembrolizum
CMUH104- Anemia [Anaemia]
18. 2016/5/1 | 2016/9/14 | follow up 1 ab) ) ) 23 [ A
REC1-039 asthenia [Asthenia]
CARBOPLAT
N Bloodstream infection
[Sepsis]
Interstitial pneumonia
MK-3475 | [Interstitial lung disease]
CMUH103- (pembrolizum | Adrenal insufficiency
19. 2016/7/30 | 2016/9/8 | follow up 3 _ ) N 23 | A
REC1-123 ab) Solution | [Adrenal insufficiency]
for injection Hypothyroidism
[Hypothyroidism]
CMUH104- - _
20. 2016/4/15 | 2016/5/3 Initial NA (Blinded) | PNEUMOCYSTOSIS | 2,3 | A
REC1-068
CMUH104- - _ GALLBLADDER
21. 2016/6/4 | 2016/6/18 Initial NA (Blinded) 2,3 A
REC1-068 CANCER
CMUH104- ) GALLBLADDER 1,2,
22. 2016/7/14 | 2016/7/14 | Follow up | NA (Blinded) A
REC1-068 CANCER 3
105# 10 * 12 p % 40 o x 44 T
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Sepsis [Sepsis]
MK-3475 Respiratory failure
CMUH103- (pembrolizum |  [Respiratory failure]
23. 2015/10/10 | 2016/9/14 FU 14 1231 A
REC1-123 ab) Solution Pneumonitis
for injection [Pneumonitis]
Pneumonia [Pneumonia]
1. SUSPECTED TOXIC
EPIDERMAL
CMUH104- NECROLYSIS (TEN)
24, 2016/7/30 | 2016/9/6 | follow up 4 |INJ-56021927 13| A
REC1-116 2.
PNEUMONIA/WORSE
NING PNEUMONIA
MK-3475 Rhabdomyolysis
CMUH104- (pembrolizum [Rhabdomyolysis]
25. 2016/4/20 | 2016/9/23 FU 4 ) ) 23 [ A
REC1-118 ab) Solution | Subacute inflammatory
for injection myopathy [Myositis]
MK-3475
Bronchitis [Bronchitis]
CMUH103- o (pembrolizum o
26. 2016/9/2 | 2016/9/22 initial _ Progressive disease 13| A
REC1-123 ab) Solution ] )
S [Disease progression]
for injection
MK-3475
CMUH103- (pembrolizum | sudden death [Sudden
217. 2016/8/17 | 2016/9/26 FU1 ) 1 A
REC1-123 ab) Solution death]
for injection
MK-3475
CMUH104- (pembrolizum | Unknown cause of death
28. 2016/7/24 | 2016/9/30 | follow up 1 ) 1 A
REC1-118 ab) Solution [Death]
for injection
MK-3475
CMUH103- (pembrolizum | unknown cause of death
29. 2015/1/31 | 2016/9/8 |follow up 10 ) 1 A
REC1-135 ab) Solution [Death]
for injection
105 # 10 * 12 p ¥ 41 F > 2 44 F
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MK-3475
CMUH103- (pembrolizum Acute renal failure
30. 2015/3/9 | 2016/9/14 FU 13 ) ] o 1231 A
REC1-135 ab) Solution | [Acute kidney injury]
for injection
MK-3475
) urinary tract obstruction
CMUH103- (pembrolizum ]
31. 2015/3/9 | 2016/9/22 FU 14 ) [Urinary tract 123 A
REC1-135 ab) Solution ]
o obstruction]
for injection
MK-3475
CMUH103- (pembrolizum Sigmoid Volvulus
32. 2016/5/28 | 2016/9/30 FU3 ) 23 | A
REC1-123 ab) Solution [Volvulus]
for injection
Acute cardiac failure
[Cardiac failure acute]
MK-3475
. Pleural effusion [Pleural
CMUH103- (pembrolizum )
33. 2015/10/28 | 2016/9/30 FU 17 ] effusion] 23 [ A
REC1-123 ab) Solution
total bilirubin increase
for injection o
[Blood bilirubin
increased]
105# 10 * 12 p % 42 7% 44T
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1. CMUH104-REC1-086 Fj® | %% % 24i 0 Ravidasvir/Danoprevir/Ritonavir/Ribavirin
* pMAFLYPTF 105206 26 p 3 10508 % 25 B
AEXRZ 2 FHERLR 302016267 27 P 2B 3%
B g R ARAT "X IDMC*»+ 2016 # 6 * 27 p . B ¢ € &>
IR ERHRI L 2EEL > Aena E PR L 2016 £ 5
11 p it - IDMC 3 . 3 i+ @’%ﬁ:}i:fﬁ#pfﬁé 2R RER O ERB

2. | CMUH102-REC1-061 TER | %A BOER N L E G RARAMR L o §RESN
2016 & 07 " 07 p % 5% 4 2R » 2016 & 07 *
15 p iAW i jck 2 5 5% 47 o Sanofi Pasteur & > & 3 & 1F
CRREEER XRFOEFLCFTRAE > DREL 2
&I”Lo
[LaragEr£p]

3. CNUH103-REC1-126 F4 5 *15x & @ Investigator’s Brochure of TECENTRIQ(Atezolizumab),
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