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CMUH104- PDM-JP-20 . o
1. 2016/10/14 Initial ONO-4538 Mediastinitis 3 A
REC2-139 160035
CMUH104- PDM-JP-20( Follow
2. 2016/10/14 ONO-4538 Mediastinitis 3 A
REC2-139 160035 up 1
CMUH104- PDM-JP-20[ _
3. 2016/10/25 Initial ONO-4538 Inflammation 3 A
REC2-139 160045
CMUH104- PDM-JP-20| Follow o
4, 2016/10/14 ONO-4538 Mediastinitis 3 A
REC2-139 160035 up 2
CMUH104- PDM-JP-20( Follow )
5. 2016/10/25 ONO-4538 Inflammation 3 A
REC2-139 160045 up 1
CMUH104- PDM-TW-2 » )
6. 2016/11/1 Initial ONO-4538 | Anaphylactic shock 2 A
REC2-139 0160092
Death cause
CMUH102- 201647536 unknown
7. 2016/10/7 initial | Bococizumab 1 A
REC2-130 8 [Unknown cause of
death]
CMUH102- 201624403 )
8. 2016/3/14 initial | Bococizumab death [Death] 1 A
REC2-130 4
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CMUH102-
REC2-137

2016/5/13

2016-B1-43
654B1(6)

Trajenta® /
Linagliptin

HYPERKALEMIA;
ACUTE
PULMONARY
EDEMA; RENAL
FAILURE;
PNEUMONIA;
HYDROELECTRO
LYTIC
DISORDER;
RENAL FAILURE
KDOQIS5;
HYPEROSMOLAR
STATE; URINARY
TRACT
INFECTION;
GASTROINTEST!I
NAL BLEEDING;

CHEST TUMOR

2,3
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CMUH102-
REC2-137

10.

2016/5/13

11.

2016-BI-43
654B1(7)

HYPERKALEMIA;
ACUTE
PULMONARY
EDEMA; RENAL
FAILURE;
PNEUMONIA;
HYDROELECTRO
LYTIC

Trajenta® /
Linagliptin

DISORDER;
RENAL FAILURE

KDOQIS5;
HYPEROSMOLAR
STATE; URINARY
TRACT
INFECTION;
GASTROINTEST!I
NAL BLEEDING;
CHEST TUMOR

2,3

CMUH102-
REC2-137

2016/1/21

2015-BI-70
310BI(14)

14

SIGMOID
OBSTRUCTION
EXTENSIVE
COLONIC
DILATATION;
RESPIRATORY
FAILURE; RENAL
FAILURE ACUTE;
EXTENSIVE
COLONIC
DILATATION;
WORSENING OF
AV BLOCK;
WORSENING

Trajenta® /
Linagliptin

CKD

1,3
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CMUH102-
REC2-137

2016/1/21

2015-BI-70
310BI(15)

15

Trajenta®
Linaglipti

SIGMOID

EXTENSIVE
COLONIC
DILATATION;
RESPIRATORY

/

n
EXTENSIVE

COLONIC
DILATATION;

AV BLOCK;
WORSENING
CKD

OBSTRUCTION

WORSENING OF

FAILURE; RENAL
FAILURE ACUTE;

1,3

13.

CMUH102-
REC2-137

2016/5/13

2016-Bl-43
654B1(10)

follow up
10

Trajenta® /
Linagliptin

ACUTE
PULMONARY
EDEMA; RENAL
FAILURE;
PNEUMONIA;
HYDROELECTRO
LYTIC
DISORDER;
RENAL FAILURE
KDOQIS;
HYPEROSMOLAR
STATE; URINARY
TRACT
INFECTION;
GASTROINTESTI
NAL BLEEDING;
CHEST TUMOR

HYPERKALEMIA;

2,3
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HYPERKALEMIA,;
ACUTE
PULMONARY
EDEMA; RENAL
FAILURE;
PNEUMONIA;
HYDROELECTRO
LYTIC
CMUH102- 2016-Bl-43 |follow up| Trajenta® / DISORDER;
14, 2016/5/13 2,3 A
REC2-137 654BI(10) [ 10 Linagliptin | RENAL FAILURE
KDOQI5;
HYPEROSMOLAR
STATE; URINARY
TRACT
INFECTION;
GASTROINTESTI
NAL BLEEDING;
CHEST TUMOR
CMUH102- 2016-BI-22[follow up| Trajenta® / ]
15. 2016/4/3 o hypoglycemia 2 A
REC2-137 023BI(1) 1 Linagliptin
CMUH102- 2016-BI1-06 » Trajenta® / SEVERE
16. 2016/9/8 Initial o 2 A
REC2-137 6820(0) Linagliptin [HYPOGLYCEMIA
CMUH102- 2016-BI1-06 |follow up| Trajenta® / SEVERE
17. 2016/9/8 S 2 A
REC2-137 6820(1) 15 Linagliptin [HYPOGLYCEMIA
CMUH102- 2016-BI-06 [follow up| Trajenta® / SEVERE
18. 2016/9/8 2 A
REC2-137 6820(3) 3 Linagliptin |HYPOGLYCEMIA
105 % 12 % 28 p % 55 F 70
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=3 g o | % 2 % Py 5 FE 5 e =7 ole
#1)
CETUXIMAB
(cetuximab)
#2) _
secondary colonic
OXALIPLATI )
_ | obstruction [Large
N (oxaliplatin) ) )
CMUH104- 1606ESP00 intestinal
19. 2016/6/16 Initial #3) ) 2 A
REC2-181 9974 obstruction]
LEUCOVORI o
) broncoaspiration
N (leucovorin) o
[Aspiration]
#4)
FLUOROUR
ACIL
(fluorouracil)
#1)
CETUXIMAB
(cetuximab) ) .
intestinal
#2) .
obstruction
OXALIPLATI ]
o [Intestinal
follow up|N (oxaliplatin) )
CMUH104- 1606ESP00 obstruction]
20. 2016/6/16 (downgra #3) _ 2,3 A
REC2-181 9974 acute respiratory
de) LEUCOVORI ] )
infection
N (leucovorin) .
[Respiratory tract
#4)
infection]
FLUOROUR
ACIL
(fluorouracil)
CMUH105- PHJP2015J INC280 or
21. 2015/10/23 Initial Pheumonitis 3 A
REC2-044 P0O19302 Gefitnib
CMUH105- PHJP2015J [follow up| INC280 or -
22. 2015/11/6 o Pheumonitis 3 A
REC2-044 P0O19302 1 Gefitnib
105 # 12 % 28 p ¥ 56 + 70
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7: event
improved after
interruption of
study drug.
After about 5
CMUH105- PHHO2016 INC280 or
23. 2016/1/6 Initial Pruritis hour on A
REC2-044 NO000623 Cosylan
2016/01/06,
recovery from
allergic
reaction/purnit
is
CMUH105- PHHO2016 [follow up| INC280 or 7: Recovery
24. 2016/1/14 Pruritis A
REC2-044 NO000623 1 Cosylan on 2016/01/14
Leukopenia
CMUH105- PHHO2016| INC280 or _
25. 2016/2/4 initial Neutropenic fever 3 A
REC2-044 SG002280 EGF816
UTI
7: Event Not
CMUH105- PHHO2016 INC280 or
26. 2016/3/1 Initial Pheumonitis  [re-occur on A
REC2-044 DE001587 EGF816
2016/03/11
7 : This report
was issued
after preferred
term Pruritus
was changed
N to
CMUH105- PHHO2016 |follow up| INC280 or Pruritis -
27. 2016/3/14 ~_|"Hypersensitiv| A
REC2-044 NO000623 2 Cosylan (Hypersensitivity ) | ]
ity" during the
reconciliation
between the
clinical and
safety
database.
CMUH104- 217.DSJ-20 o
28. 2015/11/30 FU7 DS-5565 Diplopia 3 A
REC2-022 15-137537
105 # 12 % 28 p % 57 R % 70 |
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Nivolumab Other Serious
and Criteria: Medically
CMUH104- BMS-2016-
29. 2016/11/4 initial [IPILIMUMAB Significant 2,3 A
REC2-102 094934 ]
and Hyperglycemia
PLACEBO | [Hyperglycaemia]
201500009 [follow up| 1) SA237 or Anaemia
30. | CMUH103- | 2015/12/11 ] 3 A
64 5 Placebo macrocytic
REC2-010
1) SA237 or
Placebo
201600027 |follow up o
31. | CMUH103- | 2016/3/31 3 . 2) Appendicitis 3 A
REC2-010 Prednisolone
Tablet
201500009 [follow up| 1) SA237 or Anaemia
32. | CMUH103- | 2015/12/11 ] 3 A
64 6 Placebo macrocytic
REC2-010
1) SA237 or .
201500076 |follow up|  Placebo Autoimmune ]
33. | CMUH103- | 2015/9/23 ) Medically A
9 5 2) thrombocytopenia o
REC2-010 Significant
Azathioprine
201600083 » 1) SA237 or ]
34. | CMUH103- | 2016/10/17 Initial Chest pain 3 A
4 Placebo
REC2-010
201600082 » 1) SA237 or
35. | CMUH103- | 2016/10/17 Initial Pedal oedema 3 A
2 Placebo
REC2-010
1) SA237 or
201600084 - .
36. | CMUH103- | 2016/10/24 0 Initial Placebo Colitis 3 A
REC2-010 2) SA237
201600082 [follow up| 1) SA237 or
37. | CMUH103- | 2016/10/17 Pedal oedema 3 A
2 1 Placebo
REC2-010
1) SA237 or
201600084 |follow up .
38. | CMUH103- | 2016/10/24 0 . Placebo Colitis 3 A
REC2-010 2) SA237
105 # 12 % 28 p % 58 Fx 70 |
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1) SA237 or
201600084 [follow up N
39. | CMUH103- | 2016/10/24 0 ) Placebo Colitis 3 A
REC2-010 2) SA237
201500055 |follow up| 1) SA237 or ) )
40. | CMUH103- | 2015/6/22 Uterine polyposis 3 A
6 4 Placebo
REC2-010
201600082 |follow up| 1) SA237 or
41. | CMUH103- | 2016/10/17 Pedal oedema 3 A
2 2 Placebo
REC2-010
MK-3475
CMUH104- 1611SGP0OO| _
42, 2016/10/3 initial [(pembrolizuma|  death [Death] 1 A
REC2-030 2429
b)
Metastatic
urothelial
follow up| MK-3475 .
CMUH104- 1611SGP00 ) carcinoma
43, 2016/10/3 (downgra|(pembrolizuma 1 A
REC2-030 2429 [Malignant
de) b)
neoplasm
progression]
MK-3475
CMUH104- 1611DNKO| _
44, 2016/11/1 initial [(pembrolizuma|  death [Death] 1 A
REC2-030 04220
b)
MK-3475
CMUH104- 1611DNKQO |follow up unknown cause of
45, 2016/11/1 (pembrolizuma 1 A
REC2-030 04220 1 ) death [Death]
105# 12 % 28 p % 59 x 70
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46.

CMUH104-
REC2-030

2016/9/6

16091SR00
4740

follow up
4

MK-3475
(pembrolizuma
b)

Immune
thrombocytopenic
purpura [Immune
thrombocytopenic

purpura]
complications due
to cardiac device

[Complication
associated with
device]
crystal arthropathy
involving lower leg

[Crystal

arthropathy]

2.3

471.

CMUH104-
REC2-030

2016/9/6

1609ISR00
4740

follow up

5

MK-3475
(pembrolizuma
b)

Immune
thrombocytopenic
purpura [Immune
thrombocytopenic

purpura]
complications due
to cardiac device

[Complication
associated with
device]
crystal arthropathy
involving lower leg

[Crystal

arthropathy]

2.3

105 # 12 * 28 p
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48.

CMUH104-
REC2-030

2016/2/8

1602USA0
07310

follow up
(downgra
de)

MK-3475
(pembrolizuma
b)
XGEVA

(denosumab)

ischemic
cardiomyopathy
[Ischaemic
cardiomyopathy]
pneumonia
[Pneumonia]
hyperkalemia
[Hyperkalaemia]
worsening atrial
fibrillation [Atrial
fibrillation]
hypocalcemia

[Hypocalcaemia]

1.3

49,

CMUH104-
REC2-030

2016/9/6

1609ISR00
4740

follow up
6

MK-3475
(pembrolizuma
b)

Immune
thrombocytopenic
purpura [Immune
thrombocytopenic

purpura]
complications due
to cardiac device

[Complication
associated with
device]
crystal arthropathy
involving lower leg

[Crystal

arthropathy]

2.3

50.

CMUH104-
REC2-030

2016/11/1

1611DNKO
04220

follow up
2

MK-3475

(pembrolizuma

b)

unknown cause of

death [Death]

105 # 12 * 28 p
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Immune
thrombocytopenic
purpura [Immune
thrombocytopenic
purpura]
complications due
MK-3475 ] ]
CMUH104- 1609ISR00 |follow up ) to cardiac device
51. 2016/9/6 (pembrolizuma 2.3 A
REC2-030 4740 7 ) [Complication
associated with
device]
crystal arthropathy
involving lower leg
[Crystal
arthropathy]
MK-3475
CMUH104- 1611GBRO| _
52. 2016/9/30 initial  [(pembrolizuma| unknown [Death] 1 A
REC2-030 11567
b)
CMUH102- 2016-BI-56 |follow up| Trajenta®/ | DEATH; RENAL
53. 2016/6/3 o 1,3 A
REC2-137 400BI(4) 4 Linagliptin FAILURE
CMUH102- 2016-BI-06 |follow up| Trajenta® / SEVERE
54. 2016/9/9 N 2 A
REC2-137 6820(4) 4 Linagliptin [HYPOGLYCEMIA
CMUH102- 2016-BI-56 [follow up| Trajenta®/ | DEATH; RENAL
55. 2016/6/3 1,3 A
REC2-137 400BI(5) 5 Linagliptin FAILURE
WORSENING OF
RENAL
CMUH102- 2015-BI-08 [follow up| Trajenta® /
56. 2015/2/10 o FUNCTION; 2,37 A
REC2-137 915BI(2) 2 Linagliptin
ACUTE RENAL
FAILURE
CMUH102- 2016-BI-53|follow up| Trajenta® /
57. 2016/5/3 SEIZURES FOCAL 2 A
REC2-137 192BI(3) 3 Linagliptin
WORSENING OF
) RENAL
CMUH102- 2015-BI-08 |follow up| Trajenta®/
58. 2015/2/10 FUNCTION,; 2,7 A
REC2-137 915BI(3) 3 Linagliptin
ACUTE RENAL
FAILURE
105 # 12 % 28 p % 62 | 70
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CMUH102-
REC2-137

2016/5/3

2016-BI-53
192BI(5)

follow up

5

Trajenta® /
Linagliptin

SEIZURES FOCAL

60.

CMUH102-
REC2-137

2016/May

2016-BI-08
0684(0)

Initial

Trajenta® /
Linagliptin

PSEUDOMONAS
URINARY TRACT
INFECTION;
ACUTE DEEP
VENOUS
THROMBOSIS;
SEPTIC
SHOCK;
PERICARDIAL
TAMPONADE;
SUPERFICIAL
THROMBOPHLEB
ITIS; ACUTE
PULMONARY
EDEMA
DUE TO HEART
FAILURE; ACUTE
HYPERCARBIC
AND HYPOXIC
VENTRILATOR-D
EPENDENT
RESPIRATORY
FAILURE; END
STAGE RENAL
DISEASE, ON
DIALYSIS

1,7

61.

CMUH102-
REC2-137

2016/11/12

2016-B1-08
0786(0)

Initial

Trajenta® /

DEATH, CAUSE

Linagliptin

OF UNKNOWN

105 & 12 *

28 p
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1. Arrhythmia
2. Hepatitis toxic
CMUH103- 2016-BI-23 |follow up| dabigatran 3. Renal failure
62. 2016/4/11 _ ] 23 A
REC2-053 118BI(8) 8 etexilate 4. Multiple organ
dysfunction
syndrome
Death cause
CMUH102- 201647536 |follow up ] unknown
63. 2016/10/7 Bococizumab 1 A
REC2-130 8 1 [Unknown cause of
death]
Death cause
CMUH102- 201647536 |follow up ] unknown
64. 2016/10/7 Bococizumab 1 A
REC2-130 8 2 [Unknown cause of
death]
NIVOLUMA Other Serious
B;IPILIMUM | Criteria: Medically
CMUH104- BMS-2016-|follow up o
65. 2016/11/4 AB;PLACEB Significant 2,3 A
REC2-102 094934 1 o
O (Code not DKA [Diabetic
broken) ketoacidosis]
105 # 12 % 28 p % 64 F % 70
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1. | DMR96-IRB-023 3 B | *RE%EP L4 Lapatinib
*E rMIFL WA 2016 #0472 01p % 2016 # 09 % 30 p

[{a7i8F 1 2p]
*i A& 1. Ombitasvir Investigator's Brochure Edition 6 2.
2. | CMUH104-REC2-096

g

N
&
St

Dasabuvir Investigator's Brochure Edition 8 3. Paritaprevir
Investigator's Brochure Edition 8
*p #p : 10 June 2015

[{ATi4F 4 2]
*ix A& ¢ 1. Ombitasvir Investigator's Brochure Edition 6 2.
3. | CMUH104-REC2-097

g

N
&
&

Dasabuvir Investigator's Brochure Edition 8 3. Paritaprevir
Investigator's Brochure Edition 8
*p # : 10 June 2015

[z 24dr 4]

*R B F 4 LA ¢ Pertuzumab

*% pHAFL P 103 £ 129 07 p 3 1054 4% 15 p
(EE R |

*:R % &4 L ¢ Trastuzumab

*F rMFLHF 103 &£ 120 07 p 2 105& 27 08 p

4. | CMUH103-REC2-109

|+
ju g
&

s

[{rTa8r 2p]

*i A& 1 1B Version 9.0

*p #2016 & 10 ® 20 p

[{rTa8r 2p]

*5 A& ¢ Erratum For DS-5565 1B Ver 9.0

*p #2016 & 11 * 09 F

[ 24244 ]

*:R% ¥ L4+ DS-5565 or Placebo

DS-5565 SUSAR line listing (30/Mar/2016 - 29/Sep/2016)

*H rMHIFL MR 2016 £ 032 30p X 2016 & 09 * 29 p

5. | CMUH104-REC2-022 | e

(e % 244 ]
6. | CMUH105-REC2-015 | #fi7 P | *# &% %4 L4 : Tremelimumab
*F rMFLHPF 2016 20 29p 3 2016 28" 30

7. | CMUH102-REC2-130 | % ¥ i [5¢ il o]

105 % 12 % 28 p % 65 F o 2
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Protocol Deviation Alert Letter:Study B1481022/
Bococizumab_Protocol Deviation Alert Letter Addendum
regarding: contraception counseling_30-SEP-2016
*iz 3 p g 105 % 09 ¢ 30 p
[## ] IBMemo
*n % ¢ INVESTIGATOR’S BROCHURE ANNUAL REVIEW
MEMO_PF-04950615 23 September 2016
[ ¢ i 5 &) Announcement of the termination of the
bococizumab clinical development program:
MEMO_Bococizumab Clinical Development Program Update
Letter_01 November 2016
*FHapHpr105& 117 01 p
[z#px 2134 ]
8. CMUR 103 -REC2 BAE | “R%ES L4 dabigatran etexilate
093 *% pp4p 4 @ 120162077 OLF 1 2016 % 09 ° 30 p
[{ATadr 0]
*15 & ¢ Investigator’s Brochure ASP8273 mesilate, Edition Number
05, 16 Sep 2016
9. | CMUH104-REC2-145 E?ﬁiﬁfﬁ *p #2016 & 09 * 16 p
(AT R4S 4]
*ir & 1 8273-CL-0302_eCRF_V6.00 CRFNM 1 10JUN2016 AR
*p #p 12016 = 06 * 10 p
[ 24244 ]
10 CMUH104-REC2-030 | % &' £ | *:#&% ¥+ 4L MK3475 (Pembrolizumab)
* pMHFLHEF 105032 04p 2 105# 09 % 03 p
[ 24244 ]
11§ CMUH104-REC2-065 | % 1tt; | *s#&% %4+ ¢4f: MEDI4736
* rMHIFL MR 2016 £ 07 % 13 p X 2016 & 10* 12 p
[LATa4Fa £ ] - arsfrgaa g 2 2
*i & @ Glecaprevir/Pibrentasvir Fixed-Dose Combination
12] CMUH104-REC2-136 | #;= ~
Investigator's Brochure — Addendum 1 Edition 2 — November 2016
*p #p 12016 & 11 *
[z#p= 2144 ]
13] CMUH104-REC2-150 | X 47 & | *:#=% %4 %4 : Enzalutamide
*% pMHFLHREF 105032 01 p % 105+ 087* 30 F
14] CMUH102-REC2-137 | v 33 #& | [%# =% 244482 ]
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¥
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*E% E A LA - Trajenta® / Linagliptin
*F PR

1.105 % 01 * 01 p 105 # 03 » 31 p
2.105% 04 01p 1 105# 06" 30F

3]

15

CMUH104-REC2-181

[z =% >4 ]
*iRk5% ¥ 1 2 AL 1 MK3475 (Pembrolizumab)
*% 2MAR2 B 12016 037 04p % 2016 # 09 * 03 p

16

CMUH104-REC2-108

(EE IR YR
*Re#E L LA ¢ Ixekizumab
*F rMEFLHPF 1042090 16 p I 105 037 15 p

17

CMUH104-REC2-108

CEFER-EERT
*'{Ej\:
*p#p 105% 04 12 p

18

CMUH105-REC2-065

|+
ju g
&

s

[zp= 244 ]

*REE P AL Taselisib

* p ML 105072 24p 3 10587 16 p
[zp= 244 ]

*R 2 & AL ¢ Fulvestrant

* rMHIFLHREF 104£052 06 p 3 10587 16 p
[2# 4« £p Addendum6 ] Taselisib (GDC-0032,
R0O5537381)

*55 A& @ Sixth version December 2015 Addendum No.1

*p #p 1 105 & 05 *

19

CMUH102-REC2-137

(IR XS |
*R % & 4L ¢ Trajenta® / Linagliptin
*E rMFLHEF 105072 01p % 105#09°* 30¢

20

CMUH103-REC2-136

(GEEECEIE |
*H A 113
*p #1105 08* 17 ¢
(#4]
*p % © Benefit and Risk Assessment, Version 4.0 (30 Sep 2016)

21

DMR101-IRB2-271

v Ak

[##]
S U - ;é—‘ﬁ'f 04-008[Medical significant] -» SUSAR

case(x 1 #)-

22

CMUH103-REC2-153

Lo
17
Jor

(CEEEERED
*u2 A 1 IM128-027Auto eCRF PF1 Final

105 # 12 * 28 p
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*p g 2016 # 10" 11 p

23

DMR101-IRB2-054

#%

[SF=+ %L 4]

24

CMUH104-REC2-134

wh
oj
=

[H&]
*) %t IMPD:

INVESTIGATIONAL MEDICAL PRODUCT DOSSIER

Certolizumab pegol 200mg
Solution for Injection/13-Oct-2016

25

CMUH104-REC2-145

[z#p % 22 ]
*iRER E p 1AL 0 ASP8273

*E pMFLPEF 104 & 110 22 p

3 105& 057" 21p

26

CMUH103-REC2-078

[z 24dr4 ]
*:E 5% ¥ 4 L4 Mepolizumab

*g pMIFLPHRF 2016 £ 057 01 p

I 2016 % 10" 31p

27

CMUH103-REC2-078

[{#7ai8FEp]
*5x A 1 \Version number: 15

*p g 2016 & 11 " 05 p

28

CMUH104-REC2-017

[z % 2pdp2]
*2xgs 4 % Alectinib/RO5424802

*E rPHIHGF X 2HPRLPF 2015 F 127 04 p 1 2016

£06 " 03p

29

CMUH103-REC2-010

[z 2p42]
*ikzh ¥ 4L 1 SA237 (SA-307JG)

*% D4R L YA 1105 & 04 1 07 p

: 105#% 10" 06 p

30

DMR100-IRB-185

[(SF=+ %27 4]

31

CMUH103-REC2-132

[z 2]
R E D L GalvusMet

*E 2L YT 105# 040 01 p

X 105% 097 30p

32

CMUH103-REC2-053

BLE

[LATaigs £4]
*R A 120

*p gy 12016 & 10 % 31 p
(#=]

*NOE 1% ¥R % & Warfarin 1mg, 3mg 2 5 mg Tablets 2.

F B ¥ (20 Sep 2016) - 1

ABEN > RO FETRERTEEAR ik Fi3

L -

RTH

& %ATH & 2 L F g calciphylaxis

33

CMUH105-REC2-044

[ 575454 50 )
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34

CMUH105-REC2-112

T
\L
3

[{aragpc2p])
*5% & @ Investigator's Brochure Presatovir(GS-5806) Edition 9 19
October 2016
*p dp 12016 & 10 * 19 p

35

CMUH105-REC2-074

kil
\L
s

(##]

*ROF LE L& (memo)

BN LA BRI R ¥ %t 2 (protocol v4) o
MR BEAR AR L

(1) FEBRET WERFHFELD VST G2 TR LW
S F NG RER L % A

(2) 25 & 7 T R R AR (Pt 5
MR AR) B0 F @R L F % PR

() 4r s 1 FERLE vi“ﬂ‘ FEREH 6Bk RiE it o anfz
B AR

(4) #A Ay (beps B L3F) > i 4% 4 A 4o Medical Monitor
T 3R T 2 58 IXRS X :\«m"i 73k REBRELLREF R
% i# 7 PIN code -

36

CMUH105-REC2-056

L
=
ok

(]

*E

B kAR L & AT

ABT-494: M13-545 GO-LIVE V3.0 12-SEP-16 - Uniques
ABT-494: M13-545 GO-LIVE V4.0 23-NOV-16 - Uniques
IAEA LR RTHOR A

ABT-494 Investigator's Brochure — Addendum 1 Edition 6.1 —
August 2016

37

CMUH103-REC2-109

|+
(s
&

[##]
*m % 0 L #F Herceptin®@ ¢ <~ ¥ > %A p #§:0916-HER-01

38

CMUH104-REC2-042

v Ak

[z % »2Pdp2)
é%%#rﬁ.ONO%%
H RMAFA WA 1042 09% 0Lp 3 105#& 11 % 02 p

39

CMUH103-REC2-020

(2% >pdps]
*R% F i AL ¢ Ertugliflozin
T rMEERLYRE 2014097 28 % 2015 & 03 % 27 p

40

CMUH104-REC2-102

CEFRE-ZEED
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*5x & @ Addendum No. 1 to Nivolumab Investigator Brochure
Version 15, dated 24-Jun-2016 (Date: 28-Sep-2016)
*p # 1 28-Sep-2016
(AT kapsd 4]
*5 & 1 CA209-238 Auto eCRF PF1 Final (02-NOV-2016)
*p # : 02-Nov-2016

[DSMB ji-2%:d ]

41) CMUH105-REC2-015 | #fifF3 . )
*A-k st p g 12016 & 112 11 p

[{ATadr 0]

*5 4 @ Ertugliflozin (MK-8835/ PF-04971729) _Edition
4_09-NOV-2016

*p #2016 & 11 * 09 p

(A7 228 R i ey ]

*5x & 1 B1521021 Protocol Administrative Change Letter
14Sep2016

*pdp 2016 & 2% 8¢

42) CMUH103-REC2-020 | P ije*
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