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REC2-042 | 2015/12/21 072 ] 2)(3)(
de) (4) Hyponatraemia
* (5) Hypokalaemi K
okalaemia
2015/12/09 P
5.
2015/12/09
1.
2015/12/17 (1) Pneumonia 1(3);
CMUH104- PDM(KR)2 |follow up ) ) )
19. 2. ONO-4538 | (2) Urinary tract infection | 3(1)(| A
REC2-042 0150119 2 ) )
2015/12/17 (3) Disease progression 2)
3.2016/2/20
FR-JNJFO Alteration physical
CMUH102- follow up
20. 2015/12/4 |C-2015090 ARN-509 condition and renal 1,3 A
REC2-089 7
5896(11) insufficiency
RIGHT FIBULA
FRACTURE [Fibula
BAY ¢ 3939/ fracture]
CMUH103- 2013-11142(follow up| ciprofloxacin development of
21. 2013/9/9 3 A
REC2-124 3 3 dry powder for | ciprofloxacin resistance in
inhalation (DPI)|  urinary bacteria after
inhalation of Cipro DPI
[Pathogen resistance]

105 % 05 % 25 p
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Hospital acquired
pneumonia [Pneumonia]
POSTURAL
HYPOTENSION
BAY ¢ 3939/ ) ]
) ) [Orthostatic hypotension]
CMUH103- 2013-13278|follow up| ciprofloxacin ]
22. 2013/9/29 near syncopal episode 3 A
REC2-124 7 3 dry powder for
) ) [Presyncope]
inhalation (DPI)
VOMITING AND
DIARRHEA [Vomiting]
VOMITING AND
DIARRHEA [Diarrhoea]
BAY ¢ 3939 /
CMUH103- 2014-10308|follow up| ciprofloxacin | Retinal vasculitis [Retinal
23. 2014/3 - 3 A
REC2-124 9 3 dry powder for vasculitis]
inhalation (DPI)
Nivolumab/
BMS-2016- placebo and
24. | CMUH104- | 2016/3/21 Initial Life threatening sepsis 2 A
022372 Ipilimumab/
REC2-102
placebo
Other Serious Criteria:
] | Medically Significant
Nivolumab;Ipili
BMS-2016-|follow up Hypotension
25. | CMUH104- | 2016/3/21 mumab and ) 23| A
022372 1 [Hypotension]
REC2-102 Placebo
Adrenal suppression
[Adrenal suppression]
16P-034-15
ABT-493/
26. | CMUH104- | 2016/3/2 (73894-00(0| Initial Atrial fibrillation 6 A
ABT-530
REC2-136 .0)
16P-034-15
follow up| ABT-493/
27. | CMUH104- | 2016/3/2 |73894-00(1 Atrial fibrillation 6 A
1 ABT-530
REC2-136 .0)
16P-034-15
follow up| ABT-493/
28. | CMUH104- | 2016/3/2 |73894-00(2 Atrial fibrillation 6 A
2 ABT-530
REC2-136 .0)

105 % 05 % 25 p
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2016-BI-22 Trajenta® / )
29. | CMUH102- | 2016/4/3 I S hypoglycemia 2 A
023BI(0) Linagliptin
REC2-137
2016-BI-22 Trajenta® / )
30. | CMUH102- | 2016/4/3 I hypoglycemia 2 A
023BI(0) Linagliptin
REC2-137
MK-3475 malignant neoplasm
CMUH104- 1603MY SO0 |follow up ) ) )
31. 2016/2/16 (pembrolizumab| progression [Malignant 1 A
REC2-030 04880 3 )
) neoplasm progression]
follow up MK-3475 malignant neoplasm
CMUH104- 1603MYS0 ) ) )
32. 2016/2/16 (downgra|(pembrolizumab| progression [Malignant 1.3 A
REC2-030 04880 )
de) ) neoplasm progression]
myositis [Myositis]
MK-3475 Thyroiditis [Thyroiditis]
CMUH104- 1512SGPOO(follow up ) N »
33. 2015/12/3 (pembrolizumab | Myocarditis [Myocarditis] [ 1.3 | A
REC2-030 8375 10 ] ]
) Pneumonia [Pneumonia]
Hepatitis [Hepatitis]
Guadecitabine | Other Serious Criteria:
(Guadecitabine) | Medically Significant
2016_0094 |follow up| Powder and Hypotension
34. | CMUH104- | 2016/4/23 ) 1,23] A
36 2 solvent for [Hypotension]
REC2-046 ] ] ]
solution for Acute respiratory failure
injection [Acute respiratory failure]
Guadecitabine | Other Serious Criteria:
(Guadecitabine) |  Medically Significant
CMUH104- 2016_0094 |follow up| Powder and Hypotension
35. 2016/4/23 . 12,3] A
REC2-046 36 2 solvent for [Hypotension]
solution for Acute respiratory failure
injection [Acute respiratory failure]
[A&R] FRAPHE -
105 % 05* 25 ¢ ¥ 31 F % 36 F
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CMUH104-REC2-150

[F73 2 45 4 2P osgr]
*5x & : Addendum 1 to Editon 8
*p #p 1 17Dec2015

CMUH104-REC2-147

[ %7 il oviz &)

*Tap #p ol

02-1 W #7 B & ¥ 2 f3 5 pe P (Note to File, 14Apr2016)
2016 & 04 % 14 p

02-2 B* A= f BF2 3 i 2016 & 04 » 08 §

=
o

CMUH103-REC2-039

(AT ddrd 2]
*i % : CRF (Date: 08-Apr-2016,Protocol: AN-SLE3331 Study

Version: 8.0)

CMUH104-REC2-069

(CEEEEED

Rk 131

*p # : 29-Mar-2016
(CEEEEED

*3E A 3.0

*p #p : 19-Feb-2016
(CEEEEES

*A 1 2.0

*p #p : 06-Nov-2015
(#%]

*ox i & [ AV-299-14-206_Notification Letter Extension
of Enrollment Period_30 March 2016]

CMUH103-REC2-057

[y 21472 ]
*R & 4L Idarucizumab
*g M AFL PR 02016 017 01p 3 2016 % 037 31 p

CMUH103-REC2-114

[Birmaz 2131 Lp]
*:% & L4 © Glycopyrronium bromide
*3 ¥ A £ pog A o Edition 9, Release date : 24-Jun-2015

CMUH103-REC2-109

[#¢]

N E

LATRR %% 5 SME P o IS A% ST
HHB 4 I feE 5 A BT CEED 12 4 0 FApE

105 % 05 % 25 p
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WHEI A REBERT R E o FlARjTRERPIRY 0 2 A
FRELME > T ANPEBL RPILSEE . F Rk A&
WRAFFICEHRS A 2w A s EIEFE F € o
2B RS B M E 2 vB.0 P < & (NTF for
clarification to the PEONY Y028762 Protocol Version 3, dated 25
Mar 2016) > p % % % 7+ HER2 ECD, HER? ligands, ATA,
exploratory biomarker 2 # i biomarker & %8 & 5 #) BF e 484

BRERFREE i inde o

DMR99-IRB-292

[DSMB i3k 3 4]
*E o ¥4+ ¢4 - Darbepoetin alfa
*Ak 2 p #2016 & 037 14 p

CMUH102-REC2-137

YO E

[{araigFc£p]
*5 A 1 Version 14
*p #p :2015# 12 7 08 p
Wiz
1. IB version 14, dated 08Dec2015
2. IB version 14 erratum, dated 27Jan2016

10.

CMUH102-REC2-065

g
|-
I3

[{ATi4F1 2]
*5 &t Version 16.1
*p #p 12016 # 01 * 16 p
Wiz
1. IB version 16.1, dated 16Jan2016
2. Summary of Changes from Version 16 (25Sep2015) to \Version
16.1 (16Jan2016)

11.

CMUH104-REC2-029

(CEIER- R |
*i A& ¢ Crizotinib (PF-02341066) Investigator’s Brochure October
2015

(#%]
*PoE LA FFH i O 29 February 2016—Clarification to
“Provisions of Update Form” as it Relates to Enrollment in

B7461001

12.

DMR101-IRB2-076

[(Fr+%fF2% 4]

13.

DMR100-IRB-082

{ATAFA L p VIO
s A& p ¥ Investigator

Brochure_BMS-734016/MDX-010_Ipilimumab_ Version no.:

19_Version date: 02-Mar-2016

105 % 05 % 25 p
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FTH A A SR VIO W S
s A& p #p @ Erratum No. 1 to Ipilimumab (BMS-734016/MDX-010)
Investigator Brochure (Version No. 19 Dated 02-Mar-2016)_
18-March-2016
[LATaids2p]

14. | CMUH105-REC2-031 HE
Version 14.1, December 2015
[z < 24p4 ]

15. | CMUH103-REC2-076 RGeSk FES LA NO-GP
*E > MFAHEF 2005+ 10 1p 3 2016 & 3% 31 p
[z % 242472 ]

16. | CMUH104-REC2-102 HhARR | *E%RES L4 Ipilimumab
*X > MEFLHF 104# 107 02p 3 105# 04 % 03 p
[%2BERELPHF]

17. | CMUH103-REC2-142 F % ® | %+ : 2nd Safety Monitoring Report
*p #p 12016 & 02 * 02 p
[L37a44p)
*3% & : Guadecitabine (SGI-110) - Investigator Brochure - Version
6.1, 14 March 2016
*p #p 12016 & 03 * 14 p

18. | CMUH104-REC2-046 TR
(#%]
Wk Bobe R 0 R R kB B SR vk Bt rsR b X g
FLsAL P RES IR APR TR -
*5 & : |ce Gel Pack - Gen REV. 2014-1.3
[#5]
*n % CIOMS Form
01-Mar-2016: 2016-1686-0063/v2(0) - Initial - USA
10-Mar-2016: 2015-1686-0467/v4(1) - FU1 - UK
31-Mar-2016: 2015-1686-0320/v1(0) - Initial - Spain
11-Apr-2016: 2016-1686-0113/v0(0) - Initial - USA

19. | CMUH103-REC2-117 LA

15-Apr-2016: 2015-1686-0320/v2(1) - FU1 - Spain

19-Apr-2016: 2016-1686-0063/v3(1) - FU1 - USA

25-Apr-2016: 2016-1686-0124/v0(0) - Initial -
(¥ % 2424742 ]

*k5% ¥4 ¢4 Rociletinib (CO-1686)

Germany

*E rMAFLYPF 11042010 20p 3 10501 19p

105 % 05 % 25 p
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FTRIERSI T A EREL( 25
pn|  rgen | JE TTIY
(2% 242474 ]
20. | CMUH103-REC1-065 v AR | *#E%kE S 4L Olaparib
*E rMAFLHF 104 #0521 p 3 104 & 122 15 p
(2% 242474 ]
*x% & 44 Secukinumab (AIN457)
21. | DMR101-1IRB2-226 =4 5k
*E > MAFL M RAF2006#042 01p 3 2015+ 09 % 30 p ;2015
#1102 01p % 2016 #03* 31p
[ %7 il oviz &)
22. | CMUH104-REC2-028 AR
* e p g 12016 & 01 % 28 p
(2= 2papd]
23. | CMUH104-REC2-070 ¥ 3 H | % %E$ 4 Ceftazidime - Avibactam (CAZ-AVI)
*X > MIFL WA 2005032 05p 3 2016+ 01 * 06 p
[ 23k SUSAR listing]
24. | CMUH104-REC2-162 R 4o
P #p:20151001~20160331
[z 2papd]
25. | CMUH102-REC2-080 LAY | SR EF LA denosumab
24442 W PSRI 01Nov2015~30Apr2016
) [{aragre2p]
26. | CMUH104-REC2-116 L o
% *p #p 12016 & 03 * 29 p
[2h% 213484 ]
27. | DMR101-IRB2-032 LR | *E%EF L4 PG2 Injection s § it st
*X rMGFLHF 105604 11p 2 1052052 11 p
(LAridss 2]
*5% 4 : Edition 6
*p #1105 03 7% 21 p
[ %79 wiowzan]
28. | CMUH104-REC2-146 FaA A | *G3pdi105&05°% 06 R
[##]
*hELATREEL A
WA 1 Version 2
# 1105# 04 7 14 p
[ % 21484 ]
*:Rk5% ¥4 ¢4 Tiotropium and Olodaterol
29. | CMUH104-REC2-077 <

* pp4R L WA 12016 4# 017 01 p 3 20164 03 7 31 p
(EEEETEE R |

105 % 05 % 25 p




?4 3&%1 -’z% g = 43;( e R)
eJ-i
¥ 2 7
A agaw | TR IS
*: % &4 4L © Tiotropium bromidel
ZrMHIRLHEF 2016 £01 7 01 p T 2016 #03% 31 p
[z % 214p4 ]
30. | CMUH104-REC2-030 T W& | *RBEF 4L 0 MK3475 (Pembrolizumab)
*E AP LYPT 1042092 04p 3 105#03% 03 F
[z % 214p4 ]
31. | CMUH103-REC2-053 BA B | “R%ES 4L dabigatran etexilate
X rMIRLHEF 2016 £01 7 01 p % 2016 #03% 31 p
Ba . TRAEHR
Ead - fcg (21p354)
105# 05 % 25 p % 36 F % 36




