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i 1956: First successful bone marrow transplant i
. 1961: Drs. Till and McCulloch, Ontario Cancer Institute, prove i
E that stem cells exist :

v 1981: Scientists report growing mouse embryonic stem cells
in a petri dish, isolated stem cells from mice embryos

1 v 1995: Researchers derive first embryonic stem cells from non-

i human primates

1 v 1998: Dr. J. Thomson, Univ. of Wisconsin, isolates human

i embryonic stem cells

E v 1999: Researchers discover that stem cells can be made to

L

1978: Blood stem cells discovered in human umbilical cord ’ ) ) )
differentiate into different cell types

2006: Scientists generate “embryonic-like stem cells” by infroducing 4 genes infto a mouse fibroblast and coin the

name “induced pluripotent stem cells” (iPS)

v 2007: Experiment repeated in adult human skin cells

v' 2008: Scientist shows iPS cells can be reprogrammed into neurons to improve Parkinson’s disease symptoms in an
animal model

v' 2010: Scientists reprogram mouse non-muscle cells intfo beating heart cells. Scientists convert human skin cells into

v' 2012: Research shows that scar fissue formed after an Ml (heart attack) can be directly reprogrammed into beating
heart cells in living animals.

v' 2013: Researchers reprogram human skin cells to neurons which arrange themselves into structures resembling the
anatomy of a developing fetal brain

v' 2014 First human clinical frials using stem cells to freat macular degeneration. ALS. Diabetes. MI-damaged heart
tissue
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- ..‘ Cure of lymphoma Q o
- with autologous stem j
-a cell transplantation o) Q e
Stem cell ~ First clinical I“‘%‘:l ;\\[
transplantation ‘ data on
for radiation GCSF as a . .
accident c r | hl mﬂb|||z|ng !
- ure of sickle t -
ﬁstltl:r?u recn eII(I s agen First report of First ﬁ:im cell
transplantation with stem cell successful : g:nemuzéaﬁ
piorlamine) transplantation transplant in severe PP i id
autoimmune &
disease
1960 1970 1980 1930 0 2010
OO O—0 O O O o—0 { O OO
Allogenic stem cell Dr. Joseph E. I aLE s af Autelogous stem ]
transplantation for Murray and DF. | gy cad-intensity cell transplant First report of
Initial report on the immunodeficiency E. Dennall transplants Sigvm o e using expanded
use of stemn cell S Thamas wins Eﬁec_twe for cells in clinic
transplantation as - l Successful | the Nobel Prize gl};t;;;r;?llru‘n;ve N
cancer treatment o Rk 4 | transplantation in Medicine for linical trial
- i umE® fromunrelated bone marrow clinical trials
(L donar transplant
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Global Tissue Engineering & Cell Therapy Market, by Region, 2009-2018

$35,000
$30,000 “ Rest of World -
Asia/Pacific
& Europe
$25,000 -
= U.S.
—
@ $20,000 -— ‘.
=2
3
= —
“¥* $15,000 —
—
——
$10,000 — . o—
2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

Source: Report #5520, “Tissue Engineering, Cell Therapy and Transplantation: Products, Technologies & Market
Opportunities, Worldwide, 2009-2018."
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Worldwide Tissue Engineering & Cell Therapy Market, By Segment,

2012 & 2018
$35,000
Cord Blood & Cell Banking
$30,000 Cancer
General, Gl, Gynecology, Other
$25,000 - Ophthalmology
— Organ Replacement / Transplant
w $20,000 Dental/
:g « Skin/integumentary
'§ $15,000 i Urology
Orthopedics, Musculoskeletal, Spine
$10.000 “ Neurology
S—— W Cardiology & Vascular
$5,000
——e
$0 —_— A —
2012 2018

Source: MedMarket Diligence, LLC; Report #5520, “Tissue Engineering & Cell Therapy Worldwide 2009-2018.”



http://mediligence.com/rpt/rpt-s520.htm

UnicoCellsiouso

FH T 2 B B 3 A7 B2

Bl iR B = Ik HIZ A
History always repeats itself : L Etkinfahi5EE A6

E -
10 4
4 8 -
- s
[a)
5 g
"8 »
> 5
.E Q
w
]
& o
g v
2 4 4
2 4
I \ I I | | | ‘ 0 J T T T T T T . v
e VUL 5 O A5 7 OO . 12 18002 -2 B S . o g 0 : 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013
1982 &84 86 1990 2000 02 12 2014
M MAbs and MAb-related products M Products approved, but subsuquently removed from market —+-Avastin -«Avonex -s-Enbrel -e-Herceptin ~+~Humira -e-Rebif -+ Remicade = Rituxan

Annual approvals of monoclonal antibody products Annual sales of monoclonal antibody products

Source: The therapeutic monoclonal antibody market mAbs 7:1, 9--14; January/February 2015
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Historical trend of cell-based product approvals worldwide

0 0

»q.,q" @ca“’ ,&q" '1906 ,LQ,Q."I ,‘90’1' 106” > 100‘3 '1.°°6 1@" ,‘po‘b qF’QQ ,LQ@ 190 ,LQ-»"' qs,w”«' > 2 ,LQ'»"-’
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© CellTrials.org

Source: Bersenev, Alexey (2017): Historical frend in regulatory approvals of cell-based therapeutic products worldwide. figshare.
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Reguatory approvals of cell-based therapeutic products worldwide since 1997
(568 approvals, 55 products)

| 3%

m USA(FDA)(17)

m Europe(EMA) (6)

m S. Korea(KFDA/MFDS)(20)

m Slovenia(MH)(2)

® Japan(MHLW/PMDA)(4)
Brazil(ANVISA) (1)

= China(CFDA)(1)
Israel(MH) (1)

® India(DCGI) (1)
Denmark(DMA) (1)
Canada(Health Canada)(1)

m New Zealand MedSafe)(1)
Germany(AMG)(2)

© CellTrials.org

Source: Berseneyv, Alexey (2017): Regulatory approvals of cell-based therapeutic products by jurisdiction. figshare.
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* Disease treatment and prevention

* Multipotency of stem cells I
e Variety of stem cell indications
* Promising functional effects on

regeneration

e The fundamental solution

for cell loss diseases

0i

Weaknesses

Fate of cells: survival,
transdifferentiation and
integration

Mechanism?

timing? Delivery? Homing?
Difficult to patent

Large scale randomized trials
could be negative
* Unforeseen safety problems

- e or e e e e

- e or e e e e
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Hair regeneration

Retinal prosthesis
Eye diseases treatment
Increased blood

nutrition provision
Damaged cardiac muscle repair

Insulin secretion
Improved diabetes

Liver function
improved

Delay rental failure
Erectile dysfunction
treatment

Cartilage and bone
tissue repair

Osteoarthritis treatment

From Head to Toe
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Figure 2 Number of common diseases Cardiovascular disorers, 70
registered for MSCs based cell therapy
(ClinicalTrials.gov)

Autoimmune disease, 45
Others, 162

Osteoarthritis, 37

Ulcerative colitis, 2

-8

Parkinson's disease, 2

Alzheimer disease, 4 Liver disorders, 32

osteogenesis imperfecta, 4

Skin
disease
s, 13 Kidney failure, 15

Aplastic anemia, 5 GvHD, 29

Respiratory disorders, 21

Muscular dystrophy, 7 Spinal cord injury, 15

Source: Human mesenchymal stem cells - current trends and future prospective Biosci. Rep. (2015) /35 /
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2 160 : 70

T 140 - w 60 1

E 120 - / E 50 A

g 100 £ 40

g / 5 30 -

E 60 o % -

KA

3 ' 0 +™= —_— . |
0 ¢ ,
2004 2006 2008 2010 2012 2014 2016 q\b,gﬁ':@‘*;#&: &1@&1@&;&%&& ~

Year

The number of hASC clinical trials registered on clinicaltrials.gov
Most trials were still in phase | and

Source: Our Fat Future: Translating Adipose Stem Cell Therapy STEM CELLS TRANSLATIONALMEDICINE 2015;4:974-979



UnicoCellsiom:n

22 ELIXCYTE 45 —Why ELIXYTE ?

ELIXCYTE : Allogeneic Adipose stem cell product

(B

Unique Bioprocess Without the need for
Technology HLA-typing

B EY)RIEE BRI BmEZ R &Rk

High proliferation
activity
= EIBIE R

High paracrine oc’rivi’ry
=SEEB D WEE

High differentiation High Immune-
activity modulation activity

=EEEE S EfIE AR
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ELIXCYTE 45 -Why Allogeneic ?

High commercial potential and marketing trend in stem cell therapeutic products

Figure 1: Allogeneic processes generally include strategically placed cell banks and large lots of
patient doses. In autologous/patient-specific processing, every lot manufactured is meant to treat
only a single patient, and in some cases much of the product is lost to product release testing.

Allogeneic = Universal Donor Autologous = Patient Specific
L ]

f Trreeerene

1111111111

i — Master Cell Bank
. 1 ™ ot Tested = o T o o
U =
. 1 ] cm| 3433330303311
o 1 101 0 1 Working Cell Banks =% | oo oo o
- — S]] ot Tested 5 2| OO O Ol L Testing
= 1 o EEEEEEEEE.
o
2 | OO OO M Patient Doses ss iy
e | OO0 O00 00000 5t Tested ® ® 8 0 0 0 0 0 0
o | LI LI
*|BB852E585:8 TTrTeerTe
NI N I N I I O Y
N I N I O I Y
N N I I N N N N N I
1111111111
e v 0 0 0 0 0 0 o o '"PatientorDonor

wwwwwwwwww [] Cell Ampule or Dose B Submitted for Testing

Cell Therapy Bioprocessing BioProcess International March 2011
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High safety

d b s50- .
—_ . M Allogeneic
S _ Until 2014 0o
% 150 1 m Allogeneic @% 300 1 m Autologous
" _E_ B Autologous g 2 2901
o - £ 3 -
= 100 £ 200
R 28 150-
9 5 G2
£ 50 - S < 100 -
Oc ES
s I 35 50-
@) L T T T 1 1 1
~ 85833388
reported
Phase
\\ Mesenchymal stem cells: Immune evasive, not immune privileged. Nature Biotechnology - February 2014

ELIXCYTE 45 -Why Allogeneic ?
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« BAENRNBWABREZELIEA @ 60l EABED N2 EBAB AR - 755 EAFFEBHRERSIESO%
2015 F B AN EBlr SR 2 S RECES7.75B 70 - BN EHISZ 0ZE300B0iR1E

#2400 EANEEE Fﬁ’éﬁjé
SEEENEERER—FL 11.5 Bt

2FWRSHR-EP TR B SRk 2012.08.28 0 IEK

Bassi G, Pacelli L, Carusone R, Zanoncello J, Krampera M. Adipose-derived stromal cells (ASCs). Transfus Apher Sci. 2012 Oct;47(2):193-8.

Casteilla L, Planat-Benard V, Laharrague P, Cousin B. Adipose-derived stromal cells: Their identity and uses in clinical trials, an update. World J Stem Cells. 2011 Apr 26;3(4):25-33.
Philips BJ, Marra KG, Rubin JP. Adipose stem cell-based soft tissue regeneration. Expert Opin Biol Ther. 2012 Feb;12(2):155-63.

Zuk PA. The adipose-derived stem cell: looking back and looking ahead. Mol Biol Cell. 2010 Jun 1;21(11):1783-7.
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A WORLD OF POSSIBILITIES: STEM CELL APPLICATIONS UNDER INVESTIGATION

YXYXYXYHYA

2311 ‘,\,*‘3"1‘,”‘ & ..vitlj
TRURERARAT 00 NTD

2060 % 3 % 197.1%

Indpladnla

Source: 1. £EM IS MK -BRER 2 BAMSER, 2012.08.28, IEK; 2. 'Global Regenerative Medicine Market Set to Register 12.8% CAGR due to Rising Tissue Engineering
and Stem Cell Therapy’ , Transparency market research, 2015 . 3.9 ZEREI2012F £2060F A O#:t - THRABEEREZEE ; MEBHTRAONSRICBEITHER ; BES
ANBERI03E2E210H TEK, - S, W T ES, BAEEE X/ Housel23 EBE*] 4. B 5 TRADE MAGAZINEEZEB 2 12 14w BAUL R B IS RIEM &, 4 E5E 2013.6.
N264. 5186 | MARCH 2013 | VOLUME 12 www.nature.com/reviews/drugdisc




UnicoCellsiouso

FH 7 2 B PR 3 A5 R 2% ]

71| T ELIXCYTE®;a 72 2 A 8f 3% (B 25

A

VRFTA - FABEFBRMZ
AFRIARE - ATEEEME

1w 3Es% - AREER TR ~ BB A
AR FRIERE ~ B1EAIEINEE

FRFORN - HSE R PR &
otz B R IR 1B

RIRZEY)B R EER

OB {CEREY)EE

— - o W OBANZERERRXGTIE
b R & 22 =)



UnicoCellsiouso

FH 7 2 B PR 3 A5 R 2% ]

i

Elixcyte

B E A&
EEAl

=EM/NRMEE FEAREL R AT FEAEA

|E.|

3 ﬁﬁ?’v“:F'/E =g ez A = AN

o

HE B & 2 &% 4 fe e
tHEE WA T 421
4 {EAHtEE EdSELR iZﬁEF?E
ﬁxx 4% % I 8 B
pERES

M/ 7w EREA

RRIETRE MR oo o -
IS . B53s . 4 B BAED BEENE R

e A E E’JFF

EET R EET R EET R Filg

BAL M RRRI A% %‘%Eﬂ:r RIEYE gp

i

XK

]

A LRSI

MTLE- ML RITROA-PRP  [BITRE-HRE | og 7 -LRAE & Bl Medipost 2

=] - Al R A
CARTISTEM

18 32 B I 7 [0 ]
CESID

[l nly]
(EPR#Z )

P 7 [ [R5 25 &% 41 e
B3 48 B8 9 ) Bl 1 4%
L8R & 4 BE 152 3E =
BB ERER
BT R TR

EET R
RACTERREEETSR



UniCOCell BIOMED

FH 7 2 B PR 3 A5 R 2% ]

IR1TEOE- A LEAEN & | ¥ BlMedipost 2 =)- 4
1 2k =97

7 AR IS bl = AR = e O SR
(fﬁﬁﬁfﬂé’i) » BEY ilzﬁz% B & BE—2H  BE3-6 — KR - BH10-12FF —RX - BEN6-12(ES
M9MEH (=)=
8.&8I1EF8 mAREEEIER mAREEEIER mARZERIER mARZERIER mAREEEIER
BE—EZEE14005
— i EEB185228 ¥ . —(@EEIZEH4200
HBE L a . —@EEZEH 8 - BRIREREA A13- 148581 #970-1008E 514
%‘A”ﬂ MAZN - OJEREE
:lzﬁ A — &=
RAOB = EEEH
BURAE - HAIK FigEERS B EmRETARENE
ESREMXEEN EHRGECUHEE BRENHEE o BAS  AREME
ZAER - BLURERZ KREEFBRENE  BEFEEEBEFM - Fit EAL5 - BEEREE
HEBEEEIINNER BB FE #BE_EACRELE 2
(Off-label use) + BEXY BERE }z%ﬁfl%ﬁék, EPIRM
NEFE
FE150.5 % 1% 20 % 5% >0.1%



UnlcoCell BloMED

FH 57 24 B R B 3 A PR 28 ]

f RZ2CT21 ELIXCYTE Aﬁfﬂn Eﬁ Eﬁﬁé ?EE"I

————————————————————————————————————————————

|
|
R E R |
v BRECT21-ELXCYTERBHE |
e SRBEPH(IND) |

v ERRZECT21 HIEAE R
AL ETN HUN

v BAMERELIXCYTER M v ERIR mCT21’f;si|f§§_H?@ & i
v TFDA GTPERZE(CT21)&E% &R i TFDA#Z/E%TH‘IE%II HH
_____________________ J T i v BRRFECT21-1E800ER /0 EBRER

________________________________________

. —_—— e e —_



UnicoCellsiouso

FH T 2 B R 5y A7 TR

o
>
B
Iy
W

Study Protocol: + Confidential ++3
Elxcyte for Enee Ostecarthntis+ ersion: 1.0+
(Project Number: CTZ1 W Date: 20SEF20 16+

]

Interim Report+~
!

o

A Phase I'TI Study to Evaluate the Safety and Efficacy of the Allogeneic

Injection of Expanded Adipose-Derived Stem Cells to Patients with Knee
Osteoarthritis~

+
+

Project Number:+ CT21+ o

Investigational Product:+~ Elixcytes +

UnicoCell Biomed CO. LTD_+ a
6F., No.65, Ln77, Xing ai BRd_, Weihu Dist_«

Taipei City 11494, Taiwan+

Tel: 02-2791-1826+

Fax: 02-2791-1756+

Sponsor+

o
Corresponding Principal Yu-Han Chang+ a
Department of Orthopaedic Surgerv+
Chang Gung Memorial Hospital+

Linkou. Taiwan+'

Investizator:+
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Chronic kidney disease (CKD) is a

U e CKD: worldwide

over time, which requires dialysis

::: kidney transplant to maintain *Chronic Kidney Disease stats

LINHVIN

st RERsr s D Eesssnnn T Srssnnnne,
-
- .

* YOU ARE IN A HIGH RISK GROUP IF YOU:

mﬂ about 1 in 10 people ¥ have diabetes (see map of diabetes prevalence worldwide)
have some : v have anemia $
m* degree of CKD v have high blood pressure . :
v have a family history of kidney failure : 8
v are older : =
Other facts about Chronic Kidney Disease (CKD): v belong to a population group that has a high rate of : =
= Itis estimated that about 1 in 5 men and 1 in4 : diabetes or high blood pressure, such as African : m
women between the ages of 65 and 74, and 50% of : Americans, Hispanic Americans, Asian, Pacific Islanders, : 3
people aged 75 or more have CKD. s and American Indians. s
- K|dney d'sease causes hyperlension, Wh|ch affeCtS . T ————— L L L L T TTTIrNNNTTNTTTTNTTTTY .t
80% of kidney patients.

Kidney failure interferes with your body's natural immunity,
making it easier for you to get some types of diseases like
hepatitis B and C and HIV/AIDS.

= Kidney disease also accelerates the progression of
heart disease and increases the risk of heart attacks
and heart-related death.

v

= Heart disease is the major cause of death for all

IDF Diabetes Atlas, prevalence worldwide (2012)
people with CKD. -
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WHAT CAUSES CKD?
Diabetes
other and high blood
factors pressure less than 1 million —

1 to 10 million

I =
B 10 to 50 milkeon ¥,
ﬁﬁ B 30 to 100 million i
B 100 to 130 million -

B over 150 million -

Data sources: National Kidney Foundation (NKF), www.kidney.org , www.idf.org/atlasmap
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Kidney and Renal Disease Global Therapeutics Market
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Data sourced from GBI (2011). Forcasted CAGR is 5.5%

*x EIkTHIZ
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ERR - ZE3ERERGBERECHE2010FRAI490E%TT - HREI2017FM710/EETT, BELUS.5%EE
SRR

EXEMRRENKENS - W5|BFRREAMESFFHNSER - 2011FUBRKREtT—StEEEEZRAENRK
EMiRF A BT (DaVita) 2% - MR2012FREFEREEMRHR KR
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80 — I china
O usa 9,8%
50 O uK =
B Glomerular disease

= 40 10,5%
=2 DN
E [ |
E 30 7 1 Hypertension caused
g renal disease

20 B

Cystic disease of kidney
10 — . Nephrolithiasis
57,4%
16,4% " W Others
{] — L

Diabetes  Glomerular Hyper- Cystic kidney  Other

disease  tension  disease  cause 1. Zhihong Liu. Nat Rev Nephrol. (2013); 9, 523-528
Cause of ESRD 2. The Chinese Renal Data System (2011)
* PE&EETIS
«  EIRFEARED - CKDINEREAR10.8%, HPFXABAOCELISOBA, 1I0FARKEREA2508~3008 A
- HEBERIAEREL.9%, EBREEI OB LK, BEPEARMBES, ABERRKERA, BRIBEET SRR

lBEMA, FRET2025F KR/ EIREXABEHIHFRAETHISHEEER10008ARE)
- BER2013FTHREEISMAAH6.7ENERERSEXENRNETKE - SEEINEL - BFRETERS

FHEA00E - REANERERGMN -
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EBHERIB-INAEBEAT

I

-t

F=H/FNHERAGE: B
224 42 A B Bt BE TR R PR E B 2 B {E AN KiE ~ S

L3

—ER

BEEIESEHEE

—Hy | Bfk. MFREEHEIE

SR
HEEHEzE, B
HEEBKR. MKF

BRI
TR

S

- EMAERFER

B EREIEZEGFR
90~100 ml/min/1.73m2

SHrEkEBRZEGFR
60~89 ml/min/1.73m2
EHERGAZGFR
30~59 ml/min/1.73m2

B EREIEZEGFR
15~29 mi/min/1.73m2

SHIEKEBEZEGFR
<15 ml/min/1.73m2

FhHE(CREIBRIE) ARG A

MREN - BIEER - B

VAN =1:274
R/=8

i 1% 15

SIRINEENESEA60%L £, BRESERMRREME, FEZEH M
fE. MBEE, S¥FEMEERE, —REERESTE. 858
SIS X2 BBAER R,

SHIEENESA15-50%, BITRASKITAE, HESEASRNSH

SHRMEFRIEEAN15%UT, BEFHEEHREERRSIEIIKS, Al
WAEREHESZETAE N SREE.

i I AE B HA K E, TR

HEEE BAALE RREAM http://www.ckd-tsn.org.tw/knowledge/
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Panion & BF Biotedh e, rient EuroPharma
Acceleron Pharma * Amgen -~ Eli Lilly j i
£E -~ OPKO Health * Quark
Pharmaceuticals

SIMBPHEEERE | EOERHSE | S58x

#E AstraZeneca

AR REZEEx .
'E N -
#®E Evotec AG %5 Keryx £ Medinox TP el
7%&E  Sanofi

Nephoxil 2 iTrast
I+  Vifor Pharma AG - (EB) NOX E8 RAKELE)
HZA Nippon Zoki Pharmaceutical vh

i SR TR
. Panion & Bf Biotech, Orient - IERERE

EuroPharma, MegaPro Bio ‘
B 2R REFISE S EERS LB

WEEEHEE A0 . =B RIS EANER

MPBFA%l: Nephoxil Bk 70 722 F AR E IR B B Ao 148 = ¥ (pharmaceutical grade ferric
citrate coordination complex) - B&M—RAZH - s RETENZFHUEBESE - JEhEE
o/ DR IRW DI BR BN E - BLUAEEMERBRENTCEE)SEE R 2 MBVE -
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Mesenchymal Stem Cell-Based Therapy for Kidney Disease: A Review of Clinical Evidence Stem Cells
International Volume 2016
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US FDA & TFDA ELIXCYTE (€M B =& )5 & iR K
BELEXE

2] A& o )Y U.S. FOOD & DRUG

187 & 22 R 3R BE ADMINISTRATION Search FDA

Ato Z Index | Fo

HE B daak 1 11558 & db7h o it & 8 2 R 25 X BLA88IR
1% ¥ : 02-27877498
45 AR TS ¢ % FH202-27878000#8241

114 & FE#E 15 44 © heshih708@cde.org.tw

& 4b 7T P R AT 77656

X AT A BFIERRST A R F]

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary

Drugs

Fi T

Fxa#: FPERBEIOGHESALITE Home > Drugs > Development & Approval Process (Drugs) > How Drugs are Developed and Approved > Types of Applications > Inv

—_——————— e ————— — — —

X F IR AT R T 1066020421 5 106. 5. 18 Application
@5 =
0 B AT B TR DESE G A
A : ! . -
S . AR it s A B L S E A E 42 [ Elixcyte Investigational New Drug (IND) Investlgatlonal New Drug (lN D)
injection 6.4 x 107/8 mL | £t 5 %% % 32 Ml 4m il 76 H B% AR 3R anplication A li .
st & (ST LI CT31) K > 454x > AARAFE pplication
R B HEAT 0 MEARBPAF IR e AT R M o AR I W X S <
> 3 Ao S B AR ER o MAR AKX BITAAF AR ETE
R ZIFHZBERERBT LR ARRNBRW|ELRMD
o FhoIREAK  WER -
T REA - o N
: P ifﬁj‘é ?,J 1[%6,;9(452 ilé’f‘ f?;ﬁ;ggg%?;fﬁﬁ%m,,: AR From: Sista, Ramani V [mailto:Ramani.Sista@fda.hhs.gov]
| T mE : B RIRER PUIT AT AL HIVL - HIV2 ~ HBV Fv Sent: Thursday, December 29, 2016 4:12 PM
: }r;(g/%? %gﬁ%;%zé%%'%iﬁ‘%ﬁ%%?iﬂiﬂﬁ #Fgem o Kt To: Mary Wood <mwood@safis-solutions.com>
I =~ ERREBECH/ R T B AL AT A BRF RS AR RS Subject: IND 17260
1 5]/ & A R BRI A IR S AR &t EE Importance: High
| JrA~B #A % : v2.2 _12APR2017 - mportance: Hig
| m\$%@§§x%%%%%ﬁ§§?$aﬁwTIN??
- t : o ; :
sli Il(zjﬁP;{%O%TJ 2APR RESRSICHE: ket RIRRISERmS ¥ This email is to inform you that we have completed the review of IND 17260, and have
I e iR & R AN B concluded that IND 17260 is safe to proceed.
| Z8 N %%42{951‘_#75 Z__EI ’i%‘%—?%0950325965%§§%?»9‘755ﬁ10
: Etgﬁaféiﬁﬁl ;q-z%é)gésg;;}g ’9_513—_ %@‘%ﬁ’aﬁﬁﬁ zaﬁfgﬂf IR Please submit all communication (email and phone communications) between you and the
| + ~ fi B /g ES A 3R A B Ry S 3R A ez = RAER Eiﬁf;_ reviewers at OTAT\CBER and the information requested in these communications during the
: Egﬁ_ o ffg.?j% %ﬁ@%@ﬁm éﬁ;f;oggfﬁgé Bp i %o IND review period, in an official amendment to the IND.
I RExHeH > AR ECHF Ao RTAAX L CRAER LG
|
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¥R i = S A AR 2% (2014-2016) e e
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*H AT R A8387,2961F 7T

| 204 | 2015% | 2016%F1H | 2016F2H | 20165 | 20176/1-55
L 1IN 416,899 829,509 496,544 506,416 1,002,960 476,332
DN 181,726 380,016 254,631 273,338 527,969
EXRTAH 235,173 449,493 241,913 233,078 474,991

BAIR 56.41% 54.19% 48.72% 46.03% 47.35%
EEEH 163,294 202,518 108,216 138,785 247,001
B /1,879 246,975 133,697 94,293 227,990

BRI 17.24% 29.77% 26.93% 18.62% 22.73%
BI85 1,025 3.007 (414) 6,403 5,989

FTSHi (& H) (12,358) (42,507) (22,709) (17,619) (40,328)

iREaEvil 60,546 207,475 110,574 83.077 193,651
EPS(IT) 1.56 5.36 2.86 2.14 5.00
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