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USA vs Japan:
Number of procedures per capita (2004)
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Ratio of Procedures between USA and Japan per capita

=

L

-RETFHOEF£-EIL
Li-mmlE,
BT RERE,

e

&
‘o
©
S
P
I}
o
ie]
©
14

bl e

Ms Koyama




Ratio per capita

Before After

+Started to make Uinre immediately post stenting
*Discontinued Dialysis
*Hypertension improved

USA vs Japan:
Number of procedures per capita (2004)

RHEI—T IS —F. INJ

Ratio of Procedures between USA and Japan per capita

The reason for 1/42
Renal stenting

Lack of recognition of the disease

The only renal stent approved in Japan is the
one that was approved in the US 11 years ago
(sales stopped 6 yrs ago in the US)

Palmaz stent (Johnson & Johnson )
1996 Palmaz stent (Japan) Large profile and Stiff
1999 Corinthan
2000 Corinthan IQ
2001 Genisis (available in Japan but off label)
2005 Blue (US) Low profile and flexible
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On Label vs Off Label

Labeling:
When the manufactures obtain approval
from the US FDA, each device is labeled

Label clarifies the indication for use

For example, billiary stent, iliac artery
stent, superficial artery stent....
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KXETHEARTEON label MEZEEBT
WAEDIEE S DR

SFA, Renal, Subclavian stent

Embolic Filter

Wireless pressure sensor, etc
KETHLZHDEDHOSf label TERAS
nTuLs
KETOff label NREREIZELELD X, A
EABNTNAARELEOT=TILA(
DRG)&EO'CU%)#‘B'C‘%%)

*E(=H1730n labelDMERX T+

18 coronary stents

5 carotid stents

5 iliac stents

2 renal stents (Palmaz, Bridge. Genisis not
approved)

2 SFA stents (IntraCoil, Biabahn)

Approved SFA stents (USA)

Only 2 stents

IntraCoil stent

Viabahn stent graft

less than 5% of SFA market
SMART, Luminexx, Wallstent AASFAFH
DBEIEHIEVNDIFEARERLC

KEIZFH T S0ff Label

FEER M ER 1T © ARE (BAZE M BIARTE 1L IE)
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ERR D THHE b

o f=5 hN Rk D Fil 4%
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[EgeSTERAUAY
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Z DFRIZOAf labelf=& (ABE X Tk, coronary wire, Closure
device, etc) (REEEE TELL RO FLHL , Bl K Y —E
Z)

Pathway to market (USA)

510k (low risk, eg,biliary stents)
No need for clinical data

Pre Market Approval(PMA)
High risk, needs clinical data
Vascular stents

Humanitarian Device Exemption

Approved Renal stents (USA)

Only 2 stents
Palmaz stent (6Fri>—X)
Bridge stent (6Fri—X)
Genisis NEERXTULTHADIFAKRE
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Re-Entry Tools

78 yo female with severe rest pain

f the right SFA from the orifice with
reconstitution.
sion of the popliteal artery

CTORREAFER LT




Re-Entry Tools

Pioneer Outback (Cordis)

8F comp 5101( app1oval patible
0.014” U-UT4 wire

IVUS-guided Fluoro-guided

Pre: runoff Recanalization with the
OutBack

e -~ Stenting limited to
Pre: runoff enting ¢ minimum length and
number

FRONTRUNNER® XP CTO Catheter
Popliteal CTO Device Specifications

FRONTRUNNERO XP CTO Catheter




Atherectomy

d x

FrontRunner recanalization SilverHawk atherectomy Post FOXH

FEEVRITNARADEBEH

Filter, atherectomy, Recanalization tool

Filter protection

Off label 510k approval

S10kFRBD T I\ R%552 58 AL TAEITHALI
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Laser angioplasty
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BA B #7R52006 %3 B Medical Devices Face Delays in Japan: The

[TC report Thursday March 29, 2007

PRTHLKALNOBR The average period for the approval of a new medical device in 2004
EE A L) KBRS S
ETHRE. RULEER Japan 1,083 days

B THNSEEFENEARTIE United States 356 days
SEATLND Partly as a result, applications for the approval of new medical devices in
=] K@%Eﬂi@?&(ﬂ'g%ﬁfﬂ%ﬁaﬁ Japan by U.S. companies dropped
*E33 132 in 2003
PMDA® K 3 81n 2005
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Abdominal Aortic : Abdominal Aortic Aneurysm
Aneurysm :

Ruptures if left alone

Mortality rate 80-90% when ruptures

13th leading cause of death in US (15,000)

3 leading cause of sudden death in men >60
Increasing incidence with advanced age
60,000 cases operated annually in the US
10,000 cases in Japan

Stent Graft for AAA

BERE

BWFEFE S TIELMFRNONEY YA 2
AT LAA GEIKE)

NI ELEOBEDIELT AL ?
JL—XAN Lk

T IA=RE ALEREE BRICHBEDED L However, due to severe ¢
. . Flew to NY for Stent gra: his Surgeons
ATIURI 7k ya) % Eﬂé *L'C Ly 7:; Ly Stent grafting under local anesthesia
Flew back to Japan in 5 days after stenting
Total cost: $200,000




Timing of Approval for Stent grafts for AAA

Cook Zenith receives
MHLW Shonin: First
EVAR Approval in EU 1997

J
July 11th, 2006 USA 1999
Japan 2006

In Japan, physicians were using “home
made devices” until last month

MHLW approved stents
Stenting of the AAA

GORE EXCLUDER” Endoprosthesis

Far the Treatmant of Infrarsnal Abdeminal Aortic Angurysms.

Gore Excluder

Cook Zenith

EVAR Trial 1

1082 AAA patients who are good
candidates for both Open and Stent

How good is AAA stenting
compared with open surgery? Randomization

Open repair Endovascular
n=539 repair
n=543




EVAR Trial 1 : Operative mortality AAA treatment
— Open vs Stenting: Complication rate

Open hazard ratio 4x Higher with open surgery
repair [95% CI]
(p-value)

30-day 9/532 25/518 0.35
mortality (1.7%) (4.8%) [0.16-0.77]
p=0.009

In-hospital 10/532 33/518 0.32

mortality (1.9%) (6.4%) [0.16-0.64]

p=0.001

L
0 hemorthage  Pulmonary  Cardiac Combined

Intention to treat analyses using logistic regression (oeleem (L G el Ve Sl AMREATS
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Zenith AAAY SONBEEIE

WAM EHC R FELAREHAAE T BNENCREAh TLLED ] SHAMBEEAE SEE RS
wn nas [

LBEMBHIAAAIZH L THRFICE SBRNE —RBRELGSLNEET,
MO LM B OREIFIBEICE H=T BEISHL T ATV FTMRET
MTONIIEEICDARETED,

HEICH->TEZREMFEREOHEIMIHEFIAE—RIREGLR
WE. BIUHEM IS SERNEIL LGS EERBT S

Double punch:
Low Reimbursement for AAA stent

Japan $13,500 (Yen 1.64 million)
USA $11,000
Price Difference only 1.2x

Makers will loose money
Longevity of product is 7 years shorter in Japan
Smaller market
High cost (multiple distribution layers)
Need to train doctors
Need to do Post Market Surveillance study (400
cases)
According to Cook Inc, a minimum of 2.25x was
needed to make any profit

Japan may not see the next generation stent grafts

Cordis FREEDOM Endograft

12 Fr Sheath WA
3-piece Modular Design

Seamless Polyester Graft

Supra-renal Fixation

One-size-fits Most

In-situ Sizing

Ultra-low Profile Delivery

sheath
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Japan may not see the next generation stent grafts

/

APTUS

ENDOSYSTEMS, INC.
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Japan may not see the next generation stent grafts

MREAR KBRS 2% 3 DT R TR 5T

Chuter T MD

aRE &R K EhARTE

Para-Renal AAA




SMA, B/L renal stenting
Fenestrated Zenith

Selective cannulation of the SMA, renal arteries

e .‘“ A
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SMA, B/L renal stenting BARCHEER RKENIRE R DT AT
Fenestrated Zenith 55T EERTESDEEEADA

T
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Thoracic Aortic Surgery Various Stents for Thoracic Aneurysms
(<) o

- Significant morbidity and mortality
- Optimal expertise/large experience
available in relatively few centers only

5 MDT Talent R
- Surgeons somewhat reluctant to operate ; g =

- Many pts remain untreated | | “

NanoEndoluminal Apollo

Cook TX2

Trivascular




Stenting vs Open surgery In Japan...

30 days or In-Hospital Events Procedure code (CPT) exists for
thoracic stenting

Thoracic stent Surgical Control However, no approved thoracic stents

Operative Mortality 1% 6% Surgeons are therefore almost forced to
Paraplegia / paraparesis 4% 13% do thoracic stenting with “home made
Stroke 4% 4% devices”

WL Gore Thoracic stent trial

In the meantime, patients in
Japan continue to receive home

devices... - FHYRTUM ST LB ERB
ol = Asahi Shinbun, March 2003

The tip of a home made stent graft

became detached and the blunt end

of the stent graft perforated the

patient’s aorta

The patient bled to death

The tip of the stent graft was

attached with crazy glue

. A —H—A\E -
Japan may not see any of these devices BRARDIE T/ A RA—D— B RI-B &
[E% 4 -PMDA
Unpredictable, Unreasonable (Getting better)
EEEOENDLEODTEEIEL
ZTDELDEEETRBETR
EEHLENHLL BRICHEADLDA SN
o5
BERETIA T
CRC. Ru/\T—  BEIAUF (HLEMK
ERf
MDT Talent Co TA_G : MR =
R MmiEHE A
= Cook TX2 MDTIESxELE. & E2xBUA

N—FILHABNHYIZT—4 vk LS
#®EL. BARIEIL
=IO K. BAERT ST

EboE LT R4 ZTAA TREME
NanoEndoluminal Apollo i KRADBHoZHBAARAN
Trivascular




Medical Devices Face Delays in Japan: The
[TC report Thursday March 29, 2007

The average period for the approval of a new medical device in 2004
Japan 1,083 days
United States 356 days
Partly as a result, applications for the approval of new medical devices in
Japan by U.S. companies dropped
132 in 2003
8in 2005
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PRUG-€LUTING STENT

B KRS
BA DR
BEEEX. KRR, RBXFE MERER
B EER
KE (50HE5%
HEDHA
BARIZEFTETNARSTRED Y 4L

Zilver® Stent Platform Zilver® PTX™ Clinical Study
Self-expanding nitinol stent
4 gold markers on each end B R & EEIR T > b DEfTERER:

25 sizes 4807 171
oI RIIICITCE 240 patients randomized to ZE#IiA HZilver® 2 7 > b
20, 30, 40, 60 and 80 mm lengths

240 patients randomized to control (PTA = balloon
assisted by bare metal stent when necessary)

12-month primary endpoint

oy B A#) DRI EDES
Randomization June 22, 2007

Zilver® PTX™ PTA

PN

Technical Success  Acute Failure

PN

Zilver® PTX™




Zilver PTXGAER

Launch 6H22H
E&HEnrolimentik ;R

A 8fl(54MEERH24L) . /NEEL 6451,
RERFE. ZRBRI., [EThhi
NETOHER
Zilver PTXarm 4% RIhE100%
PTA arm 445 REZTNEE33%
Severe DissectionD2flIEE EZ|Y {1+
20 &+ZilverPTX
Total 7Bl D ZilverPTXEAHIDPTA

ZEDEREDGDPLE

OECD Health Data 2004
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Financial Incentive can lead to Unnecessar;
Tenet Healthcare Corporation (for profit group)
Owns 130 hospitals (No2)
Columbia HCA (No 1)
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HMO's and Shrinking Fees:
Can advertising make you a

Take action he business side of their practice to grow and
prosper.

It s common today for doctors, medical administrators and
hospitals to turn to marketing as a reliable way.

They understand the need to “ go after patients ” themselves
and concentrate on marketing to promote procedures for better
retums.
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Costs of Health Care Administration in the US and Canada
Steffie Woolhandler,
New England Journal of Medicine ululm, 349:768-775
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Time is money
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Revolution of Interventional Imaging
Innova3100'Q

v'Low X-ray DOSE
v'No Saturation

v'No Distortion

LI System

v'High Resolution
2D & 3D Imaging
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Take auétion on the business side of their
practice to grow and prosper.

It’ s common today for doctors, medical
administrators and hospitals to turn to

marketing as a reliable way.

They understand the need to “ go after patients
” themselves and concentrate on marketing to
promote procedures for better returns.
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Financial Incentive can lead to Unnecessary Surgery:
Tenet Healthcare Corporation (for profit group)

Owns 130 hospitals (No2)
Columbia HCA (No 1)

WS.com

i r Thee o
Way Too Much Heart Surgery?
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