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Note: This is provisional information intended for those who would like to participate it. Please check later version afterward.
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Day 1, July 22, Tuesday
;MB 7H228(K)

9:00 - 9:30 BMEEEF

9:30 - 10:10 PBALE#E
- KHABRZE BERREXEZREEZEMEH BRFANEZHIR
East 2008 ftEZE & K)
- REI7HTET - Prof. Mitchell Krucoff, DCRI

(HBD

- BARAIST -E2NEX. BEEFBHERXEERSEE

- KT - Dr. Daniel Schultz, FDA CDRH > 4—&
- BARBIEER - (ERE)

- REEER - CREIEESR)

10:10 - 10:40 HBD D=
a. HBD M/EA|&# R ( Dr. Daniel Schultz, FDA CDRH 2 4—E)
b. HBD O R LS EDEE(2003-2008) ( DCRI)
c. yA-NIn—tF{t —YavICEHIHEFEDHRA WHE &.ELEFHE
LERKAEEEEEEME)

9:00 - 9:30 Registration

9:30 - 10:10 Welcoming remarks
- Prof. Ryozo Nagai, Tokyo University (Head of the HBD East
Planning Committee)
- US Academia (Prof. Mitchell Krucoff, DCRI)
- Japanese Regulator (Dr. Tatsuo Kurokawa, Councillor, MHLW)
- US Regulator (Dr. Daniel Schultz, Director, FDA CDRH)
- Japanese Industry (tbd, JFMDA )
- US Industry (tbd)

10:10 - 10:40 HBD overview
a. HBD principle and structure (Dr. Daniel Schultz, Director, FDA
CDRH )
b. HBD achievements and perspective (2003-2008)  (tbd, DCRI)
c. MHLW perspective on global harmonization ( Hiroshi
Yaginuma, Office of Medical Devices Evaluation, MHLW)
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10:40 - 11:40 POC Z77/RA—FDartTrEEH
1) POC @arvtT+ (EXER.EEFHBEXEEELEE)
2) HFO—K<v7 (Carole Carey, FDA)
A XERDRE (EHE, KEEESR)
E1Em (30 )
ER . Ek#Ex(EE£F5BAE). Carole Carely (FDA)

11:40 - 13:00 BB
13:00 - 17:00 HBD DEENZEEI 2

1) =259 L—1Ho0E: DIMERBIROAER (13:00 -
14:50)
K FEkig GRE#E L&) . Prof. Mitchell Krucoff (DCRI)
a. WG1 OBIERU DES DEE (WG £RIER)
b. HiBRATEE(H: DES DEERABRDEL
1) 7#—ARRR T4 DESAREBOE—TORILEFERTEFrLoD

CREIEXRSR)
2) BATO DES DR HAllE/ont=h? (FE#E. M
mERERR)

3) HHlHB/mDRE ( Ashley Boam, FDA )
c. R AR5 EEMRE
1) ZROE\R (DCRI)
2) MAZBFBOFAR ChHEELR REREKSFEER)
EtER (40 &)

10:40 - 11:40 Concept and advantage of POC approach
1) Concept of POC (Dr. Toshi Tominaga, International Planning
Director, General Affairs Division, Minister's Secretariat, MHLW)
2) Regulatory road map (Carole Carey, FDA)
3) Industry view (tbd, JFMDA and US industry)
Discussion (30min)
Moderators: Toshi Tominaga (MHLW), Carole Carey (FDA)

11:40 - 13:00 Lunch

13:00 - 17:00 Report on HBD activities

1) Report from Working Group 1: Global cardiovascular device
trials (13:00 - 14:50)
Moderators: Dr. Shigeru Saito (Shonan Kamakura General Hospital)
and Prof. Mitchell Krucoff (DCRI)
a. WG1 overview and short history of DES (WG co-chairs)
b. Pre-market evaluation: History of DES trials

1) Case study: Challenges for single protocol of DES trials (tbhd,
US Industry)

2) DES trial in Japan: Lessons learned? (Dr. Shigeru Saito)

3) Regulator’ s view (Ashley Boam, FDA)

c. Post-market issues

1) Academia’ s view (tbd, DCRI)

(Koji lkeda, Office of Medical Devices,

2) Regulator’ s view
PMDA)
Discussion (40 min)
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(k& 14:50 - 15:10)

2) T=x2T-TN—F2hoDORE: HEIATORICEETSHEREL
P AM) (15:10 - 16:50)
ER EHE-FIEREXZXZEREFMRH BEREEZHIR).
Erika Takai (FDA)

a.WG2 D#fE (WG #FEER)
b. 7—XRXE2 T4 (EH#E)

c. HBD MEH L INTERMACS A4S 4
1) #HMAIDEOEEEZOHEMN (DRRMLE. BLRRSIR
2 8—)
2) INTERMACS 7R%'35., ( Erika Takai, FDA )
3 BARIZBITALDAM) DR TLEAICHTIREHEOR SR (K
HFE—mB. FRAE, REHBERSIAETSITR)

R (40 9)

17:00 —BBKT

18:00 - 20:00 LtFL 3>

(Break, 14:50 - 15:10)

2) Report from Working Group 2: Post market registry for
mechanical circulatory support devices (15:10 - 16:50)
Moderators: Dr. Kazuhiro Sase (Juntendo University) and Erika

Takai (FDA)
a. WG2 overview (WG co-chairs)
b. Case study (tbd, JFMDA)
c. History of HBD and INTERMACS program
1) Short History of Mechanical Circulatory Support Devices and its
( Dr. Takeshi Nakatani, National

advanced technologies
Cardiovascular Center)

2) INTERMACS program (Erika Takai, FDA)

3) PMDA perspective for introduction of registry system in Japan
(Uichiro Kimura, Deputy Director, Surveillance and Analysis
Division, Office of Safety, PMDA)

Discussion (40min)

17:00 End of Day 1

18:00 - 20:00 Reception
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9:20 - 15:00 HBD M;EHICEHT 5;E ()

) T—FVT-TL—TIroDHEHRKRBEDSVTT (9:20 -
10:50)
ER: RIIZEA(RERXEEFGERIE BRGARE. £5R).
Dr. John Alexander (DCRI))
a. WG3 OIE (WG XREE)
b. ERRERERD A DS ICRT 5 F B4 ERRE
(R7E)
c. BRADEEKRMEAIZDHAEDNELL
(FafE & (KIREEE2—RZR) . )I&RL (RXHER) )
ETEm (40 53)

(k&8 10:50 - 11:00)

4) T—RIT-TN—TaAnoDHE: RAFOWEKEIZ2I=r—ay
(11:00 - 12:30)
R Mi8 & (EL£%5@4E). Carole Carey (FDA)
a. WG4 OIE (WG XRER)
b. HX®D GCP MLLER
##53ReE  (Neal Fearnot ( COOK ))
c. STED QL& (15 &)
EHHRE (E#ERUY Donna Haire Philips )
d. pre-IDE/ZE R

9:20 - 15:00 Report on HBD activities (Continued)

3) Report from Working Group 3: Clinical Trial Infrastructure
(9:20 - 10:50)
Moderators: Dr. Yoshihiro Arakawa (University of Tokyo) and Dr.
John Alexander (DCRI))
a. WG3 overview (WG co-chairs)
b. Major challenges facing clinical terial infrastructure
(tbd)

c. Recent changes to clinical reserch infrastructure in Japan

(Dr. Hideo Kusuoka, Osaka National Hospital)

(Dr. Yoshihiro Arakawa, University of Tokyo)

Discussion (40min)

(Short Break, 10:50 - 11:00)

4) Report from Working Group 4: regulatory convergence and
communication (11:00 - 12:30)
Moderators: Hiroshi Yaginuma (MHLW) and Carole Carey (FDA)
a. WG4 overview (WG co-chairs)
b. Comparison of GCP between the USA and Japan
Report on progress (Dr. Neal Fearnot ., COOK)
c. STED comparison
Report on progress (tbd, JFMDA and Donna Haire, Philips)
d. Pre-IDE/pre-submission consultations
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1) ERORME

Medtronic )

2) MHZBDRME

BEEH)
B (30 %)

12:30 - 14:00 BRE&

14:00 - 15:00 BR#REIE

15:00 - 15:20 FA&DEHE

- BBREARTOERIZBETARHFLBHO%KE|]  ( Martin - Yabhiro,

-ERECRE (EHE)

- FDA OfR= (Carole Carey, FDA)
HEAHEIEICET A E

HEOHR (GABEEFER. REHER

EE: W2 &=(E£FHEE), REDCRI
- RORATvF, HBD M 2008 EEHERLUSEHDREL
- RRINF-T—<ICEATRaAVR

(EHE)

1) Industry view
- Role of regulatory authorities in device development process
(Martin Yahiro, Medtronic)
- JFMDA view - JFMDA
2) Regulatory view
- FDA view (Carole Carey, FDA)
- PMDA perspective on its consultation system (Dr. Yuka
Suzuki, Office of Medical Devices, PMDA)
Discussion on all the topics presented (30min)

12:30 - 14:00 Lunch

14:00 - 15:00 Final discussion
Moderators: Hiroshi Yaginuma, tbd (DCRI)
- Next steps, 2008 objectives and future vision of the HBD
- Comments on the topics presented

15:00 - 15:20 Closing remark (tbd, JFMDA)

B&EE abbreviations

HBD:Harmonization By Doing (I kA EEEEIFRHFAFI) . WG: Working Group (7—F>% -4 JL—7) . DCRI:Duke Clinical Research Institute (72—
YRFERMAEHAZERT) . MHLW: Ministry of Health, Labour and Welfare ([E457{81%4) . PMDA:Pharmaceuticals and Medical Devices Agency (EZFEME
BRI IR A HE4E) . FDA:Food and Drug Administration CkE & S EZESIT). CDRH:Center for Devices and Radiological Health (Ef&# s - ST R R ELY
Devices Associations (AXEEKFERES R (EHE)). INTERMACS:Interagency Registry for
HEOEROELE), STED:Summary of Technical

4—). JFMDA:Japan Federation of Medical
Mechanically Assisted Circulatory Support (4£>2—<v%9X). GCP:Good Clinical Practice (E&

Documantation GF{+&E#HEE). IDE:Investigational Device Exemption (FF72 FEE B4 28 0D 5@ R4V )




