HBD East 2017 Think Tank Meeting: 7> — &5 R

(conducted from Jan.11 to 31: 39 responses)
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5. HBD East 2017 Think Tank Meeting®
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Top 3:

1. HBD for Children: Progress and Challenges

2. Round Table Discussion: Where Do We Go
From Here?

3. National and International Efforts for
Developing RWE



Area

8.5 12 HBDTHIY <A TARL L \topic

Comments
-Ft=7ideviceFAFEAN DY #H A (Device for 21st century) , Academia, industry, regulator body 2*o®
==

New device/technology

- S#& HBD CHRYME PEDHME (BRI -2 EALDTLET—23V),

- Robotics tech, surgery, rehab, support and more.

Post-marketing

- Post-marketing vigilance activities, post-marketing surveillance.

BADT—ATHENAZIISOTREN

Approval application in
the US

-BRIZEFETNARZTEELY  BEFBAKRISHLTRETORTEIZTTNELTLNS, chbE
fRIHI D= DIRE,

- How to build up clinical data or database for device promotion.

EEDGcPHIED LLER

Clinical trials

-BARDBREEDHFEIL (FVUFT—TIILTEAIZEN > TV, BHLGERFEORE)

-2THREITEAYEL=. BARDBER Dover quality[=2LVT

- Cost of clinical trials

EEMOEHMERHARFEORKIC, ERESETITILT—ILIET U REFALT, BBREE
g HELTH/MRIBRDBERTRRBZIRIGTEDRIITT 2F A DHEE,

Real World Evidence

- Real world, again and more.

EvOT—RERICE SRR

-HBDIZE > TEBLIREIN—FFAE—2a D EAKRMAS

- More specific update of POC.

HBD achievements

_5|Z=#=. HBD for Children

_ HBD for ChildrenDZNE DR

EFS

- Early Feasibility Studyl& = 3FESH TIEZT-LVTT,

- Involvement of other countries for multi-national harmonization.

Global harmonization

- Develop measures that track the differences between Japan, USA, EU and any other major geography
approval time. The concept of 'Japan Lag' should go away as now Japan may be 'Leading' (Negative Lag).

Wider scope MERNBERITHELTIETTODEIGHR, 12D R EFICHILITF TLIZE LY,
Other - Is anything like an ICH for JP/US possible?

- Safety reporting alliance in global trial
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Area Comments

- Further sharing of examples.

- Detailed discussion on the specific achievement of regulatory harmonization.

More details on HBD |- TARAAVIAVIEREEEKE, HoEFRLI-VWERWELT:,

- Sharing failed examples of the program, not only successful cases.

- HBD for Children D&,

- Product group to be taken up for HBD in the future: presentations from academia and industry.

. Ft=TadeviceBAFEAN DEYHE A (Device for 21st century) , Academia, industry, regulator body 55
New device/technology Dinz=

- Al application to diagnostic devices.

TV RT—T L TIHEL TLMZH. Challenges in Medical Device Clinical TrialsIZ 2L T, $2&18
FETELT—FOXRICEDE, BT RAvI 3y BLURVBEAEITOTIELL,, B 5MHE
IRECHRGAERTIEF IO,

Clinical trials - How to build up clinical data or database for device promotion.

- Comparison of GCP among several jurisdictions.

- RBM*°Clinical MsZ i AL T= /R ER D E e

- Cost of clinical trials (how to reduce the cost of the trials)

- EFSICRAEEREHORBN (BERMLGT U3V ERTDa—ILIZDNT)

- Feasibility and case study.

FEBRBBROTUAYNZ—XORNBNE M2, ZLOBETZFEERDOEN $FITKE) #
FHITRDBEEHEOX vV TICEBBT DI —ADNZ N =D, FIITA—HREHTTWFEE:

Regulatory application Ly

EFS

- How to effectively approach two or more regulatory bodies in a single meeting.
Wider scope -E_ﬁ%%%ﬁ%:@(iﬁ}%%ﬁﬁﬁﬁﬁﬁL’CL\éJ:iI:EL\iT?ﬁ‘I DD E THRYEALEIT.
BRELTWWEITNIEERNET
Real world evidence |-JZIT—ILRIETURT—ADERIZRLIZTDHRDER
Data analysis NATTUHRET
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Area Comments

- For the next meeting, it may help to make sure speakers do not exceed their allotted time, to ensure
there is enough time for discussion. Also, while the discussion about future HBD topics was very
interesting and useful, it was not clear which topics were the ones that the majority of the participants
thought we should focus on. Perhaps next time, there could be a survey either at the end of the meeting,
More time/participants jor after the meeting like this survey, to learn everyone's thoughts?

for discussion B2EZBLDTATIT7 . BEDHITSMNFZFnIEERNET,
- | expected more free time to talk about the topics with participants. And the advanced notification of the
next meeting is also helpful.
- It seems that participating companies in HBD are narrowly distributed. Topics should be chosen so that
wider range of companies can join.
HITLET—2avITERANES T, KEFRGEIF—TLlL-,
EREMASEIZE ST REDFHDT (EoLILMimT sERZTRERLEL:,
- Thank you for your open discussion. Sharing a lots of detailed experience was very usable for our future
development.
Better understanding -/ \RILTARAVL AV TENTND LGN DERZEKIENTE. HBDTDFHHEEERT H
EMHET, AR TRYRSERIEBIRFSFTIELAV-ORK TIEIEENIZEE TEGLA., HBDD
R ET HEEMNIE RSN RIZIE, FENZSELTAH-WERELT=,
NFRILETRR Y 0&A THEBARDEEKFEDIGE CRODEANERRIZHLTHEL\O M ? D[E
Z HMIEBICHERIEN T,
CDEIGERYMAITDONT 2ERDHELT BRI IL—T EDEEIZDNTEEELT,
Harmonization & globalizationtT’Qﬁfli

Global harmonization




Clinical trials in Japan

Arrangements

Compliments

10.Z D, BAEDOIALR(2)

EDHBDANDS M (BRUMEA) DMEO TSR IITRELET , 1oL ZLDEENSIMT L5 Topick
BRIRELEABWVET Tz, SEI—HCROICEAL THLES TR ELMNDIILGER HEKMHoT:
MNERBNET A, BATERREZERT HIEE. —BERIFEAERR. THTITIECROZLEELT
WHIKRTHY . BRRABRDEREICIER M ELGEVEDELG>TEY . TNIETA—/NIILTERKRTH DL
BWET ENCBARDERKRRABREERET HI5E (X, CROVPSMODIRI FENE LLLE T HETEEIC
HBOTWETH., TNIFHBRIBLEEMELGIERMMN BRI E ., EREEERE Y A~ DY R—MKHIA
poor’E " &EIZELBDCRO SMONDIRFEN BN ENBLDAEDNERONET , D=6, AEBRIXIDIE
BDT=OICIEEBRERER . THTI7Hquality® A LIZO H-BYE A (BEAGE=F2) VT BNFEIC
755) PEEEEEE Y AR D R—MEAHIDRIEICEAL TERFFILIE-ANBNERWET , 5. ICH-
E6(R2)E (T, I-GCPHMEIEESH . RBADE A | Clinical Quality managementMIAE(ZIRHTETHFA DL,
quality DA EEE=BYS Y DIMEILZESIZEDBEBENHEDTIEERNET,

- Round table discussion seemed a bit disorganized, with too many panelists on the stage.
FERARICOVWT, BEGWEREZITTLERIICHEAEF IR ZFH >TSS MTE AN T, KYEBETE
TERWERWETD,

FEFDHDEFENH I, T—TILHHAHERI ST

HYDNESITIWVEL z, REIFHFESE TV ADZERELAIZLTVET,

- Thanks so much.

SMEE TV EEHYNELITSNELT, F-. HEICHZY., £FEF. BX WS> ERED
ARICRHEBLLETFES,

- It's really precious chance to discuss with government, academia and industries. For my personal
impression, I'm keen on round table discussion.

- Think Tank Meeting was very informative. | hope to continue this type of meeting.
BEROERGCITEBETHFREL. RBEOLWVEHTHALRO TRELFEL-, SRULTIDEDHEZE
ELEMEBTEZ-LVTT,

- Appreciate the hard work and planning that goes into a major meeting like these. Please keep up the
great work.



