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——E2F5E(Trinity College Dublin) ~ = H 5 i Ef5% (Technical College Lubeck) ~ 52 FH#A
BENFE T MRV R R et N B R4S - BlerE N RET TR S 8RR
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FRFR) 5t (HEREHE ? —(EEAEEENEE B E R
TE 75 R0 B AR 59— I8 e A B2 3 (A A T T Y B P A BT mT LAt AR
BERMTTE - BREREIRFTETL - AFMATEMERE - HIEEEEMA
HYRE ~ sHERIE - EEIVEZMEER - EE RIS s N ER
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PRERESRAVETEESR © VAR - BRENITEmAviiy N2 R rT gE E 2 A — B es
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(1) EARFEAN : RREPE AR SR EMUATIREAE - B EAVEEESE -
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s SRR B AR SN A B B 5 e A i E I A
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REGRIEL : ISO 14155 : 2011 ~ @& - 1SO 14971 : 2007 -~ BEEERIMEK
g - IEC 62304 : 2006 ~ BEEE RS - IEC 60601-1 ~ EPEREE © 1SO
10993 ~ B LA RST - [SO11137-1 ¢ 2006 - HEREEHE (RA)
JEZ A BIPEERE - DI LEsaE &R - 2 AMAEE - WAE RA
BUERG - ERRESENFIA MR 2 L & A B s -

3 ~ Hiiti Sillo (WHO)
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R TE 5 Rl B AR S — {18 B B T B2 (5 (AR R 1 T Y VAL B0 (] LR Rl
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DA Class IIb application - cardiac system generator supported by EU MDR £
B > SEEA (SR B PR Y 38 A i S AR S PR AZ AR B - TGA B HI S i
B HFF NS S P E R B RN - NREEORE—PAER »
i FATATER 20 {E LA H AERSHEAE -

TGA HAi{44BEE MDR ~ 3£ MHRA ~ SEEEm MY EH S ~
EREAE - BAEAFEEEE )T O E T AREREES] o BRSO
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(COR) pathway JUHIEE# - f5hmfff MDSAP #d > BX ~ 35~ H ~ 1=

KRBT 2 EETA] - U e % Z S8 L -

(2) EWifgmgZEf s #HE » AIFH MDSAP &HHAH A% (Regulatory
Exchange Platform Secure, REPs ) W ZRERZAERE e > Sk AH A M\ S
EEHEIERy
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» Naoki Morooka ( DITTA BoD member Division Vice-chair of Regulatory and Safety
Division ) :

BB EIE BEHNE RS HAR - AR RIS EE - A EHEH Reliance
FRe T e B R 4 e 2 b T R 25 AR -

{58 FH S HARY 538 B0AE BREY > A R 2EET ~ ISR ~ EBP ~ EAH] 5
FIHZAH) MDSAP + [fERL & ~ B =Y EU-MDR/IVDR ~ MDD/IVDD ~ B -
BAFEE TGA % > DR EARE -

+ Ana Carolina M. Marino Araujo ( 275 ANVISA )
Z BT A GMP Certificates A AN » (R LUEHE MDSAP 5 1F Rz
(R
» Anat Boehm-Cagan ( LLf2%1] MTIIR )
F— kB (Ta e IIb) T M > AR Ok H Bz -
CESURERE RS BB EE > BR T /) IMDRF A RE{FES
s T DAER > HAS R o FmEEl " B s DIERN
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(H) AEZBRG TR LR EHBEER S ZHEE > SR R E
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GpRIE - W —LEEN ARG T E -
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SHEPEEDLZE fn - SR B PN B Rt e M R I o B A A 1 g AAH R S <2 52 B e
T HET T EPRa 12 - PREUH S ERYE FIFEHE -
5~ DALEEA YIRS KAHRERE fs 5l > 2017 E SR BEES B AU E A AT 5E
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R E S AHRE ZE an AT F TS  MAE2019F 2 BEAE 87T BIA-ALCL #E— 4
Feks o SRR EE B RIS - FREDTR A B SRRV FT 1 T3
A o M FAAE R R SH E n RCE E\ E RFE L ©
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R - BARES R B E R bR 55 0 IRNEOR U ) B0 AHRAESE -
(3) EHENEREBEEHRZ TS - AERNE S CEA MR BIA-ALCL Z431 -
(4) HiiSExE#RY - BERNERERHME RS Rt iy as i &R -
bt P FEER U I
(5) 1REERPEZE B AR - WEESHEF A8 - MEEmE BN T -
(6) BENREANEERE TS - WREE 4 BIA-ALCL %61 > HA iR+ -
7~ $HE BB AR R e M B o IRERHE RS SORIE T2 T o HehER N E
SEMHZ B E D - ST NER ISR R
(1) BEHFTEHENDTEEGR A EEEERE -
(2) I fmE b KA e R R PR EE a2 4
(3) PREUVERENF Ry 275 Al Aeid it N B es M i S L fR A 2ty -
FHMRMINEEANS - RAMBER » e BN & E M EE m R B
(1) REMHEERGEMEER -
(2) JMERE AR
(3) AT R - JHHERGREEE
(4) &EEMEEBUTETT (MHEEREE) -
8~ EEBKERE
1€ BIA-ALCL Z B[540 - (SHEEISMNEE BRI L& - BRI N
GG S G EZE © HhAh - BRI ZRRA (R AV R BB R AR - BRES K
IFERHGEE T Rt B E R - NI —ERBK E &R A4 » AR R
Y ECER AR —IE - AR RS R V%4 - IMDRF HATA NCAR
( National Competent Authority Report Exchange program ) | iif& 53 £ 48 » Bk
CSHHREERL -

= ~ IMDRF Stakeholder Forum (&1ff4:2)
(—) BFIFE: % IMDRF &8 BBk IEEIZ 5 (WHO ~ FfRZE ANMAT i
+) EH HAIRGR FORAHEE] - =T
1~ 27
RQO2)FEFAEE CMP iE 2RI > Sl TELSFE MDSAP ik 2 fl
FTEEVAIRZAE 5 5951 0 DL MDSAP #Eiz# 2 GMP 583 - SR B A2
R ALE -
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2~ BRER
(1) ZQO2HFSH26H HEL R Fas B ERTE MDR HAZ A FRAR - 312
JESERRETTI T A MDR 2 SHEEH 247 -
(2) 581 H23H#H Commission proposal 2024/0021 :
i~ #r IVD (LHESERR VD) ZEEHRHER -
ii ~ BUESEE SRR BT AL RE B as A - MBI O(E H Bk E 3 E R S LI
¥ (48 R Bhe ) -
iii ~ Eudamed BERHEAVOMEIELH - RipRME 7 =BT -
3~ BEEY
ZI1EET IDAP (Innovative Devices Access Pathway ) > TN B R Rs i/
7 T P A B S SO Z B IRES 8 - HRTA STHE fna\ (T » 4 © P20 BRE
S EEREE < TVD Edm 0 BHE ~ MUK Chypoxaemia ) THEH Z E&FesHf
4~ EH
(1) FDA MEFI0OHAH B ME R s 2EH - FFEE mER - Tk
FrERER B K EZES - CINEFIH2TH A — s 2fes 13Ut #
HFHRE B R EOR K ETTHTA R AR -
(2) FDA Z CDRH ( Center for Devices and Radiological Health ) HCMA SRR T B3
ERM S 222 E0 Y (Division of Medical Device Cybersecurity ) ©
5~ Bz -
Swissmedic [RIAH&%ME » #r& Medical Devices Surveillance Sector B8 H B
WM R SERESE S H S ER S E Medicinal Product Licences and
Surveillance Sector EHE e
(Z) THGEEEHE IMDRE [ff@E & (DLEs] ~ &5 - &8 - HE) - k&4 (JE
ISR 254 5w IE(AMDE) ~ 5 KR4S & & (APEC) ~ GHWP ~ PAHO ) FEFERR 735l
i
1 ~ A58 Fy IMDRF [ff/& & 5 ¢ APEC fa/E(FE @ {EIESSTR R 2EER I AE K APEC 7%
R ATEEZ B8 (RHSC) Z BB as M e BB T SRR AR HEEh B RS -
(1) REHSEE
REEFNEN—THEAS BE T LERHE - FERESEMIVES - f11
BEANBEHNEREM » FLE LR AEFRRARARS AT - EHEIER
B IMDRF 1B B A ZEE#E (Good Regulatory Review Practices, GRRP) TE/)\
SHAY N71 5 NATSEAETET o

e
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REFRSN et EE e FE g (2023F9H25-27H ) » IEEH0
AR TAE/NH - B4 - BB AR TR/ N AUML TA/E/NH -

XA IMDRF #A11 T 6 Heila st - ABCE rhafT A3y - fiE EEH
BRI 2 (National Competent Authority Report ) ACHAZEEHY N4 » BH
(& AMCESBEESAHY NS8 K NT4SC A « A HAM3( 3 (48E& 2221y N708L N73
XA R AR BUEREEHEA NTISCH) » RIS BRI T - $1# N70
Je NT33C: » IRIARZE T 7 Rl 20214 Fe 20224 N S ERAMERS 2 2 fa 5 | A »
& H RS EAEREL F AT TIER 288 (USR8 iE TR e S5 |
2B ) o

FSE—ECRER AT - REREMEEE (Software as a Medical Device,
SaMD ) TAF/NHRYEZ S - FARARES e5i KRR MRy 5 25 7H - Bk
TEWITRZ 2K - AR AH R S R A [FI -

ASE ¥ IMDRF Hy#R - B EE S 2T T E TR B S5 A4y
N4 BRSNS A BREREZEGTE 20 ERT AT ANE
B EAHNG -

(2) APEC EH A5 EZ 5 & RHSOMY EHTEH)

RHSC ZAE2009F 3¢ 5 - DM AERS R A m (EIEEM K 8Emm ) A AR
WU TT#t - RHSC HYBIE TAFGIR . — 25 mteantf » H3EE - HAKBEETE
B o AP R F LB RS o b RERIE B (K B S B E OflE Sk s (CoE) HYTLAF -
HEiA6{E CoE : #& ] NIDS (National Institute of Medical Device Safety Information ) ~
FEEIFEE IR (University of Southern California, USC) ~ HA PMDA ~ Hr¥E& LR
TFDA ~ HHERPUJI[A£2 (Sichuan University ) ~ #2EIER AP AEE: (Soon Chun Hyang
University ) °

R SRS & 124k CoE [ EE e A an HERRVAZ ek - HIN
H1E APEC CoE FirHEEERY IMDRF A1 - RHSC FTHAA R R4 54T - B Al
E AR S B — & %52 (Medical Device Single Audit Program, MDSAP)

K ESN2 B g A (In Vitro Diagnostics, IVD ) 43BNV EGH U - EEIH 524
Jiel IMDRF 1% » 235 CoE FISkbtaT e - SFEHESI T & IEAEF -
RHSC Fofle B e antl AR i S S 1F - FrEAE =100 APEC 2H48% T HY &
J& - MEEARG)HY] - APEC A5 EREZ A (CTD) Caf Al E#H&HY RHSC
AR A > & RHSC BRAEZFEE Y APEC SCSC (Sub-Committee on Standards and

Conformance) °
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TESEERE T - TRFATREE NYIEETE » 554 RHI £24LEI6% » [EIFERES T

I ~ EHEEARKGHIRSERE - EEMEAERE - AVAHERTTE 2024 FFIER
HF S AR A B S SR TR e 2
APEC RHSC Hyf#dn > — i APEC EUSRHIE & 2 MATBEEE -
BT —ORISHEZR S > i TEEEE ) T TER - BlENY
> B EBAIIR SSRGS — By AR E R E B E A EE - I
R R LR A EHERYSRNS - SLLRIELE « ERRHSSE - RERISZ
RS T ANGER - i A MDSAP 5181 ;  STirS BB IR i 088 1 > ]
U1 IMDRF ; #RZ I BB E RN 1T - SR HERME
(B LAFAESCEIA -

I~ FRUSEIA R EEE R A 71 25 B (% A (stakeholder) (B B ¥ T (C4H4RAY T1E 1) 2
ERME AR L BRSNS T SRR Pl - Hpr —2 A
R BRI - FRFIRFES B B IR E R R N T 253
ot B S EIREE -

I ~ 7 i AR e A B e A B B A 2 O Tkt 2
BT g5 BIA 5 CHISRAII R - (28 M TERECHE f S A0 B B A2
RHSC "TLAZ R AR EE B AR o Fef o] DUE Rt M8 K B E i R RIER 1Ay
EH

IV ~ FIZERE (e Aol 2 B AP By A 2
BA a7 S 2 B AR AU E R A AR Pl 2 B3 P MRy CoE J&H) -
APEC & 22426155 CoE Wt & » &I/ RHSC 480k EHUS: - FIIERH
(EYNGIIDR ey R bl o T i W e = AT W - VA I DA ] g
% o

Y ~ MC Open Session ( Z0FF43)

3 13H B2 IMDRF & H#Z 5 & &a#(MC Open Session) » #4 WHO K&
KRB ZAEBIN G B (RS - HMME =—2F (Trinity College
Dublin) ~ & H 7 2% ( Technical College Lubeck ) ~ SEFHib AR ZE R T 142
TR B R R A AN B REIEEES ) - STEm A0 E R IMDRF £eiln sk 3l 4k -
WA TAEEIHE - AZELNBEE EMUEBTE - & KA M2 BB ZE S
(EORE ~ VDSt hr s ~ BEM L2 ~ (K&REEEE ~ YH. ~ R Fes ~ P55 ~ Bod
HEfERs) PREIELE
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ek L Ny B IERM e & 0 DAUE R IMDRF A SRECREEE 2 2% » M
REEIEL T

(1) 733 % IMDRF HIMI & & B &S - AURLLETEE ©
HFha s —& @ IEE ERHEET AL TR/ - S e B AR IR/
SHEERTY LA/ INE (BRI RAIOAL) » DA% - [ ey & RE A IMDRF HERRE:
& - B ELA A [ B AN S B A -

(2) HR B B ERNE » AR ?
£ &SI - #7° IMDRF NCAR ( BRI i) AT Z4%t » TFDA
i NCAR 240 BE - WIEZFNGIHEE R - MAEERNEHEZE
B% (Management Committee * fiifFMC) &8 - 52N A& &t ] DUnE)
#EEH NCAR %4 - Aif2ft EiieZe &l -

(3) SR T a4 AN B & 27 IMDRF &% K IMDRF T{E » A& ZE?
HEAAAE » IMDRF WY T Z G EZ R ftay 2 BIAVEIE - ERERATE
B#VE AR By IMDRE it =gk -

(4) B IMDRF X {FAWLEHkEE - IMDRE W] BRHUHRELHE i A S 47 (e e e 2
WIERFTA G BHRES BRI HIE B - AR SR E i B R B A 5
REZ

(5) #5785 IMDRF JER% B FWRLLERE K /50 TAF - 3¢ IMDRF HRIHIFTA A28
/D T IREE SRR R /B A 2

TRESNLETEERRES A (In Vitro Diagnostics, IVD) HIEGERESE | & —(ER] LI E
W TAESRE o WFFTREA - IMDRE FA20214ER% 17 7 —(# TAE/NE A S 7 42 Bk
EERE RS AR (Global Harmonization Task Force > f&f% GHTF » & IMDRF
HIRTS ) B IVD BEPREEE S > HAETH TAF/E5520/E IMDRF £ & 2404 -
AT > (EFET%AYEE22/E IMDRE £ I » BHZ Eg i EE Fa% TIE/NH -
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Joint IMDRF/Industry Workshop on Reliance
Monday, 11 March 2024
8:00 AM - 5:00 PM

Session
Time

Registration
8:00-8:30 AM

Opening Remarks

Session Welcome address by the U.S. FDA
Speaker * Robert Califf, Commissioner
Time 8:30-8:45 AM
Session Welcome address by the IMDRF 2024 Chair
Speaker e Jeff Shuren, Director, Center for Devices and Radiological Health, US FDA
Time 8:45- 8:50 AM
Session Welcome address by Industry
Speakers e Masaaki Ohtsuka, DITTA Vice-Chair and JIRA Secretary General
* Jests Rueda Rodriguez, Director General Strategies, Special Projects and
International Affairs, MedTech Europe
Time 8:50-9:00 AM

Scene Setting: What is reliance and why is it important?

Scene Setter

Status of reliance

Speaker e Diane Wiirzburger, Executive Regulatory Affairs & Quality, Developed Markets &
Global Strategic Policy, GE Healthcare

Time 9:00-9:20 AM

Title The role of standards

Speaker * Kuniki Imagawa, Deputy Division Director, Pharmaceuticals and Medical Devices
Agency, PMDA Japan

Time 9:20-9:30 AM

Title A perspective from WHO

Speaker e Hiiti Baran Sillo, Unit Head, Regulation and Safety, WHO

Time 9:30-9:40 AM

Break (9:40-10:05 AM)

Session 1: Reliance in a premarket setting

Title
Speakers

Time

Case studies in premarket reliance implementation
* Tracey Duffy, First Assistant Secretary, Medical Devices and Product Quality
Division, TGA Australia
Woei Jiuang Wong, Asst Group Director, HSA Singapore
Nada Alkhayat, Policy Officer, European Commission
Mario Cesar Muiiiz Ferrer, Head of Medical Devices Department, CECMED
* Maria Luz Pombo-Castro, Unit Chief, for Quality and Regulations of Medicines
and Health Technologies (IMT/QR), PAHO
* Tammy Steuerwald, Global Head of Regulatory Policy, Foundational Principles &
Supranational Organizations, Roche Diagnostics
* Naoki Morooka, General Manager of Medical Regulatory Policy Department,
Shimadzu Corporation
10:05 AM-11:35 AM
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Title Panel Discussion
Moderators e Chloe Spathari, Policy Officer, European Commission
* Maurizio Andreano, Senior Director - Head of Technical Regulations &
Standardization, Siemens Healthineers
Time 11:35 AM-12:20 PM
Lunch Break (12:20-1:30 PM)
Session 2: Reliance in a post market setting
Title Case studies in post market reliance implementation
Speakers * Ana Carolina M Marino Araujo, Senior Advisor, ANVISA Brazil
e Mariela Aranda, Head of In Vitro Diagnostic Medical Device Office, ANMAT
Argentina
e Anat Boehm-Cagan, Head of Medical Technologies Regulation and Regulatory
Partnerships, MTIIR Israel
Chloe Spathari, Policy Officer, European Commission
Ching-Wei Chang, Section Chief, Taiwan Food and Drug Administration
Tracey Duffy, First Assistant Secretary, Medical Devices and Product Quality
Division, TGA Australia
Philippe Auclair, Senior Director Regulatory Strategy, Abbott
) Leo Hovestadt, Director Governmental Affairs EU, Elekta
. 1:30-3:00 PM
Title Panel Discussion
Moderators e Sally Prawdzik, Acting Director, Bureau of Policy and International Programs,
Health Canada
e Phil Brown, Director, Regulatory and Compliance, ABHI
Time 3:00-3:45 PM
Break (3:45-4:10 PM)
Next Steps
Title Panel Discussion
Panellists * Augusto Geyer, Head of Medical Devices Office, ANVISA
e Markus Walti, Head of Division Medical Devices Vigilance in Medical Devices
Surveillance, Swissmedic, Swiss Agency for Therapeutic Products
e Maria Cecilia Lopez, Head of Medical Devices Registration Subdepartment, ISP,
Chile
e Paulyne Wairimu, Medical Devices and Diagnostics Lead, Pharmacy and Poisons
Board, Kenya; Chair, African Medical Devices Forum
Nicole Taylor Smith, Global Head of Regulatory Science and Policy, Philips
Fatemeh Razjouyan, Director of Regulatory Policy, International and
Harmonization, Medtronic
Moderators Eve Hutchinson, Head of Regulation in the Innovative Devices team, MHRA
Jesus Rueda Rodriguez, Director General Strategies, Special Projects and
International Affairs, MedTech Europe
Time 4:10-4:50 PM
Closing Remarks
Session Summary
Speaker e Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and Radiological
Health, US FDA
Time 4:50- 5:00 PM
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IMDRF Stakeholder Forum
Tuesday, 12 March 2024
8:30 AM - 5:00 PM

Session Registration

Time 8:30 to 9:00 AM

Opening Remarks

Title Welcome

Speakers ¢ Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and
Radiological Health, U.S. FDA

« Mark Abdoo, Associate Commissioner for Global Policy and Strategy, U.S. FDA

Time 9:00 to 9:10 AM

Session 1: Regulatory Updates from IMDRF Management Committee and Official

Observers

Title Australia

Speaker s« Tracey Duffy, First Assistant Secretary, Medical Devices and Product Quality
Division, TGA

Time 9:10 to 9:20 AM

Title Brazil

Speaker « Augusto Geyer, General Manager, Office of Medical Devices, ANVISA

Time 9:20 to 9:30 AM

Title Canada

Speaker « Bruce Randall, Director General, Medical Devices Directorate, Health
Canada

Time 9:30 to 9:40 AM

Title China

Speaker

Time 9:40 to 9:50 AM

Title EU

Speaker « Nada Alkhayat, Policy Officer, European Commission

Time 9:50 to 10:00 AM

Title Japan

Speaker « Tomoyuki Miyasaka, Deputy Director, Medical Device Evaluation Division,
Pharmaceutical Safety Bureau, MHLW

Time 10:00 to 10:10 AM

Title Singapore )

Speakers « Woei Jiuang Wong, Asst Group Director, HSA

e Alvin Lee, Deputy Director, Aged & Ancillary Service Regulations &

Transformation Division, Health Regulation Group, Ministry of Health

Time 10:10 to 10:25 AM

Title South Korea

Speaker « Ahram Cho, Deputy Director, Medical Devices Policy Division, MFDS

Time 10:25 to 10:35 AM
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Title United Kingdom

Speaker « Laura Squire, Chief Healthcare Quality and Access Officer, MHRA

Time 11:00 to 11:10 AM

Title United States of America

Speaker + Melissa Torres, Associate Director for International Affairs, U.S. FDA

Time 11:10 AM to 11:20 AM

Title Argentina (Official Observer)

Speaker « Mariela Aranda, Head of the Service of In Vitro Diagnostic Products, ANMAT

Time 11:20 to 11:30 AM

Title Switzerland (Official Observer)

Speaker « André Breisinger, Expert Medical Devices Regulation, Medical Devices

Surveillance, Swissmedic

Time 11:30 to 11:40 AM

Title World Health Organization (Official Observer)

Speaker « Irena Prat, Team Lead, In Vitro Diagnostics Assessment, Prequalification

Unit, WHO

Time 11:40 to 11:50 AM

Session 2: Working Groups Updates

Title WG Updates

Speaker Secretariat

Time 12:00 PM to 12:10 PM

Title Software as a Medical Device (SaMD) Working Group- IMDRF/SAMD WG/N81
(U.S./Canada)

Speaker « MiRa Jacobs, Division Director, Division of Digital Health Policy, U.S. FDA

Time 12:10 to 12:20 PM

Title Regulated Product Submission Working Group- IMDRF/RPS WG/N9 and
IMDRF/RPS WG/N13 (Canada/U.S.)

Speaker « Daniel Yoon, Regulatory Advisor, Health Canada

Time

12:20 to 12:30 PM

Session 3: Affiliate Member Welcome

Speakers

Moderators

Time

« Anat Boehm-Cagan, Head of Regulatory Strategy and Partnerships, Israel
Ministry of Health

« Maria Cecilia Lopez, Head of Medical Devices Registration Office, Public
Health Institute of Chile (ISP)

« Ching-Wei Chang, Section Chief, Taiwan Food and Drug Administration

« Mario Cesar Muiiiz Ferrer, Head of Medical Devices Department, CECMED

+ Michelle Noonan, International Policy Analyst, U.S. FDA
« Ana Patricia Pineda, International Regulatory Analyst, U.S. FDA

2:00 to 2:50 PM
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Session 4: RHI Updates

Speakers

Moderator
Time

Paulyne Wairimu, Chair, AMDF; Medical Devices and Diagnostics Lead, PPB
Ching-Wei Chang, APEC; Section Chief, Taiwan Food and Drug
Administration

Alexandre Lemgruber, Unit Chief AI, Access to Medicines and Health
Technologies, PAHO

Global Harmonization Working Party

Neil Mafnas, Senior Project Management Officer, U.S. FDA

©3:00 to 3:45 PM

Break 3:45 to 4:10 PM

Session 5: Industry Updates

Speakers

Moderators

Time

Chidae Park, RA Managing Director, Lutronic Corporation

Raina Dauria, VP, Global Regulatory Policy, MedTech, Johnson & Johnson
Olga Van Grol-Lawlor, Senior Global Regulatory Intelligence & Advocacy
Manager, Boston Scientific

Naoki Morooka, Senior General Manager of Medical Regulatory Policy,
Shimadzu Corporation

Diane Wiirzburger, VP Regulatory Affairs, Quality & Global Policy, GE
Healthcare

Rumi Young, Director, Regulatory Policy, Becton Dickinson

Maurizio Andreano, VP Technical Standardization, Siemens Healthineers
Greg LeBlanc, Director, Regulatory Affairs and Quality Systems, Cook Medical

4:10 to 4:55 PM

Title
Speaker

Time

Closing Remarks

Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and
Radiological Health, U.S. FDA

4:55 to 5:00 PM
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IMDRF Management Committee Open Session
Wednesday, 13 March 2024
9:00 AM -2:30 PM

Opening Remarks

Title
Speaker

Time

Welcome and Introduction

Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and Radiological
Health, U.S. FDA

9:00t0 9:10

Topic 1: Training on IMDRF Technical Documents

Part 1- Presentations on Training Experience

Example topics include the model used for training, insights and lessons learned from training,
and recommendations for IMDRF.

Title Presentation from WHO

Speaker Hiiti Baran Sillo, Unit Head, Regulation and Safety, WHO

Time 9:10-9:20 )

Title Presentation from Medical Device Regulatory Convergence Project (MDRC)

Speakers Steven Bipes, Vice President, Global Strategy & Analysis, AdvaMed and Project
Lead, COVID-19 Medical Device Convergence Project (MDRC), Standards
Alliance 2.0
Sandra Ligia Gonzalez, Tier 2 Lead, COVID-19 Medical Device Convergence
Project (MDRC), Standards Alliance 2.0

Time 9:20-9:30

Title Presentation from Trinity College Dublin

Speaker Tom Melvin, Associate Professor of Medical Device Regulatory Affairs

Time 9:30-9:40

Title Presentation from Technical College Liibeck

Speaker Folker Spitzenberger, Professor of Regulatory Affairs for Medical Devices,
Centre for Regulatory Affairs in Biomedical Sciences (CRABS)

Time 9:40-9:50

Title Presentation from Stanford University

Speaker Gordon Saul, Executive Director, Byers Center for Biodesign/Adjunct Professor,
Bioengineering

Time 9:50-10:00

Title Part 1 Discussion

Speakers All Open Session Attendees*

Time 10:00-10:25

Part 2- Presentations from Industry

Example topics include recommendations for training topics and audiences based on constituent
observations as well as industry’s role and support of IMDRF training.
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Title Presentation from GMTA

Speaker Diana Kanecka, Senior Manager International Affairs, GMTA/MedTech Europe
Time 10:50-11:00

Title Presentation from DITTA

Speaker Annabel Seebohm, Secretary General, COCIR

Time 11:00-11:10

Part 3- Discussion

by Open Session Attendees

A moderated discussion seeking input from all Open Session Attendees regarding IMDRF training.

Title Update from the IMDRF Secretariat
Survey Results and Framing of Discussion
Time 11:10-11:20
Title Discussion 2
Speaker All open session attendees*
Time 11:20-12:15

Topic 2: Future IMDRF Work
A moderated discussion on recommendations for future work of the IMDRF,

Title Update from the IMDRF Secretariat
Survey Results and Framing of Discussion

Time 1:15-1:25

Title Moderated Discussion

Speaker All open session attendees*

Time 1:25-2:15

Closing Remarks

" Speaker

Title

Time

Thank you

Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and Radiological
Health, U.S. FDA

2:15 to 2:30
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IMDRF Management Committee Affiliate Afternoon
Wednesday, 13 March 2024
3:00 PM - 4:00 PM

Opening Remarks
Session Welcome
Speaker Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and Radiological Health, U.S.
FDA
Time 3:00-3:05 PM
Topic The Future of Affiliate Membership
e What do you see as the benefits of IMDRF Affiliate Membership?
¢ What recommendations do you have as the Affiliate Membership is
implemented?
e What is their perspective on how best to include them and their
perspective throughout IMDRF meetings and in general in IMDRF’s work?
e What challenges exist with implementing IMDRF documents and what
might IMDRF do better facilitate that implementation?
3:05-3:40 PM
Time
Topic Recommendations for IMDRF Work
e What topics and/or work do you think IMDRF should focus on or are
missing from IMDRF’s current portfolio?
Time 3:40-3:55 PM
Closing Remarks
Session Thank you and next steps
Speaker Jeff Shuren, Chair, IMDRF2024; Director, Center for Devices and Radiological Health, U.S.
FDA
Time 3:55-4:00 PM
Close
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