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8:00 - 8:05

Opening

Janet Trunzo,

Regulatory Committee
Chair, GMTA Senior
Executive Vice

President, AdvaMed

8:050 - 8:35

The Global View of UDI

Jackie Rae Elkin,

Global Process Owner
Standard Product
Identification,

Medtronic

8:3 - 9:15

US FDA Experience in
Implementation of UDI and
Lessons Learned & Benefits

Realized from UDI Adoption

Bill Sutton,
International Program &
Policy Analyst, Medical
Devices, China Office,

U.S. FDA

9:15 - 9:95

UDI Requirements of the EU
Medical Device Regulation &
IMDRF UDI Application Guide
Update

Erik Hansson,

Deputy Head of Unit, DG
Health and Consumer

Protection




European Commission

(TBC)
9:55 - 10:35 China UDI Draft Rules for Li Jun,
Unique Device Director of Division of
Identification System for Registration I,
Medical Devices Department of MD
Registration, NMPA

Center for Medical
Device Standardization

Administration, NMPA

10:35 - 10:55 BREAK

10:55 - 11:20 Manufacturer Perspective on Bodo Winkler,

Future Implementation of EU MDR | UDI Project Manager,

Siemens Healthineers

11:20 - 11:55 Manufacturer Perspective of UDI | Dennis Hahn,
Implementation In the US & Director, Regulatory
Benefits Realized from UDI Policy Innovation,
Adoption Ethicon & Vision Care,
J&J

Dennis Black,

Global Regulatory

Operations, BD

11:55 - 12:00 Closing Remarks and Adjourn Janet Trunzo,

Regulatory Committee
Chair, GMTA Senior
Executive Vice

President, AdvaMed
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9 * 18 p Open Stakeholder Forum B gk
9 " 19 p Management Committee Meeting B¢k
9 * 20 p Management Committee Meeting B¢k
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TIME ITEM Material
1 9:00 - 9:10 Welcome speech by China-NMPA * Deputy Commissioner Dr. XU Jinghe
9:10 - 10:50 Management Committee Member Regulatory Updates (10 min each)
9:10 - 9:20 a. Australia (Speaker: Elizabeth McGrath) PPT
9:20 - 9:30 b. Brazil (Speaker: Leandro Rodrigues) PPT
9:30 - 9:40 c. Canada (Speaker: David Boudreau ) PPT
2 9:40 - 9:50 d. China (Speaker: ZHANG Qi) PPT
9:50 - 10:00 e. European Union  (Speaker: Erik Hansson) PPT
10:00 - 10:10 f. Japan (Speaker: Yumiko Aoyagi) PPT
10:10 - 10:20 g. Russia (Speaker: )
10:20 - 10:30 h. Singapore (Speaker: Wong Woei Jiuang) PPT
10:30 — 10:40 i. South Korea (Speaker: Hyeonjoo Oh) PPT
10:40 — 10:50 j. United States (Speaker: Jeff Shuren) PPT
3 10:50 — 11:00 Questions and Answers




11:00 — 11:10 Coffee/tea break

11:10 - 12:35 Overview of progress to date on the work items (10-15 min each)

11:10 - 11:20 a. Regulated Product Submission (RPS) (Canada, Speaker: Nancy Shadeed) PPT

11:20 - 11:30 b. Medical Device Adverse Event Terminology (Japan, Speaker: Madoka Murakami) PPT
4 11:30 - 11:40 c. Good Regulatory Review Practice (USA, Speaker: Melissa Torres ) PPT

e 1155 d. Standards (USA, Speaker: Melissa Torres ) PPT

(15 minutes)

11:55 — 12:05 e. Personalized Medical Devices (Australia, Speaker: Elizabeth McGrath) PPT

12:05 - 12:15 f. Unique Device Identification (EU, Speaker: Erik Hansson) PPT

12:15 - 12:25 g. Medical device clinical evaluation (China, Speaker: Ju Shan) PER
5 12:25 - 12:35 Questions and Answers

TIME ITEM Material

6 13:30 - 15:00 A Special Forum Discussion Session on Robotic Medical Device PPTs

15:00 - 15:15 Coffee/tea break

15:15-17:45 Stakeholder Sessions

15:15 — 15:30 a. China Association for Medical Devices Industry ( Speaker: Yang Xiaofang) PPT

15:30 — 15:45 b. DITTA (Industry) ( Speaker: Patrick Hope) PPT
= 15:45 — 16:00 c. GMTA  (Industry) ( Speaker: Lindsay Tao) PPT

16:00 — 16:15 d. WHO  (Official Observer) ( Speaker: Irena Prat) PPT

16:15 — 16:30 e.APEC  (Regional Harmonization Initiatives) ( Speaker: Mario Alanis Garza )

16:30 — 16:45 f. AHWP (Regional Harmonization Initiatives) ( Speaker: Zamane Abdul Rahman )

16:45 — 17:00 g. PAHO  (Regional Harmonization Initiatives) ( Speaker: Marcela Rizzo ,ANMAT )

17:00 - 17:15 h. Hong Kong SAR (Invited Observer ) ( Speaker: CHEUNG Yung-yan, Terence) PPT
8 17:15-17:30 Questions and Answers
9 17:30 - 17:35 Concluding remarks
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Regulation Product Description
code

§70.1250 Percutaneous catheter Day Percutaneous Catheter

(only for cardiovascular and peripheral

indications)
870.1310 Vessel dilator for percutaneous catheterization DRE Vessel Dilators
§70.1340 Catheter introducer DYB Catheter Introducer
870.1650 Angiographic injector and syringe DXT Angiographic Syringes
870.1650 Angiographic injector and syringe MAV Syringe, Balloon Inflation
870.1875 Stethoscope DaD Electronic Stethoscope
§70.2900 Patient transducer and electrode cable (including DSA Cable, Transducer And Electrode, Patient,
connector) (Including Connector)
§70.4450 Vascular clamp DXC Vascular Clamps
870.4885 External vein stripper MGZ Valvutome
870.5800 Compressible limb sleeve JOwW Compressible limb sleeve
§74.1050 Audiometer EWO Audiometer
§74.3400 Tinnitus masker KLW Tinnitus masker
876 1500 Endoscope and accessories FTI Lamp, endoscope, incandescent
876.1500 Endoscope and accessories GCJ Laparoscope, General & Plastic Surgery
876.1500 Endoscope and accessories ocz Endoscopic grasping/cutting instrument, non-

powered



876.4500 Mechanical lithotripter FGK Tripsor, stone, bladder

878.4810 Laser surgical instrument for use in general and plastic  GEX Powered laser surgical instrument

surgery and in dermatology

880.2910 Clinical electronic thermometer FLL Electronic thermometer

880.5570 Hypodermic single lumen needle FiMI Hypodermic single lumen needle

882.1320 Cutaneous electrode GXY Cutaneous electrode

886.1120 Ophthalmic camera HKI Ophthalmic camera, AC powered

886.1780 Retinoscope HKL Retinoscope, Ac-Powered

886.1850 AC-powered slitlamp biomicroscope HJO Biomicroscope, Slit-Lamp, Ac-Powered

886.4370 Keratome HMY Keratome, Battery-Powered

886.4370 Keratome HNO Keratome, Ac-Powered

886.4670 Phacofragmentation system HQC Unit, Phacofragmentation

886.5700 Eyelid weight MML Weights, Eyelid, External

886.5928 Soft (hydrophilic) contact lens care products LRX Case, Contact Lens

888.3030 Single/multiple component metallic bone fixation LRN Surgical wire

appliances and accessories

8883030 Single/multiple component metallic bone fixation LYT Fixation accessory

appliances and accessories

8883050 Spinal interlaminal fixation orthosis NQW Orthosis, Spine, Plate, Laminoplasty, Metal

890.3850 Mechanical wheelchair IOR Mechanical wheelchair

890.5500 Infrared lamp QAP Laser, comb, hair

890.5650 Powered inflatable tube massager IRP Massager, powered inflatable tube

892 1000 Magnetic resonance diagnostic device MOS Coil, magnetic resonance, specialty

892 1680 Stationary x-ray system MQB Solid state x-ray imager (flat panel/digital
imager

892 2050 Picture archiving and communications system PGY Display, diagnostic radiology

unclassified LXQ Cup, Eye

unclassified OKS Lacrimal Stents and Intubation Sets
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