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Agenda

Welcome from DITTA Chair
Masaaki Ohtsuka, JiRs, DITTA Chair
Opening Rernark:

2 Tania Pearson, Medironic, GMTA
3. Hee-kwon Son, Osstem Impiant, KiiDIA

IMDRF / DITTA
Joint Virtual Workshop

THURSDAY 9 SEPTEMBER 2021
120010 14:30 CET / 20:00 to 22:30 KST (Korea Standard Time)

/ 700 t0 230 US EST

) DRF e

1. Panel discussion by the presenters of Part1, Part2 and Part3
2 Condusion

Closing remarks
+ Jaong-Rim Lee, Ministry of food and Drug Safety, Korea
- Annika Ebersteln, COGR, DITTA Vice Chair
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@ i B EENES (CRAIT BAEETEERZDIMDRFAASY > AHRICETS.
Q@ LA —t#e2zDH A )\—tF 1 S« DIMDRFAAS > X)NT IAZEKRICES.

OIMDRF/AIMD WG/N67 (2022/5F4T) @IMDRF HPC/\J 11 X} (2022/5~7)

IIIIII
@ IM DR F n”eZ'u'iSl'fEapmfm EEEEEEEE < (&) 7] 21 https://www.imdrf.org/working-groups/medical-device-cybersecurity-guide
Final Document

Machine Learning-enabled
Medical Devices: Key Terms
and Definitions

@ Current consultations

Principles and Practices for the Cybersecurity of
Legacy Medical Devices

.............. Started 4 May 2022 Closing 3 july 2022

Artificial Intelligence Medical Devices (AIMD) Working e

Group

View details
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@ CP-TPPICHIF BN NFLDY T 7 —E v S 1 ERHEIRMARBROERRE CHt.
@ WHOIC & 3 EFEHERGRIEDEREELCSE LYY BT MITIEECIH

O M FLAITHREDEE (2021/4) EERERS T b @QWHODFT —AHINR—R L TYWEIMNRIT(2021/12~)
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@ MEDEVIS
CHINH PHU (CONG HOA XA HOI CHU NGHIA VIET NAM < C QA @& n d es/CSD_ s € © ¢ b &
Die lip - Tyr do - Hynh phiie The MEDEVIS platform is currently under active development. It only includes medical devices listed in the WHO publications, limited to specific diseases, health conditions and health care
settings. This is a Beta version.
Sé: 2022/ND-CP HaNgi,ngay  thang  nam 2022
mm Health
THAO3 ‘Organization M = D
NGHI PINH
Vé quin Iy nhjp khiu hang héa tan trang theo
inh Di tic Toan uyén Thii Binh Duong
Angiography-Catheterization Lab System
Can it Lugit T6 chike Chinh phi ngay 19 thang 6 nam 2015;
Can cie Lugt sia d6i, b6 sung mgt s6 iéu ciia Ludt T6 chite Chinh phii va
Ludit T6 chire chinh quyén dia phicong s6 47/2019/QH14 ngéy 22 thang 11 nam WHO list of priority medical devices  Cardiovascular diseases and diabetes
2019;
Can cit Ludt Quan Iy ngoat thicong ngdy 12 thang 6 nam 2017 Various conditions or disease specific  Disease-specific
Can cie Nghi quyét s6 72/2018/QHI4 ngéy 12 thing 11 nam 2018 cia
Quée hgi phé chudn Hiép dinh Di téc Toan dign vé Tién b6 xuyén Thai Binh
Duong cimg cdc van kién lién quan; Particular indications (ICD-11) 11 Diseases of the circulatory system ‘ r-3 5A10 Type 1 diabetes mellitus | @
The hién Hiép dinh Déi tdc Toan dién va Tién bg xuyén Thdi Binh
Duong kj ngay 08 thang 3 nam 2018; 5A11 Type 2 diabetes mellitus ‘ ld
Theo dé nghi ciia B6 edng B¢ Cong Thirong;
Chinh phii ban hanh Nghi dinh vé quin Iy nhdp Khdu hang héa tdn rang Vany
theo cam két tai Hiép dinh Déi tac Toan dién va Tién b6 xuyén Thdi Binh
Duong.
CHUONGT
QUYPINHCHUNG ¢ | T
Type of medical device | Imaging
Diéu 1. Pham vi diéu chinh
1. Nghi dinh nay quy dinh viéc quan Iy nhap khau hang héa tan trang theo EMDN related* code(s) Z11030102 STATIONARY ANGIOGRAPHY SYSTEMS FOR ANGIOGRAPHIC AND CARDIOLOGIC STUDIES
Hiép dinh DG tic Toan dién vé Tién bd xuyén Théi Binh Duong (sau ddy goi ld
Hiép dinh C1 PTPP) psi//webgats yna2/emdn_
2 2 -
2 Nghi diah niy khong p dyng dGi vSi viée nhdp khiu hing héa tin GMDN related* code(s) 37623 Stationary angiographic x-ray system, digital .
trang phye vu mue dich quée phong. an ninh. GMDN Agency 2005-2021
ps://www.ecri.org/solutions s &
UMDNS related* code(s) 16597 Radiographic/Fluoroscopic Systems, Ar ntional hitp: rg/solutions/umdn:
© ECRI. All rights reserved
UNSPSC related* code(s) 42201848 Digital x ray imaging systems
b re.unspsc.org; ions L)
*The codes shown in this section were observed and retrieved from public databases and complemented with the input of
Nomenclature Agencies. More information
Capital, reusable or single-use  Capital
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%3 ICAO : International Civil Aviation Organization

N Life Sciences Innovation Forum
W Regulatory Harmonization Steering Committee
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Japan Medical Imaging and Radiclogical Systems Industries Association
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