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The IMDRF UDI Work Group
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• …With some invited observers.



Caution…

• Traceability is key for post market safety

• UDI is for identification purposes

• Traceability and UDI are 2 different concepts

• (General public may confuse the two)
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What is a "Roadmap"?

• - The identification of all actors/stakeholders

• - A scope of work and planning

• - The identification of risks

• - The issues to be solved prior to implementation

• - An awareness policy



Scoping                 landscaping
Country

Contact

Stakeholders

AUS/NZ BRAZIL CANADA
T. HAZLE

CHINA
L. YAN

EUROPE
(27 MS + EEA)

L. SELLES
M. NEUMANN

INDIA JAPAN MEXICO RUSSIA SAUDI 
ARABIA

SOUTH 
AFRICA

SOUTH 
KOREA 

TAIWAN USA
J. CROWLEY

T. REED

SINGAPORE

Regulators
Competent 
Authorities

TGA ANVISA HC SFDA

AQSIQ

EC DG SANCO CDSCO
CLAA

MHLW COFEPRIS Roszdravnadz
or

SFDA DOH KFDA
Ms Hye-Won 
Roh, Deputy 
Research 
Director
Mr. Young-
Min Kim
(UDI)

FDA CDRH Health Sciences Authority (HSA)

Notified Bodies
ANVISA Team -NB N.A. for product registration but 8 

certification bodies for dealer’s licence’s 
GDPMDS certification:

AJA Registrars Pte Ltd
Bureau Veritas Certification (Singapore) 
Pte Ltd
Certification International (Singapore) 
Ltd
Det Norske Veritas
SGS International Certification Services 
Singapore Pte Ltd
TUV Rheinland Singapore Pte Ltd
TUV SUD PSB Pte Ltd
DAS Certification Singapore Pte. Ltd.

MD/IVD 
Manufacturers

MTAA

IVD Australia 
Limited

MTANZ

CBDL

SBBiotec

ABIMO

MEDEC CMDI COCIR EDMA
EUCOMED

AIMED JFMDA

JAAME

JIRA

Amid SAMED

SALDA

MDM

KMDIA AdvaMed

AMDM

MDMA

About 100 plus manufacturers in 
Singapore. Associations: 

Medical Technology Industry Group 
(MTIG) in Singapore Manufacturer’s 
Federation (SMa)
Association of Medical device Industry 
(AMDI)

Distributors
Third party Logistics 
Provider

Abimed EMDDA About 600 plus distributors in Singapore. 
Associations: 

Singapore Manufacturer’s Federation 
(SMa)
Association of Medical device Industry 
(AMDI)
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http://www.tga.gov.au/�
http://www.hc-sc.gc.ca/dhp-mps/md-im/applic-demande/guide-ld/index-eng.php�
http://eng.sfda.gov.cn/WS03/CL0755/�
http://english.aqsiq.gov.cn/�
http://ec.europa.eu/health/medical-devices/index_en.htm�
http://cdsco.nic.in/�
http://www.mhlw.go.jp/english/policy/health-medical/pharmaceuticals/index.html�
http://www.cofepris.gob.mx/Paginas/Inicio.aspx�
http://www.roszdravnadzor.ru/registration/zarub/contact/zarub_contact.html�
http://www.roszdravnadzor.ru/registration/zarub/contact/zarub_contact.html�
http://www.sfda.gov.sa/En/Home�
http://www.doh.gov.za/�
http://www.kfda.go.kr/eng�
mailto:beaustar@korea.kr�
mailto:beaustar@korea.kr�
mailto:kimym99@korea.kr�
mailto:kimym99@korea.kr�
http://www.fda.gov/MedicalDevices/default.htm�
http://www.hsa.gov.sg/�
http://www.team-nb.org/�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://www.sac-accreditation.gov.sg/directory.asp�
http://mtaa.org.au/pages/index.asp�
http://www.ivd.org.au/�
http://www.ivd.org.au/�
http://www.cbdl.com.br/�
http://www.sbbiotec.org.br/portal/�
http://www.abimo.org.br/�
http://www.medec.org/en�
http://www.cmdi.gov.cn/cmdi/lmewen.nsf�
http://www.cocir.org/�
http://www.edma-ivd.eu/�
http://www.eucomed.be/�
http://www.aimedindia.com/�
http://www.jfmda.gr.jp/e/�
http://www.jaame.or.jp/�
http://www.jira-net.or.jp/e/index.htm�
http://www.samed.org.za/�
http://salda.org.za/�
http://www.mdmsa.co.za/�
http://www.advamed.org/memberportal�
http://www.amdm.org/�
http://www.medicaldevices.org/�
http://www.sma.sg/�
http://www.sma.sg/�
http://amdi.org.sg/�
http://amdi.org.sg/�
http://www.abimed.org.br/�
http://www.emdda.com/�
http://www.sma.sg/�
http://www.sma.sg/�
http://amdi.org.sg/�
http://amdi.org.sg/�
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MC Mandate

SCOPING / LANDSCAPE

CHARTER

REVISION 

Promotion of Harmonised UDI
05.07

EU Workshop       Brussels Mtg     Beijing Mtg
01.1104.09 28.09

IMDRF 
MC Decision

31.12

GHTF 
Conference

01.03
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IMDRF - UDI  Roadmap for Implementation

OVERALL WORK PLAN

RULES : 
1. Capital equipment
2. IVD Kits
3. Non IVD Kits
4. DPM on implants/surgical 
5. Software

DATABASES GOVERNANCE

Database Interconnection

14.08

Database Design

WORK DONE
(Mar-Sept 2012)

DRAFT ROADMAP
Final

ROADMAP



5 Consultations

1."Capital equipment and other systems (incl. 
Imaging - refurbished/remanufactured)"

2."Direct Part Marking (DPM) of Implants and 
Instruments"                   

3. "IVD Kits"                                                                                          

4. "Non IVD Kits"                                                                                   

5. "Medical Device Software"

5 sub-groups
(topical expertise) 



Practical aspects of the implementation

1. When does a device need a new UDI?;

2. Interface with the nomenclature (GMDN application);

3. Reprocessing/reprocessed issues;

4. Which "bits" of a device need a UDI;

5. UDI placement;

6. UDI on device (DPM) versus UDI on packaging;

7. Are there packaging levels not needing a UDI?;

8. Are there exceptions and alternative placement issues?;

9. Components VS spare parts. 

Examples of questions
still to be answered
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IMDRF.2 

PROMOTION

CHARTER

21.03.13

IMDRF - UDI  Roadmap 
for Implementation

DATABASES (UDID) DESIGN SPECS

DATABASES INTERCONNECTION SPECS

Proposed Planning of Work
Oct 2012 – Dec 2013

JAN FEB MAR APR MAY JUNE JULY AUG SEP OCTOCT NOV DEC DECNOV

SCOPING LANDSCAPING

CAPITAL EQUIPMENT

IVD KITS

NON IVD KITS

DIRECT PART MARKING

SOFTWARE IMDRF
revised 

UDI
Guidance 

VERS. 
2.0

14.12.12

Wash DC

IMDRF-3
Other Mtgs

14.11.13

IMDRF-427.09.12
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END POINT                     IMDRF UDI GUIDANCE   
(Vers. 2.0 + Supplement)

IMDRF Revised UDI GUIDANCE 
(Vers. 2.0 + Supplement)
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