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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
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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)
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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)

Assaociation of Medical device Industry
(AMDID)
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WORK DONE
(Mar-Sept 2012)
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5 sub-groups

(topical expertise)

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"
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Practical aspects of the implementation

1. When does a device need a new UDI17?;

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 UDI17;

8. Are there exceptions and alternative placement issues?;

9. Components VS spare parts.
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