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Executive Summary
Unique Device Identification (UDI) can strengthen device identification and traceability and 
support recalls, vigilance and post-market surveillance. However, experience across 
jurisdictions shows that the e�ectiveness of UDI depends not only on assigning identifiers or 
establishing a database, but on how the overall system is designed, implemented and used 
across the regulatory and healthcare ecosystem.

This paper draws on the evolving global UDI landscape and APACMed member implementa-
tion experience to highlight practical considerations for authorities introducing or refining 
UDI systems. It emphasises the importance of defining clear policy objectives, assessing 
ecosystem readiness and adopting proportionate implementation approaches that support 
public-health objectives while avoiding unnecessary complexity and duplication.

APACMed considers the following elements important to an e�ective UDI system:

01 Align with global standards
to support harmonisation and interoperability across jurisdictions. 

02 Establish a clear and proportionate regulatory scope and strategy,
including appropriate phasing, exemptions and transition arrangements. 

03 Engage stakeholders and assess ecosystem readiness
so that requirements can be implemented and UDI data can be e�ectively captured and used. 

04 Establish robust data governance and quality management
to maintain accurate, reliable and usable UDI data throughout the device lifecycle. 

05 Rationalise local labelling requirements,
where appropriate, to avoid unnecessary duplication with information available through UDI systems. 

06 Support continuous education and improvement
through ongoing guidance, stakeholder engagement and monitoring. 

07 Build scalable and interoperable UDI infrastructure
capable of supporting current requirements and future system needs. 

2. Introduction
Unique Device Identification (UDI) systems are being considered or implemented by an increasing 
number of authorities to support the identification and traceability of medical devices, including recalls 
and post-market surveillance. Experience across jurisdictions shows that approaches vary significant-
ly, reflecting di�erent regulatory priorities, levels of system maturity and national contexts. 

Some authorities are in the process of designing or introducing UDI frameworks, while others are 
refining systems already in place. In both cases, e�ective implementation depends on more than 
establishing UDI requirements or a database. Appropriate infrastructure, system integration and 
clearly defined use cases are needed to ensure that UDI data can be captured, maintained and used 
e�ectively. While the primary purpose of UDI is to enable unambiguous device identification and 
traceability, implementation should be considered within the broader regulatory and healthcare 
ecosystem, taking into account existing mechanisms and intended use cases. 

This paper is intended primarily for regulatory authorities and policymakers considering the introduc-
tion, implementation or refinement of UDI systems. It covers general medical devices (GMDs) and in 
vitro diagnostic medical devices (IVDs) and draws on publicly available requirements across selected 
jurisdictions, supplemented by APACMed member implementation experience. The regulatory 
landscape presented in this paper is illustrative rather than exhaustive and reflects information 
available as of September 2026. 

Purpose of this paper
APACMed aims to support the practical and proportionate design, implementation and refinement of UDI 
systems. Drawing on industry experience and existing regulatory approaches, the paper outlines key 
considerations to support alignment with international principles, minimise unnecessary country-specific 
requirements and enable implementation approaches suited to di�erent regulatory contexts. Its objective 
is to support e�ective identification, traceability and post-market activities while avoiding requirements 
that add operational complexity without a clear contribution to defined public-health objectives.

1.Glossary
Application programming interface (API)

API is a set of standard software interrupts, calls, functions, 
and data formats that can be used by an application program 
to access network services, devices, or operating systems 
(ISO 10303-1:2021). [IMDRF Principles and Practices for 
Software Bill of Materials for Medical Device Cybersecurity]

Device Identifier (UDI-DI)

The UDI-DI is a unique numeric or alphanumeric code specific 
to a model of medical device and that is also used as the 
"access key" to information stored in a UDID. Examples of the 
UDI-DI include GS1 GTIN (Global Trade Item Number), 
HIBC-LIC (Labeller Identification Code), ISBT 128-PPIC 
(Processor Product Identification Code). [IMDRF Unique 
Device Identification (UDI) of Medical Devices]

Machine to Machine

Automated data exchange between computer systems 
without human intervention. [TGA UDI acronyms and 
glossary]

Unique Device Identification 

The UDI is a series of numeric or alphanumeric characters that 
is created through a globally accepted device identification and 
coding standard. It allows the unambiguous identification of a 
specific medical device on the market. The UDI is comprised of 
the UDI-DI and UDI-PI. Note: The word "Unique" does not 
imply serialization of individual production units. [IMDRF 
Unique Device Identification (UDI) of Medical Devices]

UDI Database (UDID) 

The UDID contains identifying information and other 
elements associated with the specific medical device. [IMDRF 
Unique Device Identification (UDI) of Medical Devices]

Before implementation, authorities may also wish to assess whether the necessary policy 
objectives, digital infrastructure, stakeholder capabilities, resources and transition arrange-
ments are in place. The paper therefore combines a pre-implementation readiness checklist 
with practical considerations for the design and ongoing operation of e�ective UDI systems.
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3. Current UDI Landscape
Existing UDI implementations provide practical experience for regulators developing new 
systems or refining those already in place. Although implementation approaches di�er across 
jurisdictions, common patterns can be observed in rollout strategies, timelines, and regulatory 
scope. The figures below provide an overview of the current global UDI landscape and imple-
mentation timelines across selected jurisdictions. Detailed country-specific information is 
available in the landscape tables in Appendix 2.

Beyond implementation status, the pace of implementation also di�ers across jurisdictions. 
Figure 2 illustrates the phased nature of UDI database implementation, showing that regulators 
introduce requirements progressively over several years.

Figure 1. Global Status of UDI Implementation

Figure 2. Phased UDI Labelling Implementation Timelines Across Selected Jurisdictions

The landscape shows that UDI is rarely implemented as a single-step requirement. Jurisdictions 
commonly phase requirements by device risk and/or system element, and the timing of labelling, 
direct marking and database registration may di�er. Building on these observations, the following 
sections outline the principles that support e�ective UDI implementation, common pitfalls to 
avoid, and practical considerations for authorities designing or refining UDI systems.

4. Principles for E�ective UDI
Implementation
Drawing on the comparative landscape and APACMed member implementation experience across 
jurisdictions, this paper highlights a number of common principles that can support practical, 
proportionate, and e�ective UDI implementation. 

Global
Alignment

Aligned with internationally 
recognised principles, 
terminology, and core UDI 
concepts (e.g. IMDRF)

Consistent definitions and
treatment of core UDI data

Clear distinction between
mandatory and optional
data elements

Practical
Implementation

Least-burdensome and 
risk-based implementation

Practical, user-friendly, 
and interoperable 
database design

Appropriate handling of
corrections, updates, and
UDI-DI triggers

Fit-for-Purpose
Implementation

Implementation designed 
to support practical post-
market use and traceability

Fit-for-purpose
implementation reflecting
national needs,
infrastructure, and
healthcare ecosystem
readiness

Su�cient transition periods
and stakeholder
engagement
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5. Common Pitfalls to Avoid

Over-customization of data fields 
beyond globally harmonised 
standards, leading to increased 
system complexity and reduced 
interoperability

Inadequate data validation 
and correction mechanisms

Data & Standards

Lack of Application Programming 
Interface (API) capabilities and 
interoperability between 
enterprise/ company databases 
and national databases

Lack of bulk upload capabili-
ties and e�cient
submission / maintenance 
tools, including versioning
controls

IT Infrastructure & System Design

Heavy operational burden 
associated with ongoing UDI data 
management and maintenance

Insu�cient consideration 
of SME capabilities and
resource constraints

Lack of clarity on intended use of 
and practical value of UDI data

Lack of stakeholder 
education and awareness 
across the healthcare 
ecosystem

Adoption & Use

Insu�cient infrastructure and 
ecosystem readiness to 
support e�ective UDI use in 
practice

Experience across existing UDI systems highlights several common pitfalls that can increase 
implementation burden and reduce the e�ectiveness of UDI in practice. The following
considerations may help authorities avoid common implementation challenges:

6. Considerations for Authorities
Designing or Revising UDI Systems
Designing or refining a UDI system requires more than establishing data requirements or a 
database. Successful implementation depends on clear policy objectives, appropriate ecosys-
tem readiness, and practical design choices that support e�ective use while minimising unnec-
essary burden. The following sections outline key considerations for authorities before and 
during UDI implementation.

6.1. Pre-Implementation Readiness: Checklist
for Authorities
Before deciding to implement UDI, authorities may find it useful to consider the following 
aspects of system and ecosystem readiness.

e.g. recalls, PMS signal detection, supply chain
traceability

e.g.: IMDRF UDI guidance, other jurisdictions’
implementation process and methods

e.g. ability of systems to exchange and use UDI 
data across stakeholders (manufacturers, 
distributors)

Healthcare institutions’ capability 
to capture and integrate UDI

e.g. availability of barcode scanning, integration 
into clinical workflows, sta� training, electronic 
health records, inventory management, procure-
ment and billing systems

Defined roles and responsibilities 
for data capture and use

e.g. who captures UDI at each stage, manufac-
turer, distributor, healthcare provider

Clarity on how UDI data will be 
used in practice

e.g. for recalls, vigilance, PMS signal detection, 
beyond database population

Defined approach for migration and 
treatment of existing device 
records, including legacy identifiers 
and alignment with existing 
registration databases

e.g. whether existing device records, identifiers 
and registration databases will need to be 
mapped, integrated or transitioned as part of a 
future UDI system.

Availability and interopera-
bility of digital infrastructure
across stakeholders

Clear understanding of internation-
al guidance and implementation 
status in other jurisdictions

Clear policy objective and use 
cases defined

Implementation & Operations
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Assessment of implementation feasibility (costs, resources and timelines), including:

Estimated implementation e�orts for 
authorities, including costs, resources 
and time

e.g. digital infrastructure, maintenance, user 
support, cybersecurity, financial model, database 
readiness, pilot phases, user testing before full 
enforcement 

Consider implementation costs across 
stakeholders 

e.g. manufacturers, distributors, healthcare 
institutions, including IT system upgrades, 
labelling changes, and process adaptations

Supply continuity and market access e.g. risk-based rollout by device class or product 
category, allowing su�cient transition periods, 
risk of delays, product withdrawal, or reduced 
availability in smaller markets

Industry readiness and capacity to 
comply

e.g. ability to update systems, manage data 
submissions, and implement changes across 
multiple markets

Realistic and phased implementation timelines, taking into consideration:

6.2. Considerations for E�ective UDI Systems
The following section summarises the key considerations for designing and implementing an 
e�ective UDI system. These elements are interconnected and should be considered together to 
support a proportionate, sustainable and e�ective approach to UDI implementation.

Figure 3. Key Considerations for an E�ective UDI System

6.2.1. Align with Global Standards
The IMDRF UDI framework provides an internationally recognised foundation for the design and 
implementation of UDI systems, covering core principles for UDI assignment, carriers, database 
requirements, data elements, implementation and use within healthcare systems. Together, the 
IMDRF guidance documents provide a common reference point that can help authorities avoid 
unnecessary divergence in terminology, data requirements and system design. Where national 
adaptations are needed, these can be introduced in a targeted manner while preserving interop-
erability and consistency with established international approaches.

N7FINAL:2013 – Guidance for UDI 

of Medical Devices

Core principles for UDI assignment, carrier, UDID, data 

elements and specific device types

IMDRF document Relevance

N48FINAL:2019 – UDI System 

Application Guide

Practical application of the IMDRF UDI framework

N53FINAL:2019 – Use of UDI Data 
Elements across IMDRF Jurisdic-
tions

Comparison of UDI data elements and di�erences across 
jurisdictions

N54FINAL:2019 – System 
Requirements Related to Use of UDI 
in Healthcare

Use and capture of UDI within healthcare systems and 
selected use cases

6.2.2. Regulatory scope & strategy 

Consider proportionate UDI requirements 

for low-risk Class A/Class I devices, 

including exemptions or recognition of 

existing identifiers where appropriate

Recommended Approach Rationale

For some low-risk devices, the incremental traceabili-
ty benefit of additional UDI requirements may be 
limited relative to implementation burden. Authorities 
may consider risk- and use-based exemptions or 
recognise existing identifiers where these can meet 
the intended identification and traceability objectives.

Define clear device categories that are 

excluded or exempt from the UDI 

framework

Clear criteria for exclusions and exemptions provide 
regulatory certainty and enable consistent implemen-
tation. Where appropriate, exemptions should align 
with internationally recognised UDI frameworks to 
support global harmonisation.

Define clear exceptions from specific UDI 

requirements for device types and 

supply scenarios

Certain UDI requirements may not be practical for all 
device types or supply models (i.e. single-use 
devices, capital equipment, SaMD, devices principal-
ly sold at retail, systems and procedure packs, 
surgical   kits, refurbished devices). 
Exceptions should specify which requirements do not 
apply or may apply di�erently (e.g. UDI labelling, 
direct marking, UDI-DI assignment or database 
submission), considering device characteristics, 
lifecycle and established international practices.
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Consider practical UDI assignment 
approaches, such as Master UDI-DI 
concepts, for highly individualised 
devices where appropriate
E.g. contact lenses, spectacle lenses

Requiring a separate UDI-DI for every minor product 
variant can generate disproportionate numbers of 
identifiers and database entries. Grouping similar 
variants based on defined design parameters can reduce 
complexity while maintaining appropriate identification 
and traceability.

Apply direct-marking requirements to 
reusable devices reprocessed between 
patients, with clearly defined exceptions. 
Avoid requiring separate direct marking 
of individual components unless they are 
independently placed on the market or 
require separate identification for safe 
use or traceability

Exceptions to direct marking should be clearly defined, 
including where marking is technically infeasible or could 
adversely a�ect device safety, performance, functionality 
or intended use. 

Adopt a phased implementation approach 
based on device risk classification and 
specific UDI requirements 
E.g. labelling, database submission, 
direct marking

Phased implementation provides a pragmatic and 
manageable approach, helping avoid system overload, 
minimise implementation risks and support smooth 
operation of the UDI system.

Define roles and responsibilities for UDI 
data capture, maintenance and use 
across relevant stakeholders

Clear responsibilities for UDI data capture, maintenance, 
update and use help ensure data remains accurate, 
complete and up to date throughout the device lifecycle 
and supports e�ective use across the healthcare system.

• Manufacturers bear the foundational responsibilities 
for UDI creation, application, and master data 
management.

• Distributors and importers act as the vital link 
verifying that UDI systems remain intact during 
logistics and trade when necessary.

• Hospitals, clinics, and health institutions drive the 
clinical capture and use of UDI to ensure patient 
safety and optimize operational e�ciency when 
necessary.

Establish clear transitional arrangements 
for existing devices manufactured and 
labelled before the applicable UDI 
compliance date

Establishing transitional arrangements for existing 
devices support a phased and proportionate implementa-
tion of UDI, minimise unnecessary supply-chain disrup-
tion and regulatory burden, and facilitate alignment with 
established international UDI practices. Retrieving or 
relabelling devices already held by hospitals, distributors, 
or patients could also disrupt established supply chains 
and continuity of patient care.
Applying direct-marking requirements retrospectively to 
devices manufactured before the relevant compliance 
date requires physical modification of finished devices 
which not always be technically feasible and could a�ect 
device integrity, validated manufacturing processes, 
regulatory approvals, or patient safety. 

6.2.3. Stakeholder Engagement and
Ecosystem Readiness
Successful UDI implementation requires not only assigning and registering identifiers, but also 
enabling their capture and use across the healthcare ecosystem.

Industry engagement 
and implementation 
planning

Establish industry working 
groups to support the design 
and implementation of UDI 
requirements. 

Healthcare system 
readiness and use

Engage healthcare institutions 
early to assess existing systems 
and identify gaps in UDI 
readiness. 

Supply-chain 
readiness

Assess UDI readiness across 
the wider supply chain, 
including the ability of 
distributors, importers and 
logistics providers to capture, 
handle and transmit UDI data.

Conduct pilot programmes 
involving both large 
manufacturers and SMEs 
before full implementation. 

Provide sandbox environ-
ments to enable system 
testing and identify imple-
mentation issues early. 

Publish technical specifica-
tions su�ciently in advance 
of implementation.

Provide a clear data dictio-
nary, including definitions, 
Lists of Values (LOVs), and 
applicable data editing and 
grace-period rules. 

Support integration of UDI into 
hospital information systems 
and clinical workflows. 

Assess and support the 
capability of healthcare 
institutions to store, extract and 
use UDI data for retrospective 
analysis and clinical reporting. 

Enable linkage of UDI data with 
patient outcomes and device 
performance information to 
support real-world evidence 
generation and safety and 
e�ectiveness evaluations.

Support downstream capture 
and use of relevant UDI 
information, including the 
UDI-DI and, where applicable, 
production information, across 
distribution, healthcare records, 
recalls and vigilance activities.

1 listed examples are illustrative, not proposed blanket exemptions

2 For an example of this approach in practice, refer to the EU Master UDI-DI framework for contact lenses and spectacles:
    https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202302197 & https://health.ec.europa.eu/document/download/f026ed58-
    060d-49b1-b660-914838670a20_en?filename=mdcg_2025-8_en.pdf 
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6.2.4. Scalable and Interoperable UDI Infrastructure
UDI systems should be supported by scalable, interoperable and secure digital infrastructure 
that can accommodate increasing data volumes, enable e�cient data exchange and adapt to 
future needs.

• Accommodate increasing data volumes as UDI expands across device classes and economic operators. 
• Support high-volume data handling, including bulk uploads and machine-to-machine (M2M) data 

exchange.
• Allow specific system components to scale independently (e.g. data submission vs. reporting). 
• Consider future system needs from the outset to avoid significant redesign as the UDI framework 

evolves.
• Support appropriate operational resilience, including backup, recovery, service continuity and 

incident-management arrangements.

Scalability by Design

Support interoperability and/or connectivity with relevant national systems (e.g. customs, import/export 
controls, vigilance databases and healthcare systems), where applicable, to enable data exchange and avoid 
unnecessary duplication.

Interoperability and Connectivity 

 Recommended IT Architecture

• Align the data model with IMDRF UDI data elements and terminology.
• Define clear data access levels, distinguishing public UDI information, restricted submitter information, 

and authority-only data.
• Support flexible submission channels, including manual entry for low-volume users and structured 

bulk/API submission for high-volume users.
• Enable API-based machine-to-machine (M2M) exchange to support automated system-to-system data 

submission and integration.
• Support bulk data submission (e.g. XML/JSON) alongside a web-based interface for manual entry.
• Provide structured mechanisms for data correction and updates after submission, including appropri-

ate grace periods.
• Ensure secure and controlled connectivity, including encrypted data transmission (e.g., HTTPS/TLS), 

authentication (e.g., API keys, OAuth), and role-based access controls.
• Maintain a clear record lifecycle and history, including relevant record statuses (e.g. draft, submitted, 

validated, published, corrected, superseded, withdrawn and archived), visibility of current and 
historical versions, e�ective dates and reasons for changes.

• Apply data validation and integrity controls, including automated validation rules, standardised 
vocabularies and structured data formats.

• Ensure auditability and reliable data exchange through audit trails, version control, structured 
acknowledgements, actionable error messages and asynchronous processing where needed.

6.2.5. Data Governance and Quality Management
Robust data governance and established data management processes are critical to ensure the 
reliability, accuracy and usability of UDI data throughout the product lifecycle. Key components 
include:

Clearly defined data ownership and responsibilities between manufacturers and authorities

Appropriate controls for data access and management

Comprehensive audit trails and version control

Automated data validation rules at data entry and update

Use of standardised nomenclature (e.g. GMDN) to support data consistency

Established processes for data capture, maintenance, update and correction throughout the 
product lifecycle

6.2.6. Rationalisation of Local Labelling Requirements
UDI implementation provides an opportunity to review local labelling requirements and reduce 
duplication with information already captured and accessible electronically. 

Avoid duplicating information on physical labels where it is already captured and accessible through 

the UDI system, supporting a single source of truth.

Where local information (e.g. Authorised Representative or importer details) is maintained within 

the UDI database, consider removing it from mandatory physical labelling requirements or allowing 

it to be provided electronically.

Support the use of electronic Instructions for Use (e-IFU), e-Labelling or database access, where 

appropriate.

Apply a risk-based approach so that critical point-of-use information remains on the physical 

label, while non-critical or frequently changing information can be maintained digitally.

Enable more e�cient updates without unnecessary physical relabelling.

Promote greater alignment across APAC markets to reduce unnecessary burden and the risk of 

inconsistencies created by divergent local labelling requirements.
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6.2.7. Continuous education and improvements 
Once implemented, UDI systems should be supported by ongoing guidance, stakeholder 
engagement and monitoring to address implementation challenges and support continuous 
improvement.

Provide ongoing training and accessible guidance (e.g. FAQs).

Establish a dedicated UDI support function to address implementation and technical queries.

Maintain ongoing stakeholder engagement to identify implementation challenges and areas 

requiring further support.

Define appropriate KPIs to measure the e�ectiveness of UDI implementation and integration and 

assess progress against its intended objectives.

Use implementation experience, stakeholder feedback and performance indicators to inform future 

system improvements.

7. Conclusion 
UDI can strengthen device identification and traceability and support more e�ective recalls, 
vigilance and post-market surveillance. However, experience across jurisdictions shows that 
these benefits depend not only on assigning identifiers or establishing a database, but on how 
the overall system is designed, implemented and used across the regulatory and healthcare 
ecosystem.

APACMed therefore supports UDI approaches that are aligned with internationally recognised 
principles, proportionate to risk and intended use cases, supported by appropriate infrastruc-
ture and stakeholder readiness, and introduced through realistic transition arrangements. Clear 
governance, practical data requirements, interoperable systems and ongoing stakeholder 
engagement are also important to ensure that UDI data remains accurate, usable and able to 
support its intended regulatory and public-health objectives.

As authorities across APAC continue to introduce or refine UDI frameworks, applying these 
considerations can help support e�ective implementation while preserving su�cient flexibility 
for national needs and avoiding unnecessary complexity or duplication.

Australia

• TGA. Complying with Unique Device Identification (UDI) timeframes for medical devices.
https://www.tga.gov.au/sites/default/files/2025-03/complying-unique-device-identification-timeframes-medical-devices.pdf 

• When does UDI apply to my device?
https://www.tga.gov.au/resources/decision-trees/when-does-udi-apply-my-device 

• TGA. Scope of UDI requirements.
https://www.tga.gov.au/products/medical-devices/labelling-and-advertising/unique-device-identification-udi-hub/
udi-information-sponsors-and-manufacturers/scope-udi-requirements 

Brazil

• ANVISA. RDC nº 591, de 21 de dezembro de 2021 – Unique Device Identification (UDI), as amended.
https://anvisalegis.datalegis.net/action/ActionDatalegis.php?acao=abrirTextoAto&numeroAto=00000591&orgao=RDC/DC
/ANVISA/MS&tipo=RDC&valorAno=2021

• ANVISA. UDI – Sistema de Identificação Única de Dispositivos Médicos.
https://www.gov.br/anvisa/pt-br/assuntos/produtosparasaude/udi

China

• NMPA, National Health Commission and National Healthcare Security Administration. First Batch Implementation of the 
Unique Device Identification System for Medical Devices (Announcement No. 106 of 2020).
 https://udi.nmpa.gov.cn/toDetail.html?infoId=45&CatalogId=2

• NMPA, National Health Commission and National Healthcare Security Administration. Second Batch Implementation of the 
Unique Device Identification System for Medical Devices (Announcement No. 114 of 2021).
https://udi.nmpa.gov.cn/toDetail.html?infoId=63&CatalogId=2

• NMPA, National Health Commission and National Healthcare Security Administration. Implementation of UDI Requirements 
for Subsequent Medical Device Categories (Announcement No. 21 of 2026).
https://udi.nmpa.gov.cn/toDetail.html?infoId=80&CatalogId=2

• NMPA, UDI Requirements for Medical Devices in Specific Circumstances (Announcement No. 15 of 2026). 
https://udi.nmpa.gov.cn/toDetail.html?infoId=81&CatalogId=2

• TFDA. Regulations Governing the Display of Unique Device Identification on Medical Device Labels. 
https://www.fda.gov.tw/Tc/siteListContent.aspx?id=36445&sid=3787

• TFDA. Taiwan Unique Device Identification Database (TUDID) – Frequently Asked Questions.
https://udid.fda.gov.tw/qna.aspx

Chinese Taipei

• Ministry of Health and Social Protection / INVIMA. Resolution 1405 of 2022 – Semantic Standard and Coding for Medical 
Devices and IVD Reagents. 
https://normograma.invima.gov.co/normograma/compilacion/docs/resolucion_minsaludps_1405_2022.htm

• INVIMA. Semantic Standard and Coding of Medical Devices and In Vitro Diagnostic Reagents. 
https://www.invima.gov.co/productos-vigilados/dispositivos-medicos/estandar-semantico-codificacion-dispositivos 

Colombia

• Egyptian Drug Authority. Regulatory Guideline on Requirements for Unique Device Identification (UDI) for Medical Devices, 
Version 02/2026. 
https://www.edaegypt.gov.eg/media/g1cjdm3z/5-udi_up-2026.pdf

Egypt

• European Commission. Unique Device Identification (UDI) – Questions and Answers. 
https://health.ec.europa.eu/document/download/add107c5-0ca8-45d3-b049-63bb84c4ce31_en?filename=
md_faq_udi_en.pdf

• European Commission. EUDAMED – UDI/Device Registration. 
https://health.ec.europa.eu/medical-devices-eudamed/udidevice-registration_en

• European Commission. EUDAMED – Overview and mandatory use timelines. 
https://health.ec.europa.eu/medical-devices-eudamed/overview_en

Europe
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India

• CDSCO / Ministry of Health and Family Welfare. Medical Devices (Amendment) Rules, 2021 – amendment of Rule 46 on 
Unique Device Identification (G.S.R. 918(E), 31 December 2021). 
https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadGazette_NotificationsFiles/
2021.12.31_Final%20GSR%20918%28E%29.pdf 

Japan

• MHLW. Display of codes on containers/packaging to identify medical devices, in vitro diagnostic medical products, etc. (13 
September 2022).
https://www.mhlw.go.jp/web/t_doc?dataId=00tc6998&dataType=1&pageNo=1 

• MHLW. Pharmaceuticals and Medical Devices Product Database. 
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/topics/index_00006.html

Malaysia

• MDA. Pilot Survey for Unique Device Identification (UDI) in Malaysia. 
https://www.mda.gov.my/index.php/ms/pengumuman/
1432-pengumuman-pilot-survey-for-unique-device-identification-udi-in-malaysia 

• MDA. Strengthening Strategic Industry Collaboration: MDA Unveils Key Regulatory Initiatives and Digital
Transformation Roadmap. 
https://www.mda.gov.my/index.php/news/1751-strengthening-strategic-industry-collaboration-mda-
unveils-key-regulatory-initiatives-and-digital-transformation-roadmap 

Saudi Arabia 

• SFDA. Requirements for Unique Device Identification (UDI) for Medical Devices (MDS-REQ 7). 
https://www.sfda.gov.sa/en/regulations/requirements-unique-device-identification-udi-
medical-devices-mds-%E2%80%93-req-7

• SFDA. Updated Compliance Timeframe for Medical Devices Unique Device Identification (Saudi-DI).
https://www.sfda.gov.sa/sites/default/files/2022-06/saudi-DI.pdf

Singapore

• HSA. Guidance on Medical Device Unique Device Identification (UDI) System (GN-36).
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/guidance-documents-for-medical-devices/
gn-36-r2-guidance-on-medical-device-udi-system-%282022-july%29-pub.pdf 

• HSA. Frequently Asked Questions – Medical Device UDI System. 
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/guidance-documents-for-medical-devices/
faq-%28medical-device-udi-system%29_updated-18-july-2022.pdf 

South Korea 

• MFDS. Instructions on Labelling and Management of Unique Device Identifiers.
https://www.mfds.go.kr/eng/brd/m_40/view.do?seq=72631 

• National Law Information Centre. Instructions on Labelling and Management of Unique Device Identifiers (MFDS Notification 
No. 2023-67). 
https://www.law.go.kr/LSW/admRulLsInfoP.do?admRulSeq=2100000230830 

• MFDS. Medical Device UDI Tracking Management System (IMDIS).
https://emedi.mfds.go.kr/msismext/udi/uif/schStddCdLstView.do 

Switzerland

• Swissmedic. Unique Device Identifiers (UDI). 
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-access/produktidentifikation-udi.html

• Swissmedic. Product information and devices on the Swiss market – IVD UDI deadlines. 
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/stab/veranstaltung/ivd/08_produktinformation_produkte_im_
markt_ivdv.pdf.download.pdf/08_Produktinformation_ProdukteimMarkt_IvDV_EN_Handout.pdf

• Swissmedic. Device registration in swissdamed. 
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/produktregistrierung.html

Türkiye

• Republic of Türkiye Ministry of Trade. Medical Devices Import Inspection Guidance – MDR/IVDR UDI transition dates. 
https://www.lexpera.com.tr/resmi-gazete/metin/tibbi-cihazlarin-ithalat-denetimi-rehberi

• Republic of Türkiye Ministry of Trade. Medical Devices – Türkiye Product Rules Database. 
https://urunkurallari.ticaret.gov.tr/en/sectoral-guide/medical-devices 

UK

• MHRA. Government Response – Chapter 4: Registration and Unique Device Identification (UDI). 
https://www.gov.uk/government/consultations/consultation-on-the-future-regulation-of-medical-devices-in-the-
united-kingdom/chapter-4-registration-and-udi

USA

• FDA. UDI Compliance Policies and UDI Rule Compliance Dates. 
https://www.fda.gov/medical-devices/unique-device-identification-system-udi-system/udi-compliance-policies-
and-udi-rule-compliance-dates

• FDA. UDI Exceptions and Alternatives. 
https://www.fda.gov/medical-devices/unique-device-identification-system-udi-system/udi-exceptions-and-alternatives

• FDA. Compliance Dates for UDI Requirements.
https://www.fda.gov/media/96818/download
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Appendix 2 – UDI Regulatory
Landscape
This landscape reflects information available as of September 2026 and is divided into APAC 
and other markets for ease of reference. Regulatory requirements are subject to change; please 
refer to o�cial sources for the latest information. Where no separate IVD timeline is shown, 
IVDs generally follow the applicable device-class implementation timeline unless otherwise 
specified.

3 Transitional arrangements may apply to devices relying on eligible EU MDD/IVDD certification. Refer to TGA guidance for the applicable UDI compliance dates. Direct marking requirements apply based on the relevant device class and transitional arrangements.

4 For markets with “TBC”, an o�cial intention to implement UDI has been published, but implementation details are yet to be released.

5 Devices must be included in a list published by MFDS (MFDS hasn’t published the list yet)

APAC Market Status Device Risk Classification Device package labels Direct marking of devices UDI Database
APAC Market Status Device Risk Classification

Required? Compliance Date Required? Compliance Date Name Submission date

Class III 1 July 2026 1 January 2028 1 July 2026

Class IIb 1 July 2026 1 July 2029 1 July 2026

Class IIa 1July 2027 1 July 2029 1 July 2027

Class Is, Class 4 IVD, Class 3 IVD 1 July 2028 1 July 2029 1 July 2028

Class 1 IVD (instruments/software), Class 2 IVD 1 July 2029 1 July 2030 1 July 2029

Class III (69 devices) 1 Jan 2021 As applicable 1 Jan 2021

Class III (others): 1 June 2022 1 June 2022

Class II (103 devices) 1 June 2024 1 June 2024

Class II (rest) 1 June 2027 1 June 2027

Class I IVDs 1 Jun 2027 1 Jun 2027

Class I 1 June 2029 1 June 2029

Class III (implantable) 1 June 2021 NA 1 June 2021

Class III (non-implantable) 1 June 2022 1 June 2022

Class II 1 June 2023 1 June 2023

TBC TBC TBC TBC

Class III 1 December 2022 TBC Estimated 2028

Class II and I 1 December 2022 Estimated 2028

Class D 2027 TBC 2027

Classes B, C 2028 2028

Class A TBC TBC

All Coronary stents, orthopaedic joint
replacement implants and Intraocular lens 1 Nov 2022 Voluntary 1 Nov 2022

All Class D GMDs and IVDs 1 Nov 2024 1 Nov 2024

All Class C GMDs and IVDs 1 Nov 2026 1 Nov 2026

All Class B GMDs and IVDs 1 Nov 2028 1 Nov 2028

All Class A GMDs and IVDs Voluntary Voluntary

Class IV 1 July 2019 TBC 1July 2019

Class III 1 July 2020 1 July 2020

Class II 1 July 2021 1 July 2021

Class I 1 July 2022 1 July 2022

Australia³ In Progress AusUDID

China In Progress Required for applicable
reusable devices NMPA UDID

Chinese Taipei Implemented As applicable TUDID

India Planning TBC TBC4 TBC

Japan Implemented (labelling) Conditionally Required Under development

Malaysia Planning TBC Medc@st 3.0

Singapore In Progress Voluntary SMDR

South Korea Implemented To be Conditionally Required5 IMDIS

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes
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6 UDI requirements apply to a limited scope of implantable medical devices. Direct marking is not required.

7 The 2026 EDA UDI guideline covers medical devices and IVDs; enforcement timelines for UDI labelling and direct marking are yet to be announced.

Non-APAC Market Status Device Risk Classification Device package labels Direct marking of devices UDI Database

Required? Compliance Date Required? Compliance Date Name Submission date

Class IV 10 Jul 2025 10 Jul 2027 1 Sep 2029

Class III 10 Jan 2026 10 Jan 2028 1 Mar 2030

Class II 10 Jan 2027 10 Jan 2029 1 Mar 2031

Class I 10 Jan 2028 10 Jan 2030 1 Mar 2032

Class III, Category III IVD NA NA Feb 2025

Class IIb, Category II IVD Aug 2025

Class IIa, Class I, Category I IVD Feb 2026

All Classes TBC TBC TBC

Class III and Implantable 26 May 2021 26 May 2023
New devices: 28 May 2026 
Devices already placed on the market:
28th November 2026

Class IIa, IIb and IVD Class D 26 May 2023 26 May 2025

Class I and IVD Class B and C 26 May 2025 26 May 2027

IVD Class A 26 May 2027 26 May 2029

Class D (High Risk) 1 Sep 2023 1 Sep 2024 1 Sep 2023

Class B and C (Medium Risk) 1 Sep 2023 1 Sep 2024 1 Sep 2023

Class A (Low risk) 1 Sep 2024 1 Sep 2025 1 Sep 2024

Class III and Implantable 26 May 2021 26 May 2023 1 Jul 2026 (transition period until 31
Dec 2026)

Class IIa and IIb, IVD Class D 26 May 2023 26 May 2025

Class I, IVD Class B/C 26 May 2025 26 May 2027

IVD Class A 26 May 2027 26 May 2029

Class III & implantable 26 May 2021 26 May 2023 TBC

Class IIa & IIb + IVD Class D 26 May 2023 26 May 2025

Class I + IVD Classes B/C 26 May 2025 26 May 2027

IVD Class A 26 May 2027 26 May 2029

TBC TBC TBC TBC

Implantable, life-supporting and life-sustaining
devices, regardless of device class 24 Sep 2015 24 Sep 2015 24 Sep 2015

Class III & and devices licenced under the Public
Health service Act 24 Sep 2014 24 Sep 2016 24 Sep 2014

Class II 24 Sep 2016 24 Sep 2018 24 Sept 2016

Class I 24 Sep 2022 24 Sep 2022 8 Dec 2022

Brazil In Progress Conditionally Required SIUD

Colombia In Progress No No INVIMA semantic standard platform6

Egypt7 In Progress TBC Conditionally Required Egyptian UDI Database

Europe In Progress Conditionally Required EUDAMED

Saudi Arabia Implemented Conditionally Required Saudi-DI

Switzerland In Progress Conditionally Required SWISSDAMED

Turkey In Progress Conditionally Required ÜTS

UK Planning TBC TBC TBC

USA Implemented Conditionally Required GUDID

Yes

Yes

Yes

Yes

Yes

Yes

Argentina6

Non-APAC Market Status Device Risk Classification

Certain Implantable Medical Devices Yes 2014 No N/A SNT-PM
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About APACMed
The Asia Pacific Medical Technology Association (APACMed) represents manufacturers and 
suppliers of medical equipment, devices and in vitro diagnostics, industry associations, and 
other key stakeholders associated with the medical technology industry in the Asia Pacific 
region. APACMed’s mission is to improve the standards of care for patients through innovative 
collaborations among stakeholders to jointly shape the future of healthcare in Asia-Pacific. For 
more information, visit www.apacmed.org 


