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2024 2025 2026
F M A M J J A S O] N D

UPDATES MILESTONES
STATUTORY INSTRUMENT (SI)
DEBATED AND MADE LAW
NEW
REGULATIONS PUBLICATION OF FIRST ITERATION OF "\
FOR POST- PMS GUIDANCE /

MARKET PMS REGULATIONS COME INTO FORCE '\

SURVEILLANCE 6 MONTHS AFTER BEING MADE /
(PMS)
PUBLICATION OF FINAL PMS \\

GUIDANCE
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CONSULTATION ON IR, IVDs, MARKING
AND ASSIMILATED EU LAW

PUBLISH RESPONSE ON ASSIMILATED
EU LAW, LAY SI AND BRING INTO LAW

PUBLISH RESPONSE TO CTDA AND
COMMON SPECS CONSULTATION

NEW PUBLISH RESPONSE ON IR, IVDs AND
REGULATIONS MARKING

FOR PRE-
MARKET NOTIFICATION PERIOD FOR
REQU|REMENTS REGULATIONS ON WTO WEBSITE

NN\ i\

IDENTIFICATION OF PRIORITY
STANDARDS FOR DESIGNATION

INTRODUCTION OF SI INTO
PARLIAMENT AND DEBATES

NEW PRE-MARKET SI IN FORCE
SUBJECT TO TP, GUIDANCE PUBL.
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2024 2025 2026

UPDATES MILESTONES

DEVELOP & PUBLISH NEW EUA N\
GUIDANCE ) G

DEVELOP & PUBLISH POLICY INTENT > _
POLICY FOR EARLY ACCESS AND INNOVATION
DiSIaLolF =T REFINE POLICY AND GUIDANCE ON HIE

TO ALIGN WITH GOVT STRATEGY /

DEVELOP & PUBLISH IVD ROADMAP /

PUBLISH GUIDANCE FOR COMMENT ON\
GMLP MAPPING /

SOFTWARE PUBLISH GUIDANCE FOR COMMENT ON\{
INCLUDING Al & Al DEVELOPMENT AND DEPLOYMENT /
DIGITAL MENTAL
HEALTH PUBLISH SaMD GUIDANCE FOR AN

PRODUCTS CYBERSECURITY /

DEVELOP & PUBLISH DRAFT GUIDANCE
FOR DIGITAL MENTAL HEALTH TECH

Glossary

EUA Exceptional Use Authorisation IR International Reliance

GMLP | Good Machine Learning Practice SaMD | Software as a Medical Device
HIE Health Institution Exemption TP Transitional Provisions

IVD In Vitro Diagnostics
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