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BD is helping reinvent healthcare, driven by our purpose of 
advancing the world of health™ to improve:
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BD is an innovative med tech leader
Unmatched scale and global reach to address healthcare’s most 
pressing challenges
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Our vision, objective & strategy
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TO BE THE VOICE OF THE INDUSTRY
PARTNERING WITH REGULATORS 

MEDTECH 
INDUSTRY



Regulatory Convergence – Current State 

» CE-mark is one of reference approvals recognized by Singapore Health Sciences 
Authority (HSA)

› Immediate approval for class B

› Expedited review for class C and D 

» HSA is a leading regulatory agency in the region

› IMDRF member

› Reference regulator for Regulatory Reliance initiative with Thailand FDA; discussions 
with others ongoing

» HSA published change notification guidelines related to EU MDR/IVDR 
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Regulatory Convergence – Opportunities

» HSA to expand the scope of immediate approval for class C & D devices with 
MDR/IVDR CE-mark

» HSA to recognize EU member state derogation particularly for emergency use approval

» Regulatory reliance expansion to EU

» Health Technology Assessment harmonization   
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Current HSA Evaluation Routes 
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Proposed HSA Evaluation Routes 
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About APACMed
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01
WHO

02
WHAT

03
WHY

04
HOW

APACMed 
represents manufacturers 
and suppliers of medical 
equipment, devices and in-
vitro diagnostics, industry 
associations and other key 
stakeholders in the medical 
technology industry in Asia 
Pacific. 

We aim to improve the 
standards of care for 
patients through innovative 
collaborations among 
stakeholders to jointly 
shape the future of 
healthcare in the Asia Pacific 
region.

We provide a unifying voice 
for the medical devices, in-
vitro diagnostics and digital 
health industry in Asia 
Pacific, and strive to 
promote innovation and 
impact policy that advances 
healthcare access for 
patients.

Our functional committees 
include: 

» Regulatory Affairs
» Government Affairs & 

Market Access
» Legal, Ethics & 

Compliance
» Digital Health
» Start-ups & SMEs



APACMed Strategic Pillars
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Current HSA Medical Device Evaluation Routes: Fees and TAT

Fees for product registration Turnaround time (in working days)
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Source: https://www.hsa.gov.sg/medical-devices/fees


