Regulatory Requirements for
Medical Device Clinical Trials

SingHealth Research Integrity, Compliance and Ethics (RICE) and
ARQon (Asia Regulatory & Quality Consultancy For Medical Device & Drug) will jointly host a
webinar to share on the regulatory requirements of conducting Medical Device Clinical Trials.

Scope of Webinar

What is a Medical Device? Device, Software, Al
Risk Control? Classification, Design Risk

HSA Regulatory Requirements
Clinical Research Material (CRM) & Import License

Adverse Events Reporting

Speaker Details:
| N Ms May Ng

MSc (Biomed. Eng), Post Grad (Medtech Manufacturing), BSc (Biochem & Microbio)
Global Regulatory Director, ARQon

*+ 1S0O13485 lead auditor trained. MDSAP, CE MDD/MDR/IVDD/IVDR trained.
* ARQon Group 8 years, MedtechBOSS 3 years, IMDS Group 3 years

* Biosensors International Group, 4 years

+ Singapore Health Science Authority (HSA),10 years

Event Details:

Date: 20 July 2022 (WED)
Time: 12:00 PM -1.30 PM
Location: Zoom Webinar
Registration is required.

Click here to register >

https://ihis.zoom.us/webinar/register/WWN vaRI2HrOQmKi8dKog40JPg
*Kindly register using your SingHealth corporate email (not personal
email)

Organised by:
. SingHealth Research Integrity, Compliance and Ethics (RICE)
SingHealth For enquiries, please email oric@singhealth.com.sg
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