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An overview of the global situation
surrounding medical devices

What should be considered for global harmonization of medical device development through HBD activity ?

U.S. and Japan medical device regulatory Harmonization by Doing (HBD) initiative
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Is paradigm shift of healthcare happening 
in the USA?



BEFORE AFTER
Telehealth and Telemedicine

The pandemic accelerated the adoption of telehealth and 
telemedicine services. Virtual consultations became more 
common for routine healthcare needs, allowing patients to 
access care remotely.

Most healthcare consultations took 
place in physical healthcare facilities, 
such as hospitals, clinics, and doctor's 
offices.

Telemedicine was often used for minor 
consultations or in rural areas with limited 
access to healthcare services.



BEFORE AFTER
Digital Health Tools

The use of digital health tools, including mobile health 
apps and wearable devices, surged. These tools help 
individuals monitor their health and communicate with 
healthcare providers.



BEFORE AFTER
Remote Monitoring

Remote patient monitoring devices, such as 
wearable sensors and remote diagnostic tools, 
gained popularity for managing chronic conditions 
and tracking vital signs.



BEFORE AFTER

Mental Health Awareness
The pandemic has raised awareness about the 
importance of mental health, both for patients and 
healthcare providers. Mental health services and 
resources have become more readily available and 
destigmatized.



BEFORE AFTER

Cyber and Data Securities
Cyber and data security are of utmost importance in the 
medical and healthcare industry, given the sensitive and 
confidential nature of patient information and the critical 
role technology plays in healthcare delivery. 



BEFORE AFTER
Healthcare Policy Changes

Governments and healthcare organizations have 
implemented new policies and regulations to address the 
challenges posed by the pandemic, such as remote work 
for healthcare professionals, changes in reimbursement 
models for telehealth, and pandemic preparedness 
planning.



BEFORE AFTER
Dx of Clinical Trial

Centralized Clinical Trial





Source: SCDM Short Brief Decentralized Trials

https://scdm.org/wp-content/uploads/2020/03/Short-Brief-DCT.pdf
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The FDA list shows 692 registrations of medical AI as of October 19, 2023.



Waymo’s robotaxis are now 
available to tens of thousands of 

people across all of San Francisco

“Taxi without Taxi Driver”
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for “the patients!”

Thank you very much
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