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Challenges from Regulatory perspective 



National Digital Health Mission (NDHM) –ABDM 



https://abdm.gov.in:8081/uploads/Presentation_for_UHI_a7037b79d3.pdf



DPDP ACT 2023

• AUGUST 11, 2023, INDIA PASSED THE DIGITAL PERSONAL DATA PROTECTION 

ACT, 2023 (DPDP ACT).

• THIS NEW LAW GOVERNS HOW PERSONAL DATA IS HANDLED IN INDIA.

• IT AIMS TO PROTECT PEOPLE’S PRIVACY WHILE ALSO ESTABLISHING A 

FRAMEWORK FOR DATA ACCOUNTABILITY AND GOVERNANCE.



KEY LEGAL OR REGULATORY ISSUES TO CONSIDER 
FOR USE OF PERSONAL DATA

• MOHFW is promoting its adoption by making standards such as the SYSTEMATIZED 

NOMENCLATURE OF MEDICINE–CLINICAL TERMINOLOGY free to use in india and 

establishing an interim national release centre to manage the clinical terminology 

standard, which is gaining global acceptance among healthcare it stakeholder 

communities.

• THE MOHFW plans to promote and adopt e-health standards, enforce privacy and 

security measures for electronic health data, and regulate the storage and exchange of 

EHRS.



https://www.whitecase.com/



https://www.whitecase.com/





• "SOFTWARE INTENDED TO BE USED FOR ONE OR MORE MEDICAL 

PURPOSES THAT PERFORM THESE PURPOSES WITHOUT BEING 

PART OF A HARDWARE MEDICAL DEVICE."





THANK YOU


