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Navigating the New Era: A Comprehensive 
Outlook on Indian and Global Diagnostic 
Regulations in 2026
I. Introduction: The Pulse of Modern 
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II. India: A Landmark Year for Regulatory 
Updates
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1. Digital Transformation: The Risk Classi-

a) Operational Impact
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2. Standardizing Performance for “Make in 
India”
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b) Mandatory Integration
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c) Revised Guidance
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3. Support for the Innovation Lifecycle
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4. The Rise of AI and Software as a Medi-
cal Device (SaMD
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5. Global Regulatory Synchronicity: The 
2026 Outlook
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a) EU IVDR Transition (2017/746): -
-

b) Class C (self-declared) devices

c) Class B and A-sterile devices

d) Strategic Requirement
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e) UK Regulatory Proposals (MHRA):
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f) WHO Global Advocacy -
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6. “Make in India”: Driving Innovation and 
Competitiveness
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7. Government Engagement: Strengthen-
ing the Ecosystem
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8. Conclusion: A Strategic Commitment
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