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CHALLENGES

— Tech and Legal Evolution matching pace

— The Drugs and Cosmetics Act, 1940 v.
Medical Device Rules, 2017

— Software per se v. Combination of
Hardware and Software

— Lack of multi-disciplinary approach

— Dynamic Exercise not static

— Method to the madness v. outaé
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— Data Ethics
— Representation/Diverse and

\O Inclfusive?
— (Class
— Gender

— Race

e\ *)! < _— \@Q — Data Privacy
‘, /&’ — Contract Law

— Informed Consent
— Undue Influence



Landscape of
regulations (Contd.)

— Human Rights
— Article 14 of the Constitution
— Article 21 of the Constitution

— Tech Perspectives @ = ‘ | | ; :
— Consumer Protection Jurisprudengce /\ | ‘ | ' :
— Standards of Informed Co@ ' '
— “Full Weight of Infon@” | =
\ ? ‘ |
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Determining the
Ethics of the
Research

— Ethics of the Objective

— Ethics of the Methods

— Machinery: Clinical Trial ¢, »
Agreement & Inform@
Consent Forms
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E St ab | | S h | N g — Synth@ta for Ground Truthing

Safety all d &ﬂe for Data v. Individual
Efficacy Q)\ neent

— Benchmarking Device: Certified
Specialist Criterion
— Fixing Liability
— Autonomy v. Agency
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e Treatment
Consent OQZZLS
Challenges Q)\

— Blackbox predicament

— Full weight of information given to
the patient?




risk of
Agagdht of Mental Health

Lifestyle modification apps

Who to treat and who not to treat?

Influence of the choice of treatment
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— Market and Industry Surveilance

— Agile/Adaptive

— Flexible: Systems of Waivers

— Intellectual Property Considerations v.
Privacy Concerns




Governance
ework

Diverse Stakeholders Multi-Disciplinary

Approach.

Proactive: Identify data privacy concerns
and ethics issues ahead of harm.

Responsive and Consultative

Social Benefits and Public Health and
Well being

Primacy of individual
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