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Build compliance-by-design pipelines for clinical and translational bioinformatics. This hands-on
module covers HIPAA/HITECH and 21 CFR Part 11 essentials, global privacy context
(GDPR/India DPDP — overview), de-identification and consent, technical/administrative
controls, computer system validation, documentation, and day-to-day compliance operations for
audit readiness.
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Regulatory Landscape & Data Protection

HIPAA/HITECH essentials

P H I  &  i d e n t i f i e r s  c o v e r e d  e n t i t i e s  &  B A A s  m i n i m u m

n e c e s s a r y

21 CFR Part 11 scope

e - r e c o r d s  &  e - s i g n a t u r e s  v a l i d a t i o n  e x p e c t a t i o n s
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a u d i t  t r a i l s / t i m e  s t a m p s

Global privacy (overview)

G D P R  p r i n c i p l e s  I n d i a  D P D P  A c t  D P I A / T R A  b a s i c s
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Controls, Security Architecture & Validation

Access & identity

R B A C / A B A C  M F A / S S O  l e a s t  p r i v i l e g e

Crypo & logging

T L S / a t - r e s t  e n c r y p t i o n  K M S  &  k e y  r o t a t i o n  t a m p e r -

e v i d e n t  l o g s

CSV & GxP validation

V M P  &  r i s k - b a s e d  a p p r o a c h  I Q / O Q / P Q  c h a n g e  c o n t r o l
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Clinical Data Governance & Safe Analytics

De-identification & consent

S a f e  H a r b o r  v s  E x p e r t  l i m i t e d  d a t a s e t s  &  D U A s

c o n s e n t  m a n a g e m e n t

Secure environments

s e g m e n t e d  V P C / V N E T  d a t a  e g r e s s  c o n t r o l s

w o r k s p a c e  h a r d e n i n g

Monitoring & incidents

S I E M  &  a l e r t s  I R  p l a y b o o k s  b r e a c h  n o t i f i c a t i o n
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SOPs, Evidence & Audit Readiness

Documentation & training

p o l i c i e s / S O P s / W I s  r o l e - b a s e d  t r a i n i n g  c o m p e t e n c y

r e c o r d s

Vendors & contracts

B A A s  &  D P A s  r i g h t  t o  a u d i t  S L A s  &  S L O s

Audits & CAPA

c h e c k l i s t s  &  e v i d e n c e  f i n d i n g s  →  C A P A  c o n t i n u o u s

i m p r o v e m e n t
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