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Explore the regulatory and ethics landscape around pharmacogenomics programs. This module
focuses on core ideas from HIPAA, GDPR and consent frameworks, and how governance, roles
and documentation help teams run PGx initiatives in a responsible and compliant way.
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Mini Capstone: PGx Governance Charter & Checklist
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Regulatory Landscapes & Data Protection Concepts

Why pharmacogenomics raises specific regulatory and ethics

questions

g e n o m i c  s e n s i t i v i t y  a n d  l o n g  t e r m  i m p a c t  f a m i l y  a n d

g r o u p  l e v e l  i m p l i c a t i o n s  c l i n i c a l  v s  r e s e a r c h  u s e  o f

P G x  d a t a

High level view of key regulatory families

h e a l t h  p r i v a c y  a n d  s e c u r i t y  t h e m e s  l a b o r a t o r y  a n d
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q u a l i t y  r e g u l a t i o n s  i d e a  i n s t i t u t i o n a l  p o l i c i e s  a n d

e t h i c s  r e v i e w

Core data protection concepts used across frameworks

i d e n t i f i e r s  a n d  d e  i d e n t i f i c a t i o n  t h i n k i n g  p u r p o s e

l i m i t a t i o n  a n d  m i n i m i s a t i o n  i d e a s  a c c o u n t a b i l i t y  a n d

d o c u m e n t a t i o n  t h e m e s

S e s s i o n  2
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HIPAA, GDPR & Governance for PGx Data

HIPAA style perspectives on health information

p r o t e c t e d  h e a l t h  i n f o r m a t i o n  n o t i o n s  r o l e  b a s e d

a c c e s s  c o n t r o l  i d e a s  a u d i t  t r a i l  a n d  b r e a c h  r e s p o n s e

t h e m e s

GDPR style perspectives on personal and sensitive data

l a w f u l  b a s e s  a n d  s p e c i a l  c a t e g o r y  d a t a  d a t a  s u b j e c t

r i g h t s  a t  h i g h  l e v e l  d a t a  p r o t e c t i o n  i m p a c t

a s s e s s m e n t  i d e a

Designing a simple governance structure for PGx programs

s t e e r i n g  g r o u p  a n d  w o r k i n g  g r o u p s  r o l e s  f o r

c l i n i c i a n s  l a b s  a n d  I T  t e a m s  p o l i c i e s  s t a n d a r d

o p e r a t i n g  p r o c e d u r e s  a n d  l o g s

S e s s i o n  3
F e e :  R s  1 4 8 0 0   Apply Now

Consent, Reporting & Patient Communication

Concepts for informed consent in pharmacogenomics

c l a r i t y  o f  p u r p o s e  a n d  s c o p e  f u t u r e  u s e  a n d  d a t a

s h a r i n g  o p t i o n s  r e  c o n t a c t  a n d  w i t h d r a w a l  t h e m e s
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High level ideas for communicating PGx results

p l a i n  l a n g u a g e  d r u g  a n d  g e n e  s u m m a r i e s  a v o i d i n g

d e t e r m i n i s t i c  p h r a s i n g  s u p p o r t i n g  s h a r e d  d e c i s i o n

m a k i n g

Handling secondary findings and family implications conceptually

d i s t i n g u i s h i n g  p r i m a r y  a n d  i n c i d e n t a l  r e s u l t s  f a m i l y

c o m m u n i c a t i o n  c h a l l e n g e s  r o l e  o f  e t h i c s  a n d

c o u n s e l l i n g  s u p p o r t

S e s s i o n  4
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Mini Capstone: PGx Governance Charter & Checklist

Select a PGx use case and sketch a governance charter

d e s c r i b e  s c o p e  a n d  c l i n i c a l  c o n t e x t  l i s t  k e y  r o l e s

a n d  r e s p o n s i b i l i t i e s  o u t l i n e  d e c i s i o n  a n d  e s c a l a t i o n

p a t h s

Draft a concise ethics and compliance checklist for PGx teams

d a t a  p r o t e c t i o n  a n d  a c c e s s  c o n t r o l s  c o n s e n t

d o c u m e n t a t i o n  a n d  r e n e w a l  i n c i d e n t  r e s p o n s e  a n d

r e p o r t i n g  l i n e s

Deliverables: PGx governance one pager and checklist template

P D F  o r  D O C X  s u m m a r y  c h e c k l i s t  f o r  l o c a l  a d a p t a t i o n

s t a r t i n g  p o i n t  f o r  e t h i c s  d i s c u s s i o n s
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