
NTHRYS OPC PVT LTD Clinical Data Standards — HL7 FHIR & CDISC (SDTM/ADaM) —
Hands-on

NTHRYS OPC PVT LTD | smo@nthrys.com | +91 - 8977624748 | www.nthrys.com
A Ministry of Corporate Affairs Incorporated Company

Learn how clinical data standards such as HL7 FHIR and CDISC SDTM/ADaM provide common
structures for exchanging and analysing genomics and clinical data. This module focuses on
concepts, data models and mapping patterns so that bioinformatics and data teams can design
outputs that are easier to integrate with clinical systems, trials and downstream analytics.
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Clinical Data Standards Landscape

Why standards matter for clinical genomics data

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

p r o j e c t s  r e g u l a t o r y  a n d  q u a l i t y  e x p e c t a t i o n s

s n a p s h o t

Main families of standards in this space (high level)

H L 7  F H I R  f o r  h e a l t h c a r e  e x c h a n g e  C D I S C  S D T M  a n d
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A D a M  f o r  s t u d i e s  t e r m i n o l o g i e s  a n d  c o d e  s e t s

s n a p s h o t

Where genomics pipelines meet standards thinking

s a m p l e  a n d  s u b j e c t  i d e n t i f i e r s  m i n d s e t  r e s u l t s  a n d

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

c o n c e p t s
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HL7 FHIR Concepts for Genomics

FHIR basics and healthcare data exchange ideas

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

e n c o u n t e r s ,  o b s e r v a t i o n s  s n a p s h o t  A P I s  a n d  m o d u l a r

d e s i g n  m i n d s e t

Genomics related FHIR ideas (high level)

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

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

s e t s  s n a p s h o t

Design mindset for FHIR compatible outputs

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

a t t r i b u t e s  f o r  m a p p i n g  l a t e r  s i m p l e  e x a m p l e s  o f

s t r u c t u r e d  r e s u l t  r o w s
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CDISC SDTM/ADaM Concepts for Studies

Why CDISC standards are used in clinical studies

r e g u l a t o r y  s u b m i s s i o n s  m i n d s e t  ( h i g h  l e v e l )

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

r a w  t o  a n a l y s i s  d a t a  i d e a
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SDTM and ADaM at a glance

s u b j e c t  l e v e l  a n d  d o m a i n  c o n c e p t s  t i m e  p o i n t s  a n d

v i s i t s  s n a p s h o t  a n a l y s i s  d a t a s e t  i d e a s

Thinking about genomics data in a CDISC aware way

s u b j e c t  a n d  s a m p l e  k e y s  a l i g n m e n t  l i n k i n g  v a r i a n t

c a l l s  t o  s t u d y  e v e n t s  b a s i c  m a p p i n g  t a b l e s  m i n d s e t
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Mini Capstone: Mapping Outputs to Standards

Start from a simple genomics and clinical output table

T h e o r y  +  P r a c t i c a l

Draft a mapping sketch towards FHIR and SDTM/ADaM views

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

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

Summarise design decisions and open questions

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

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