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Get a practical, high level view of how regulatory pathways such as CLIA, CAP, IVDR and
NDC/GMP influence clinical genomics labs and tests. This module focuses on concepts,
documentation expectations and readiness mindset so that teams can align their pipelines,
validation evidence and reports with evolving regulatory frameworks. Content is for training and
awareness, not legal or regulatory advice.
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S e s s i o n  I n d e x

Session 1 — Regulatory Landscape for Genomic Testing Session 2 — CLIA & CAP Concepts and

Lab Impact Session 3 — IVDR, NDC/GMP & Global View (High Level) Session 4 — Mini Capstone:

Pathway & Documentation Map
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Regulatory Landscape for Genomic Testing

Why regulatory pathways matter for genomic tests

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

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

d o c u m e n t a t i o n  e x p e c t a t i o n s  ( h i g h  l e v e l )

High level view of key frameworks

Regulatory Pathways — CLIA, CAP, IVDR & NDC/GMP —
Hands-on
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C L I A  a n d  C A P  ( l a b o r a t o r y  f o c u s s e d )  I V D R  ( d e v i c e

a n d  t e s t  f o c u s s e d )  N D C / G M P  s t y l e  i d e a s  f o r  p r o d u c t s

Where bioinformatics fits into regulatory thinking

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

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

m i n d s e t
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CLIA & CAP Concepts and Lab Impact

Clinical Laboratory Improvement Amendments (CLIA) — high

level ideas

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

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

c o n c e p t s

College of American Pathologists (CAP) programmes —

overview

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

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

( c o n c e p t u a l )

Implications for NGS and clinical genomics labs

d o c u m e n t e d  p r o c e d u r e s  a n d  Q M S  l i n k a g e  v a l i d a t i o n

a n d  o n g o i n g  m o n i t o r i n g  p e o p l e ,  t r a i n i n g  a n d

c o m p e t e n c y  r e c o r d s
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IVDR, NDC/GMP & Global View (High Level)

In vitro diagnostic regulation (IVDR) — concept snapshot

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

http://www.nthrys.com
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c l i n i c a l  e v i d e n c e  m i n d s e t  d o c u m e n t a t i o n  f a m i l i e s

( h i g h  l e v e l )

NDC/GMP style ideas for marketed tests and kits

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

v s  k i t s  m i n d s e t  l a b  o b l i g a t i o n s  v s  m a n u f a c t u r e r

o b l i g a t i o n s  ( c o n c e p t u a l )

Putting it together: global high level view

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

v a l i d a t i o n  a n d  d o c u m e n t a t i o n  t h r e a d s  w h e n  t o  s e e k

s p e c i a l i s t  r e g u l a t o r y  a d v i c e
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Mini Capstone: Pathway & Documentation Map

Start from a simple genomic test use case

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

Sketch a high level regulatory pathway view

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

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

Draft a documentation and readiness map

p o l i c i e s  a n d  S O P s  s n a p s h o t  v a l i d a t i o n  a n d  Q M S

l i n k s  o p e n  q u e s t i o n s  f o r  r e g u l a t o r y  e x p e r t s

http://www.nthrys.com

