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Understand how quality systems and validation activities are applied to clinical genomics
pipelines. This module focuses on IQ/OQ/PQ style validation thinking, SOPs, controlled
documents, traceability and how to generate audit ready evidence for pipelines, software and
reporting workflows in regulated or pre regulated settings.

Clinical Quality Management & Validation
(IQ/OQ/PQ)
Help Desk · WhatsApp

S e s s i o n  I n d e x

Session 1 — Clinical QMS Foundations Session 2 — Validation Concepts & IQ/OQ/PQ Logic

Session 3 — Method & Pipeline Validation Evidence Session 4 — Mini Capstone: Validation Pack

Snapshot

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

Clinical QMS Foundations

Why quality systems matter in clinical genomics

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

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

Core QMS building blocks (high level)

S O P s  a n d  c o n t r o l l e d  d o c u m e n t s  r o l e s  a n d

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

Clinical Quality Management & Validation (IQ/OQ/PQ) —
Hands-on
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Process mapping for sample to report workflows

p r e  a n a l y t i c ,  a n a l y t i c ,  p o s t  a n a l y t i c  v i e w  h a n d  o f f s

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

S e s s i o n  2
F e e :  R s  1 1 8 0 0   Apply Now

Validation Concepts & IQ/OQ/PQ Logic

What validation means for NGS pipelines and tools

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

v a l i d a t i o n  ( c o n c e p t u a l )  p r o s p e c t i v e  v s  r e t r o s p e c t i v e

d a t a  u s a g e

IQ, OQ and PQ — high level view

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

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

Linking validation activities to documentation

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

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

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

Method & Pipeline Validation Evidence

Designing validation studies for pipelines and reports

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

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

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

Key performance characteristics (high level)

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

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

http://www.nthrys.com
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Capturing results in validation summary tables

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

c o n c l u s i o n s  a n d  r e s i d u a l  r i s k s

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

Mini Capstone: Validation Pack Snapshot

Start from a simple pipeline or report change scenario

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

Draft a mini validation plan and summary table

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

c o n c l u s i o n  s t a t e m e n t

Assemble a simple validation documentation bundle

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

s i g n  o f f  a n d  a r c h i v e  c h e c k l i s t

http://www.nthrys.com

