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Get a practical overview of GLP, GCP, GMP and ISO 15189 expectations for clinical and
translational genomics labs. This module focuses on how these frameworks influence
documentation, roles, audits and day to day operations so that bioinformatics and wet lab teams
work in a compliance aware, accreditation ready way.
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Lab Quality & Compliance Landscape

Why compliance frameworks matter for genomics labs

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

High level view of GLP, GCP, GMP and ISO 15189

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

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

Labs & Compliance — GLP, GCP, GMP & ISO 15189 —
Hands-on
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Roles, responsibilities and quality culture mindset

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

c o m p e t e n c y  t r a c k i n g  c o n t i n u o u s  i m p r o v e m e n t  i d e a
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GLP & GCP Concepts and Documentation

Good Laboratory Practice (GLP) ideas for genomics labs

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

s n a p s h o t  d a t a  i n t e g r i t y  p r i n c i p l e s  ( h i g h  l e v e l )

Good Clinical Practice (GCP) ideas relevant to genomics

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

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

t r a c e a b i l i t y

SOPs, records and basic documentation patterns

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

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

v e r s i o n  h i s t o r y  i d e a
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GMP & ISO 15189 Essentials

Good Manufacturing Practice (GMP) ideas touching genomics

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

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

ISO 15189 ideas for medical laboratories

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

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

m i n d s e t
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Internal audits, deviations and continual improvement

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

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

t i m e
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Mini Capstone: Compliance Checklist & SOP Map

Start from a simple genomics lab scenario

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

Draft a high level compliance checklist

G L P  a n d  G C P  t o u c h  p o i n t s  G M P  a n d  I S O  1 5 1 8 9  t o u c h

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

Sketch an SOP and record map for the lab

k e y  S O P  t i t l e s  a s s o c i a t e d  f o r m s  a n d  l o g s  o w n e r s h i p

a n d  r e v i e w  f r e q u e n c y  i d e a
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