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Learn how to organise safety and ADMET evidence into clear, structured dossiers that support
internal compliance readiness and communication with regulatory teams. You will practice
building tables, summaries and traceable data trails around toxicity, exposure and risk concepts.
This module is for educational purposes only and does not constitute legal or regulatory advice.

Compliance Readiness & Dossier
Preparation in Safety
Help Desk · WhatsApp

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

Session 1 — Safety & Regulatory Evidence Landscape Session 2 — Structuring Safety Data &

Endpoints Session 3 — Tables, Summaries & Narrative Dossiers Session 4 — Mini Capstone: Safety

Dossier Readiness Pack

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

Safety & Regulatory Evidence Landscape

Safety and regulatory evidence at a high level

t o x i c o l o g y  a n d  A D M E  e v i d e n c e  ( c o n c e p t u a l )

e x p o s u r e  a n d  r i s k  n o t i o n s  i n t e r n a l  v s  e x t e r n a l

a u d i e n c e s

Dossier types and components (overview, non advisory)

c o r e  s e c t i o n s  a n d  a n n e x  s t y l e  t h i n k i n g  s t u d y  l i s t s

Compliance Readiness & Dossier Preparation in Safety —
Hands-on
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a n d  s u m m a r y  t a b l e s  i d e a  n a r r a t i v e  s u m m a r i e s  v s

d a t a  b l o c k s

Concept of compliance readiness vs formal submission

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

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

S e s s i o n  2
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Structuring Safety Data & Endpoints

Organising studies and endpoints into logical blocks

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

s a f e t y  e n d p o i n t s  ( i d e a )  l i n k i n g  e n d p o i n t s  t o  s e c t i o n s

Traceability from raw data to dossier level summaries

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

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

Capturing assumptions, limitations and uncertainty clearly

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

s t y l e  n o t e s  f l a g s  f o r  e x p e r t  r e g u l a t o r y  r e v i e w

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

Tables, Summaries & Narrative Dossiers

Design of safety and ADMET summary tables (conceptual)

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

s p e c i e s  f i e l d s  ( i d e a )  t r a f f i c  l i g h t  s t y l e  f l a g s

Writing non prescriptive safety narratives from data

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

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

http://www.nthrys.com
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e x p e r t  r e v i e w  n e e d s

Structuring a dossier style document for internal review

c o n t e n t s ,  s e c t i o n  o r d e r  a n d  a n n e x e s  l i n k i n g  t a b l e s ,

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

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

Mini Capstone: Safety Dossier Readiness Pack

Assemble a mock safety study and endpoint inventory

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

Create summary tables and non prescriptive narratives

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

A D M E T  s u m m a r y  t e x t  h i g h l i g h t e d  g a p s  a n d  c a v e a t s

Deliverables: safety dossier readiness pack (educational)

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

c h e c k l i s t s  P D F / H T M L  n a r r a t i v e  f o r  t r a i n i n g  u s e

http://www.nthrys.com

