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Deliver compliant, defensible submissions for precision medicine programs. This module walks
you through regulatory pathways, eCTD dossier structure, CDISC (SDTM/ADaM) alignment,
statistical analysis plans and TLF packages, validation and traceability for bioinformatics
pipelines, and construction of benefit–risk narratives—ending with end-to-end mock inspections
and Q&A strategy.

Regulatory Submissions & Evidence
Packages (FDA/EMA)
Help Desk · WhatsApp

S e s s i o n  I n d e x  C a t e g o r y  5  ·  C l i n i c a l  &  T r a n s l a t i o n a l
B i o i n f o r m a t i c s

Session 1 — Pathways, Dossiers & eCTD Session 2 — CDISC, SAP & TLF Packages Session 3 —

Validation, Traceability & RWE Session 4 — Benefit–Risk & Inspection Readiness

S e s s i o n  1
F e e :  R s  2 6 1 2 0   Apply Now

Pathways, Dossiers & eCTD

Regulatory pathways (overview)

I N D / I D E  →  N D A / B L A / D e  N o v o / 5 1 0 ( k )  E M A

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

t o u c h p o i n t s

Dossier organization

Regulatory Submissions & Evidence Packages (FDA/EMA)
— Hands-on

https://wa.me/919014935156
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C T D / e C T D  m o d u l e s  ( 2 – 5 )  t e c h n i c a l  v s  c l i n i c a l

c o n t e n t  l i f e c y c l e / s e q u e n c e  m a n a g e m e n t

Submission tooling

v a l i d a t o r s ,  p u b l i s h i n g  &  g r a n u l a r i t y

h y p e r l i n k i n g / l e a f s / c o v e r  l e t t e r s  m e e t i n g  p a c k a g e s  &

Q - s u b  ( o v e r v i e w )

S e s s i o n  2
F e e :  R s  3 0 3 2 0   Apply Now

CDISC, SAP & TLF Packages

Data standards & specs

S D T M  d o m a i n s  &  m a p p i n g  A D a M  d a t a s e t s  &

d e r i v a t i o n s  d e f i n e . x m l  &  r e v i e w e r ’ s  g u i d e

SAP & analysis outputs

e n d p o i n t s  &  e s t i m a n d s  ( o v e r v i e w )  T L F s  &

r e p r o d u c i b l e  c o d e  b l i n d  r e v i e w  &  s i g n - o f f

Integrating omics & biomarkers

b i o i n f o r m a t i c s  o u t p u t s  →  A D a M  t r a c e a b l e  m e t a d a t a  &

c o d e l i s t s  v i s u a l i z a t i o n s  f o r  r e v i e w e r s

S e s s i o n  3
F e e :  R s  3 4 5 2 0   Apply Now

Validation, Traceability & RWE

End-to-end validation

p r o g r a m m i n g / b i o s t a t s  Q C  b i o i n f o r m a t i c s  p i p e l i n e

V & V  t r a c e a b i l i t y  &  a u d i t  t r a i l s

RWD/RWE for submissions

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

http://www.nthrys.com
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d o s s i e r  a p p e n d i c e s

Governance & controls

p r o v e n a n c e / A L C O A +  r o l e - b a s e d  a c c e s s  &  s i g n - o f f s

c h a n g e  m a n a g e m e n t

S e s s i o n  4
F e e :  R s  4 0 1 2 0   Apply Now

Benefit–Risk & Inspection Readiness

Benefit–risk & narratives

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

r e s p o n s e s  t o  R F I s

Mock inspections & Q&A

s t o r y b o a r d s  &  S M E  p r e p  e v i d e n c e  r o o m s  &  t r a c k e r s

C A P A  f o l l o w - t h r o u g h

Post-submission lifecycle

s u p p l e m e n t s / v a r i a t i o n s  P S U R / P B R E R  ( o v e r v i e w )

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

http://www.nthrys.com

