
NTHRYS OPC PVT LTD Clinical Trial Informatics & eCRF Design (CDISC SDTM/ADaM) —
Hands-on

NTHRYS OPC PVT LTD | smo@nthrys.com | +91 - 8977624748 | www.nthrys.com
A Ministry of Corporate Affairs Incorporated Company

Build audit-ready clinical data pipelines from protocol to analysis. This hands-on module covers
eCRF design and EDC configuration, CDISC SDTM domain mapping, ADaM analysis dataset
creation, metadata/traceability (define.xml, aCRF), edit checks and data queries, TLF shells, and
governance aligned to 21 CFR Part 11 and GCP.

Clinical Trial Informatics & eCRF Design
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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 — Protocol → eCRF & EDC Foundations Session 2 — CDISC SDTM Domains & Mapping

Session 3 — ADaM Datasets, Traceability & TLFs Session 4 — Validation, define.xml & Compliance
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Protocol → eCRF & EDC Foundations

From endpoints to forms

o b j e c t i v e / e n d p o i n t  m a p p i n g  s c h e d u l e  o f  a s s e s s m e n t s

v i s i t  s t r u c t u r e

EDC & eCRF design

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

a u d i t  t r a i l s

Clinical Trial Informatics & eCRF Design (CDISC
SDTM/ADaM) — Hands-on

https://wa.me/919014935156
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Coding & dictionaries (overview)

M e d D R A / W H O - D D  u n i t s / c o n t r o l l e d  t e r m s  c o n c o m i t a n t

m e d s ,  A E s
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CDISC SDTM Domains & Mapping

SDTM essentials

I G / C T / O D M  ( h i g h - l e v e l )  D M ,  A E ,  E X ,  V S ,  L B

f i n d i n g s / e v e n t s / i n t e r v e n t i o n s

Mapping from eCRF to SDTM

v a l u e - l e v e l  m e t a d a t a  s u p p l e m e n t a l  q u a l i f i e r s  r e l r e c  &

i d e n t i f i e r s

QC & conformance checks

v a l i d a t o r  t o o l s  s p e c  t a b l e s  d e r i v a t i o n  l o g s
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ADaM Datasets, Traceability & TLFs

ADaM structures

A D S L ,  A D A E ,  A D V S ,  A D L B  B D S / A D T T E  p a r a m / a v a l

f r a m e w o r k

Traceability & metadata

f r o m  S D T M  t o  A D a M  a n a l y s i s  f l a g s  &  d e r i v a t i o n s

p r o g r a m m i n g  s p e c s

TLF shells & outputs

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

r e p r o d u c i b l e  r u n s

http://www.nthrys.com
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Validation, define.xml & Compliance

Submission package & metadata

d e f i n e . x m l  &  a C R F  r e v i e w e r  g u i d e s  A D M / S D R G / A D R G

n o t e s

Validation & governance

c o n f o r m a n c e  c h e c k s  c h a n g e  c o n t r o l  &  S O P s  i s s u e

m a n a g e m e n t

Regulatory readiness (overview)

2 1  C F R  P a r t  1 1  G C P  &  a u d i t  t r a i l s  p r i v a c y  &  s e c u r i t y
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