
NTHRYS OPC PVT LTD Regulatory Pathways for Vaccines & Biologics — Hands-on

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

Build an intuitive, non legal view of how vaccines and biologics move through regulatory
pathways. This module focuses on big picture concepts: product lifecycles, evidence expectations,
safety oversight and how cross functional teams can frame development and data plans to align
with regulatory thinking, without going into jurisdiction specific legal detail.

Regulatory Pathways for Vaccines &
Biologics
Help Desk · WhatsApp

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

Session 1 — Regulatory Landscape & Product Lifecycles Session 2 — Quality, Nonclinical & Clinical

Evidence (Concepts) Session 3 — Safety, Pharmacovigilance & Risk Management Ideas Session 4

— Pathway Mapping: From Concept to Submission Plan

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

Regulatory Landscape & Product Lifecycles

High level view of agencies and pathways (non jurisdiction

specific)

r o l e  o f  n a t i o n a l  a n d  i n t e r n a t i o n a l  r e g u l a t o r s  i n

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

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

i n  s i m p l e  l a n g u a g e

Product lifecycle stages from idea to post marketing overview

Regulatory Pathways for Vaccines & Biologics — Hands-on

https://wa.me/919014935156
http://www.nthrys.com


Page - 2

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

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

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

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

How vaccines and biologics differ from small molecules in

principle

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

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

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

e x p e c t a t i o n s

S e s s i o n  2
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Quality, Nonclinical & Clinical Evidence (Concepts)

Quality and manufacturing information at a high level (no GMP

detail)

w h a t  r e g u l a t o r s  l o o k  f o r  i n  p r o d u c t  a n d  p r o c e s s

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

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

c o n n e c t i n g  t o  p r e v i o u s  m o d u l e s

Nonclinical and clinical evidence pillars in simple language

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

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

c o n c e p t  s p e c i a l  a s p e c t s  o f  v a c c i n e s  s u c h  a s

p o p u l a t i o n  l e v e l  b e n e f i t  t h i n k i n g

How data, analyses and modelling support a benefit risk

narrative

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

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

e f f i c a c y  i n f o r m a t i o n  i m p o r t a n c e  o f  c l e a r ,

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

http://www.nthrys.com
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Safety, Pharmacovigilance & Risk Management Ideas

High level safety and pharmacovigilance concepts for vaccines

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

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

o v e r v i e w  s i g n a l  d e t e c t i o n  a n d  i n v e s t i g a t i o n  i d e a s

( n o n  m e t h o d o l o g i c a l )

Risk management planning in simple, cross functional terms

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

m i t i g a t i o n  i d e a s  s u c h  a s  w a r n i n g s  a n d  m o n i t o r i n g

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

f r o m  e a r l i e r  m o d u l e s

How informatics and analytics support safety oversight narratives

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

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

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

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

S e s s i o n  4
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Pathway Mapping: From Concept to Submission Plan

Drawing a simple pathway map for a hypothetical vaccine project

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

p a c k a g e s  w h e r e  i m m u n o i n f o r m a t i c s ,  s y s t e m s  a n d

o m i c s  w o r k  p l u g  i n  l i n k s  t o  m a n u f a c t u r i n g ,  c l i n i c a l

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

Structuring documentation and communication at a high level

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

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

n a v i g a t e  d a t a  c a p t u r i n g  a s s u m p t i o n s ,  l i m i t a t i o n s  a n d

http://www.nthrys.com
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o p e n  q u e s t i o n s  p l a i n l y

Cross functional collaboration and handoffs for regulatory

success

r o l e s  o f  R & D ,  c l i n i c a l ,  s a f e t y ,  C M C  a n d  r e g u l a t o r y

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

c o n c e p t s  m a i n t a i n i n g  a l i g n m e n t  b e t w e e n  s c i e n t i f i c

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

http://www.nthrys.com

