


01 Enhanced approach

02 Vaccine QTPP

03 Host-Cell Proteins
CASE STUDY

04

05

06

07
Potency
CASE STUDY

Uniformity of dosage 
units
CASE STUDY

Subvisible particles
CASE STUDY

Conclusion



From QTPP to Specification Test

QTPP

CQA?

QA?

Specification 
Test / IPC

Monitoring

No testing

R
is

k
 A

s
s
e
s
s
m

e
n
t

Level of 
risk

Prior & specific 
knowledge:
• Internal & External 

Knowledge
• Process development
• Process characterization
• Process validation
• Product characterization
• …

QA

https://www.pharmtech.com/view/control-strategy-a-feedback-feedforward-controls-hub-for-risk-knowledge-and-product-lifecycle-management








CQA or not CQA?

•

•

•

•

•

•

•

•

•

•



Process & Product Knowledge 
   and Risk Assessment

•
•
•

•
•

•



Overall Control Strategy – 
      Specification test or not?

•

•

•

•



Conclusion

•

•

•

QTPP

cQA

Specification 
Test/IPC

Monitoring

No testing

R
is

k
 A

s
s
e
s
s
m

e
n
t

Low risk

Prior & specific 
knowledge:
• Internal & External 

Knowledge
• Process development
• Process characterization
• Process validation
• Product characterization
• …

QA





•

•

•

•

•

•

•

•



New Vaccines
Potency Specifications acceptance criteria definition
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Consistency approach 
of the VERORABTM 

product with the in vitro 
ELISA

Strategy

Representative batches of VERORABTM vaccine production 
(i.e., well-established safety and efficacy profile, with consistent manufacturing)

279 batches covering 3 years of manufacturing

1.9 UI/dose

4.3 UI/dose

Calculation of 
the new 

acceptance 
criteria :
mean ± 3 
standard 

deviations

Results
Agreement 

Study

Assess the 
proposed 

acceptance criteria 
with 

sub-potent batches 
tested in both 
NIH & ELISA 
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Overall Control Strategy: alternative strategy
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Modalities & Clinical Use
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