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Disclaimer

The views expressed in this presentation are the personal views 
of the speakers and may not be quoted as being made on 
behalf of the position of the Norwegian Medicines Agency, EMA 
or one of its committees or working parties.
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Data space

• What does data look like?

• What data do we need?

• What data can we get?

• …
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Dataspace

Real world phenomena

Decision
Children treated

with Covid 19 
intervention X

Data Analysis

What is the benefits and risks? 
- same as in adults?

-which dose?
etc.. 

Perform, 
implement,
document

Available data on?
• Disease
• Intervention
• Patientpopulation
Confirmatory data?

Available methods?
• PBPK?
• Pop-PKPD?
• Disease models?
Statistics on RCT? 

Method 
for assessing
credibility

Example

Children treated
with Covid 19 
intervention X

What is the benefits and risks? 
- same as in adults?

-which dose?
etc.. 



Credibility matrix Description

Investigational product …

Type of model

Scientific question(s) of interest

Context of use

Regulatory impact

Risk based analysis of decision 
consequence

Requirements on the credibility 
activities

Credibility evidence

Model informed decision

Ref: Skottheim Rusten and Musuamba. Scientific and regulatory evaluation of empirical pharmacometric models: An application of the
risk informed credibility assessment framework. CPT Pharmacometrics Syst Pharmacol. 2021 Nov;10(11):1281-1296. 

Credibility matrix



References on credibility assessment
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In summary

Data & decisions do not exist in a vacum

Contextualization important
for understanding credibility

Which questions do we need answered
and which methods to use?
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