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How can I, a biostatistician, promote digital 
innovation in healthcare?
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The method of 
development

An example of a 
statistical end-user tool

From Biostatistician to 
Developer

A Statistical End-User Tool is:

1. A computerized system

2. Used in regulatory areas 

(GxP)

3. By a non statistician

4. To create a statistical report

Statistical End-User Tool



The method of development
Agile Software 
Development Methods

Agile

Regulatory
(21 CFR, GxP)

PilotIterative

GAMP 5 Statistical
End-User

Tool

Agile Manifesto
http://agilemanifesto.org/
Self-steering teams, 
Engaging stakeholders,…

“to satisfy the customer 
through early and 
continuous delivery of 
valuable software”

Iterative development 
and short term goal
Adaptability: specifically to 
“welcome changing 
requirements, even late in 
development”

Good 
Manufacturing, 
Laboratory, 
Clinical,… 
Practices

21 Code of 
Federal 
Regulations 
part 11

Good 
Automated 
Manufacturing
Practice

http://agilemanifesto.org/


The method of development

• Role and Responsabilities
Supplier Client

Project coordinator Project leader
Tester User leader
Experts IT representative

Validation leader, QA
representative,…



Kick-Off

The method of development

• Main Steps of the Project

Pilot
Release v0.1

Release v1.0URS/FS Go LiveIQ, OQ, PQ



The method of development

• Key Figures
2

People
100
FTE

8
Months

80, 000
euros



Example
The Request:
• A computerised system to produce a statistical

report for method comparison analysis
• Main user requirements: 

§ Windows® for OS, 
§ Excel to request the report, 
§ Word and PDF reports, 
§ Use the Bland-Altman plot to assess the 

agreement



Example

The Offer:
• provide the client with an estimation of the global 

cost of the project
§ Imagine a solution, 
§ Anticipate any potential technical problems, 
§ Identify all the deliverables, 
§ Estimate the needed FTE



Example
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From Biostatistician to Developer
• Why choose a CRO to develop a computerised

system?
§ A better understanding of the need
§ CRO statisticians are trained to be agile, responsive and 

flexible
• Why CROs offer development services?

§ Engage in a long-term relationship with the client
§ Enriched in current skills like GAMP 5 knowledge
§ Provide new attractive career path

• Why a statistician might like to become a developer?
§ Not always a conscious act
§ Diversion from the day-to-day work
§ To meet new people, discover user objectives



Conclusion

Composed of a UI, a statistical core, and a publishing unit

Regulatory requirements è 21 CFR, GxP

Agile manifesto and GAMP 5 principles

Feel free to install the tool provided in the appendix of my paper

CS that allows a non-statistician to create a statistical report



One more thing…



Questions?
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