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McDonalds 

!  A Big Mac tastes the same where ever in the World…   
   

      …Standardisation? 
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Organisation Set-up – Case study 1 
One department doing it all 

!  One department developing all standard programs for 
the rest of the organisation 

 

Consistency across all 
developed standard programs. 

Huge training and support 
needs. 

Clinical Projects can focus on 
their trials. 

Possible gap in Expectations vs. 
Final Product. 

    Strengths     Weaknesses 

 

Opportunities     Threats 
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Organisation Set-up – Case study 2 
Development shared between Support Department 
and Clinical Projects 
!  One department responsible for the corporate level and 

processes and each Clinical Project develops their own 
tools in addition 

 1. Global standards are addressed 
centrally. 

2. Clinical Project standard programs 
developed in real settings. 

1. Lot of work is needed to align each 
clinical project development. 

2. Clinical Programmers need to deal 
with documentation and testing of 
standard program. 

More people are involved and can 
directly contribute with their know-how 

1. Clinical Projects may develop tools 
that could have benefited other 
Clinical Projects.  

2. Risk having unfinished or obsolete 
standard programs due to conflicting 
clinical timelines which leads 
development to drag over a longer 
period. 

    Strengths     Weaknesses 

 

Opportunities     Threats 
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Organisation Set-up – Case study 3 
Requirements in-house, Development outsourced 

!  Requirements written and reviewed in-house and 
development outsourced, final product delivered with 
review rounds in between. 

Consistency across all developed 
standard programs 

1. Requirements and guidelines need 
to be much more detailed. 

2. The review/feedback effort can be 
much bigger than you planned 

Commit less internal resources from 
both dedicated support department 
and clinical project. 

Final product may look like a totally 
new tool the internal staff does not 
adhere to. 

    Strengths     Weaknesses 

 

Opportunities     Threats 
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Organisation Set-up – Case study 4 
Support department provides prototypes to clinical 
projects 
!  One department doing it in collaboration with 

representatives from the different Clinical Projects 
where prototypes are being developed. 

 
 

1. Enhanced clinical staff involvement, 
feedback and buy-in without burden of 
documentation and testing. 

2. Standards supported by prototypes 
are exposed to feedback from output 
consumers. 

Timelines and Scope can be harder to 
predict as more reliant on clinical trial 
ones. 

1. Best internal programming concepts 
and tricks can be dragged from the 
clinical projects. 

2. Limited training needed later on. 

1. Clinical programmers can struggle 
to find enough time to spend on 
prototypes. 

2. Or at the opposite, it can be difficult 
for the programmers to leave the 
“creativity” loop. 

    Strengths     Weaknesses 

 

Opportunities     Threats 
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Implementation Strategies 
Sequential vs. Iterative 

!  Sequential  
!  Easy to outsource 
!  Easy to estimate timelines 
!  Relies on strong programming guidelines and gold-reference standard programs 
!  Relies on detailed requirements 
!  Relies on up-to-date test data 
!  Risk to build a tool that end-users do not adhere to 

!  Iterative 
!  Small wins early! 
!  Provides feedback from output consumers  
!  Gives opportunity to clinical programmers to shape the program and add their touch 
!  Requirements analysis in real settings by users and consumers at low cost of change 
!  Better usability and standards adherence 
!  Easier to learn when released 
!  However, it can be difficult to leave the creativity loop 
!  Someone must have strong mandate to get programs into production 
!  Timelines and scope are harder to control 
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Google 
 

! Gmail or Google+ were both first made available to all 
Google employees, then via invitation… 

      …Prototyping? 
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Conclusion 

!  Allow some prototyping in real settings if feasible 

!  Exchange of people between Clinical Projects and Support 
Organization on a regular basis 

!  People with strong mandate to get programs into production 

!  Update your set of test data regularly 

!  If you outsource standard programming, do it progressively! 
(e.g. test/documentation first on in-house standard programs) 
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Thanks! 

Jean-Marc Ferran 

Consultant & Owner, Qualiance ApS 

JMF@qualiance.dk 


