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Background 

Situation at pRED Roche 1 year ago ….. 
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Various Protocol Templates 

•  13 Protocol synopsis templates 

•  Multiple protocol templates  
–  Phase I pharmacology studies 
–  Phase III oncology study 

•  Word-based documents, pre-populated text, hidden text to cover 
instructions, color coding for examples 

•  Where is the most current version? 

•  Have all templates been updated systematically? 

•  Ensure all templates reflect the latest regulations 
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Characteristics of a Clinical Protocol 

•  Multiple stakeholders 
–  Internally (e.g. members of study management teams, deciding 

bodies, sponsoring bodies) 
–  Externally (e.g. ethics boards, health authorities, investigators) 

•  Multiple contributors 
–  Science, Pharmacology, Statistician, Regulatory, Data 

Management, Drug Safety, … 

•  Multiple purposes 
–  Scientific explanations, procedural guidance, safety considerations, 

statistical plans and justifications 

•  Multiple users 
–  Study management team, investigational site staff, (central) 

laboratories, … 
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Various Facets of a Clinical Protocol 

•  Early vs late phase during drug development  

•  Healthy volunteers vs patients 

•  Different therapeutic areas (e.g. Oncology, Neuroscience, Metabolism) 

•  Different procedures (e.g. IxRS, labs, imaging) 

•  Different statistical analysis methods 

•  Up to date re regulations 

•  Different country requirements 
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ONE Protocol Template 
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But, HOW 



Approach 
•  Functional approval to work on one protocol/synopsis template 

•  Form interdisciplinary team across the whole organization  

•  Cover all functions involved in the management of a clinical study (~25 
team members) 

•  Include IT as well 

•  Evaluate existing templates and use one template as starting point 
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•  Review and compare templates   

•  Team review 

•  Functional review 

•  Training and roll-out to all members of a study management team 

•  Identify areas that differentiate 
protocols 

•  Brainstorm technical solution 

•  Implement solution 

•  Testing with end users 



Solution: Guided Navigation Using Trigger Points 
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Example 
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•  List of abbreviations  

•  Specific examples in various sections (e.g. dose escalation decision criteria, 
rational for study design, disease specific assessments, study subject 
discontinuation, assessment of severity of adverse events) 

•  Abnormal liver function test  

•  Definition of lack of efficacy or worsening of condition 

•  Efficacy outcome measures proposed 

•  (Prolonged) hospitalization 

•  Recording of post study adverse events 

 



Define Protocol Parameters 

•  Protocol Number 

•  Reference to protocol population (subjects, healthy volunteers, patients 
…) 

•  “Save as” as final step to get to the tailored protocol template 
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Technical Implementation 
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•  Concept similar to component-based authoring – create optimized 
protocol for starting protocol development from identified triggers which 
compile the appropriate text blocks for protocol 

•  Text building blocks are stored in the Word template and identified by 
triggers selected by the protocol author 

•  Trigger points that are selected within the guided navigation form are 
managed in VBA macro 

•  End user installs one file locally on system, the triggers are kept on a 
central server that can be updated by maintenance team and is 
automatically updated when the protocol is downloaded from the server 



Maintenance and Updates 

•  Maintenance group with representation from all functions involved in 
study management is in place 

•  Template and guided navigation is owned by the maintenance group 

•  Corrects / additions to the template or the guided navigation are 
proposed by end users  

•  Addition of new triggers is easy and quickly done 
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Success Factors - People Focus 

•  Regular update to whole team 

•  1-1 with key players 

•  Stakeholder management 

•  Team members as ambassadors and reps within their functions 

•  Close collaboration of IT skilled people and end users 

•  Tailored presentations to individual functions 

•  Tailored training and roll-out plan 
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Outlook – Schedule of Assessment 

Poster Session, PP15, Anna-Louise Willson 

“Supporting End to End Standards in Study Set 
Up” 
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Doing now what patients need 
next 
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