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The opinions in this 
presentation are my 
own and do not 
necessarily reflect 
the views and 
policies of J&J
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Flexible template philosophy     
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Problem statement
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Need for a 
standardized 

template

Flexible protocol 
time and event 

schedules

Challenging setup 
timelines

Missing knowledge 
transition from 
study to study

Mid study updates 
with quick 

turnaround times 
causing errors
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Background

eCRF design needs to be: 
• Flexible
• Adaptable
• Easy to implement and maintain
• Reusable

Up till now, flexible design protocols posed challenges: 
• lenghtly setup timelines 
• Intricate migrations

Handling challenging flexible protocols
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Easy to implement standardized visit to visit dynamics

Ability to switch dosing schedules between dosing periods

Ability to adjust the number of visit days within treatment period / 
Dosing period 

Ability to add assessments forms in a flexible manner

Flexible template philosophy

7

To develop a template for flexible design studies that will allow for 
adaptive dynamic visit structures. Purpose

Requirements
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Design considerations
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Maximize re-usability of code and roll back principle when data 
entry errors are made on trigger questions

Minimize the number of updates needed to make the code work 
(i.e, generalize as much as possible)

Allow for adaptability without the need to make updates to the 
study setup 

Keep everything contained within the study 

Do not impact integration requirements and Rave requirements
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Technical deep dive
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Dual flex template focus
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Driven by a set 
of CF’s, reading 
an expanded 

matrix, 
triggered by 1 

parameterizable 
CF

Visit to visit 
dynamic 

triggering; 
allowing for 

changes in visit 
schedule between 

each visit

Add visits and 
assessments 

within the 
treatment 
structure
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Visit to visit triggering

Visit 1
• Assessment X
• Assessments Y
• Treatment 1

Next visit 
occurring?
•Applicable visit 
schedule?

Visit 2
• Assessment X
• Assessment Y
• Treatment 2
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Features of the custom function
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• All custom functions are generic and managed via 1 Parameters 
custom function (CF)

This CF needs to be adapted trial specifically and is the input for all other 
custom functions
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Features of the custom function
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Update the study specific schedule names ~ match with 
matrices names

• Parameter custom function: update trial specific items such as 
visit schedules 
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Expanded matrices
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• Every visit structure is contained in 1 matrix

• It is the custom function what will look at the current visit and will 
scan for the next visit to add the correct visit structure 

è Only minimal amount of matrices required to set up the study
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Expanded matrices
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Custom function scanning
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Prerequisites of the custom function
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• Folders are set up in the 
correct order (on how they 
need to appear) 

• OID are ‘fixed’, name can 
be adapted trial specifically
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1. Visit to visit dynamics
SCREENING TO VISIT 1

Study part is left out of the custom function logic at this moment
17

Dose schedule à input for correct visit schedule to be triggered 
(= input for the CF) 
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1. Visit to visit dynamics
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Next dose selection form to go from one dosing period to the other + switch in dosing schedule

To go from one dosing period to the other one
Choose the applicable 
schedule for next dose

VISIT TO VISIT
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2. Adding additional visit days and assessments
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Add an additional visit day which was not predefined upfront in the 
schedule (not using an ‘add event’ functionality)
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2. Adding additional visit days and assessments
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Within an existing dosing day or a new dosing day, the assessments 
form allows for triggering of additional forms
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2. Adding additional visit days and assessments
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Forms that can be added via 
assessments form are listed in the 
custom function and easy amendable in 
a publish check migration
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Read out and evaluation
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Template read out 
A parameter-driven CF makes the application 

extendable in a much easier way. It provides a level 
of abstraction to the study builders where all the 

implementation details are hidden

The volume of matrices is mostly in direct 
proportion to the number of edit checks.

↑ matrices à ↑ edit checks à ↑ development time 
and maintenance efforts.

Flex template: ↓ matrices à complex visit structures 
from hundreds down to just a handful

Migrations and mid-study updates are also projected 
to be much more seamless and easier to implement 

with the template due to all of the above

Only essential information is 
required to make the system 
work à Reduces training time 

Results in a much more 
manageable study database 
setup

Results in time efficiencies and 
cost reductions
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Roll out of the template
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General 
implementation 

on selected 
studies

Optimize 
template

Lessons 
learned

Phased 
roll out on 

specific 
studies
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The flexible template allows for

Summary
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Easy and 
standardized 

implementation of 
eCRF dynamics

Straightforward mid 
study updates to the 

eCRF Design

Flexibility on visit 
schedule and 
assessments 

triggering
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Oncology flexible template team 
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• Nele Claes (nclaes2@its.jnj.com)

• Ray Lachhman (rlachhma@its.jnj.com)

• Haris Henry Baskar (HHenryBa@its.jnj.com)

• Luca Guarnaccia (lguarna2@ITS.JNJ.com)

• Grégory Navarro (gnavar13@ITS.JNJ.com)

Central Services – Technical Data Architect
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Thank you! 

Questions? 




