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Designing Trials to 
Reduce Patient and 
Site Burden 

How to create a patient-centric clinical protocol to 

obtain the necessary data and validate your 

primary objective

The importance of developing/applying tools and 

managing different stakeholders to pressure test 

our plans to have less complicated protocols

The importance of creating a collaborative 

relationship with sites during protocol 

development targeting reducing patient burden
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Designing a study that prioritizes the well-

being and convenience of the patients while 

ensuring the collection of accurate and relevant 

data to validate the primary objective

Kyle, living with

Friederich’s ataxia

What does it mean to create a patient-
centric protocol?
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Patient-Centric Approach to Protocol Design

Biogen is in the process of implementing new capabilities to enable protocol simplification 

and reduce patient burden

Developing protocols from with authoring tools that enable 

measurement of complexity and patient burden from initial 

draft

Pressure testing draft protocols throughout the study design 

and planning process



Confidential and Proprietary

7 of 13 Feasibility groups that 

are part of the ZS Consortium are now 
doing protocol analytics in addition to 
‘traditional’ feasibility work

All of the Feasibility groups doing protocol analytics 

are using their own in-house designed 
systems and tools
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Pressure Testing Protocols to Reduce 
Complexity 
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Endpoint Analysis
Evaluation of study burden 

distribution by endpoint and 

comparison to industry and/or 

Biogen benchmarks

Patient Burden
Understanding of potential 

barriers to patient recruitment 

and retention; potential impacts 

to enrollment rate

RWD Patient Funnel
Use of real-world data to determine 

impact of eligibility criteria on 

potential patient volume and screen 

failures

Site Burden
Time and administrative effort 

required by sites to carry out 

protocol procedures and study 

operational plans

Protocol 
Feasibility 
Analysis

Each protocol is evaluated using a 
combination of a Biogen-developed 
“Protocol Assessment Tool,” 
benchmarking of similar studies, 
patient insights published industry 
protocol complexity metrics.

Eligibility Criteria Benchmarking

Comparison of inclusion/ exclusion 

criteria to similar trials

Protocol Complexity Analysis
Analysis of core protocol 

specifications compared against 

industry and/or Biogen historical 

trials
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A comprehensive report 
details the 8 core PFA 
components

Protocol Feasibility 
Assessment 
Output
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Qualitative feedback 
to better understand 
participant perspective

In-house developed 
info-graphic
•Visualisation of key 
study visits

External data source

•Electronic medical 
health records

•Patient funnel 
creation

In-house developed 
tool  

•Patient & site burden
•Endpoint analysis

•Protocol complexity

Protocol 
Assessment 

Tool

Optum 
Prospector 

RWD

Patient  
Insights

Study Visit 
Roadmap

Tools, technology, and data sources
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Patient burden 
analysis

Evaluates 3 key areas:
• Study visit burden 
• Study design burden 
• Insights from patients

“Is it possible to decrease burden on patients 
and sites?”

“Can we mitigate burden through 
recruitment and retention strategies?”

“Is there an opportunity to reduce 
visit frequency?”

“Can we reduce lengthy/ burdensome 
procedures?”
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• Distribution of procedures per endpoint type
• Proportion of study time by endpoint type

Endpoint analysis

Is there a relatively high number 
of exploratory endpoints?

Is a large amount of time spent 
on exploratory endpoints?

Can activities and procedures be 
re-evaluated to focus more on 
primary endpoints?
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Collaboration with Sites in Study 
Design
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Site burden 
analysis

Evaluates 3 key areas:
• Site training requirements
• Study visit burden
• Study design burden 

“Are there ways we can decrease burden on sites?”

“Can we reduce training requirements for sites?”

“Does the protocol design require a large number of vendors?
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Study visit 
roadmap

• Step-by-step visualization of 
burden per visit:
• Patient 
• Site 
• Study design

• Developed for key study 
visits
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For additional information or questions contact:
jenny.higley@biogen.com
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