
This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking under grant
agreement No 777364. This Joint Undertaking receives support from the European Union’s Horizon 2020 research
and innovation programme and EFPIA.

The European Quality in Preclinical Data 
Consortium

Data Quality in Preclinical Research



A “Typical” Scenario

Exciting 
finding

Enthusiasm 
in the field

Sobering 
news



Challenges

• Understand disease pathophysiology 
and disease heterogeneity
• Diagnose early
• Get timing of treatment right
• Generalizability / translatability of 

animal models
• Robustness and reliability of 

preclinical data



What is EQIPD?

First IMI consortium completely dedicated to improving 
preclinical data quality

Joint undertaking by Big Pharma, CROs, Academia, 
Technology Provider, and Scientific Associations

Proof of concept in Neuroscience and Safety, facilitated by 
a Quality Management System

Expand R&D-wide if successful



Our Vision

Robust data and scientific rigor in animal studies 
will impact on the 3Rs, enhance the pace of 

knowledge gain and shorten the time needed to 
make new drug treatments available to patients



Internal Validity

Animal studies not using RDN or BLD much more likely to be positive (n = 290)
BLD - / RND - vs odds ratio 5.2 (95% CI 2.0-13.5) 
BLD + / RND +

Bebarta et al., Acad Emerg Med, 2003
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Randomisation Blinded 
assessment of 

outcome

Blinded conduct 
of experiment



Prevalence of risks of bias

Rand Blind I/E SSC

reported efficacy was 
• 3.4% higher in nonrandomized 
• 5.8% higher in non-blinded studies

Random allocation to 
group 

67/427 16

blinded assessment of 
outcome 

95/427 22% 

sample size calculation 0/427 0%



Historical Data Analysis 

Aim: Define variables of internal and external validity in 
experimental design, conduct and data analysis that are 
determinants of outcome in preclinical studies

Partner 1 Partner 2 Partner 3 Partner … Partner n

Consortium data
(3 commonly used in vivo tests)

Literature
Public databases

Open Field: 200 studies; Irwin: 18 studies; EEG: 401 studies



Research Guidelines

Aim: Develop guiding principles and criteria governing rigor in 
experimental design, conduct and analysis of preclinical studies

• 13,863 papers screened
• 62 papers finally included
• 58 items extracted

• 2 Delphi rounds
• Consensus meeting

• 33 items finally included

Evidence 
from 

validation 
studies 



• Quality-related items, 
such as protocols and
training records, that
were developed by a 
research unit as solutions
to challenges specific to
their needs

DOSSIER

Relevant information

• Everything related to
research quality that a 
scientist may need to
know about or have
access to

• Created and maintained
by EQIPD

TOOLBOX

All information

PLANNING TOOL

Filter

EQIPD Quality System: Overview
Aim: Support the essential processes, procedures, responsibilities 
and cultural aspects relevant to implement the guiding principles 
that improve robustness of preclinical studies (using animals)



Lean and Fit-for-Purpose System, Easy to 
Use Tools

Core Requirements of the Quality System

must-have (core) elements

based on performance standards: 
guidance on desired outcome

Version 1 rolled out May 
2019



Cross-site Validation

Aim: Validate the principles and research models that improve robustness 
and data quality in preclinical studies (using animals)

Partner 1 Partner 2 Partner 3 Partner …

Stage 1: Localization

Partner 1 Partner 2 Partner 3 Partner …

Stage 2: Harmonization

Effect of reduced inter-lab variability?



Cross-site Validation

Aim: Validate the principles and research models that improve robustness 
and data quality in preclinical studies (using animals)

Partner 1 Partner 2 Partner 3 Partner …

Stage 2: Harmonization

Partner 1 Partner 2 Partner 3 Partner …

Stage 3: Ring testing
Effect of blinding of test item



Training Platform

Aim: Maximize sustainability and impact of the EQIPD Quality 
System by development of an engaging learning environment to 
ensure research community wide expansion of knowledge about 
the EQIPD principles

• Evaluation of existing training modules
• User requirements identified
• Potential service providers to host the 

platform contacted



Assets

1. “Living” systematic review identifying primary research in AD

– ~26,000 publications identified
2. Systematically curated guidelines for the conduct of animal experiments

3. Individual animal data from multi-site experiments

4. Ontology for describing animal experiments

– Allows FAIR data sharing
5. Training platform and materials

– Including materials from 2 Summer schools
6. The EQIPD Quality System
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