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Outline

• Part 1: Why do I need a quality system?

– What is quality

– What is a system

– Benefits of a quality system

– Can a quality system bring harm

• Part 2: What is the EQIPD quality system about?

– Key principles

– Core requirements

– Framework

– Users
• Part 3: How do I implement the EQIPD quality system?

• Current and Future Developments
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EQIPD Quality System: 
Why, What and How



Why do we need more quality in research?

41 https://www.nature.com/articles/d41586-019-01307-2

… p-hacking, selective publishing, 
poor documentation of methods

and results, biased study design …

• Meta-research reveals the extent and illustrates the
impact of questionable research practices

• Ethical concerns about wasted and misused
resources call for action in certain areas of science
(such as animal research)

• Reduced productivity in drug R&D is linked to
lacking robustness of preclinical data

• Questionable practices become part of a research 
integrity agenda

https://www.nature.com/articles/d41586-019-01307-2


European Quality in Preclinical Data

• First IMI consortium completely dedicated to improving
preclinical data quality (2017-2021)

• Joint undertaking by Big Pharma, CROs, Academia and 
Scientific Associations

• 110+ member organizations, advisors, stakeholders around the 
globe

• Scientific leaders, researchers and quality professionals with 
unique expertise in various aspects of Good Research 
Practice
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EQIPD definition of quality

• Quality defined as research data being fit for intended use
• Fitness is defined by the scientists based on the needs of their 

organizations, funders, collaborators, and publishers
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A quality system

• A tool to coordinate and direct an organization’s activities to meet
quality objectives and to improve its efficiency on a continuous basis

• A „mirror“ that we use to evaluate how we perform and what needs to
be changed or improved
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EQIPD quality system: Harm-benefit analysis

• More publications
• More positive results
• More unexpected

findings
• No need to change the 

convenient routine

No 
Quality 
System

• Better publications
• Better results
• Ethical and

responsible use of
resources

• Reduced risks
(reputation, research
integrity, sustainability)

Quality 
System

Quality 
System

No 
Quality 
System
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EQIPD Quality System: Core Requirements

S

Defined quality objectives, 
research integrity, 

compliance with applicable law

3 core requirements

Data integrity and 
rigor in study design, 

conduct, analysis & reporting

9 core requirements

Continuous
improvement

6 core requirements

Good Research 
Practice is 
enabled

Good Research 
Practice is 
established

Good Research 
Practice will be

maintained

Purpose-fit

Quality System
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Can we get there?
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Yes, we can 
and there is 
more than
one route!



Fit-for-purposeFlexibility

User-friendly

EQIPD Quality System: Key Principles
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Variable speed 
and sequence of 
implementation

Support tools 
and guiding 
information

Performance 
standards

Lean

Addresses 
relevant needs
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Implementing the Quality System

Take a closer look at EQIPD‘s expectations

Get familiar with the key terms defined by EQIPD

Scenario 1
• Complete self-assessment
• Consult with the EQIPD team
• Address remaining core requirements

Scenario 2
• Follow suggested implementation path
• Use EQIPD tools for support
• Seek advice from the EQIPD team

Are most core requirements met?

YES NO
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Implementation of core requirements

GETTING STARTED

• Initial setup
• Process owner
• Communication plan
• Documentation plan
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Everyone made alike or
everyone to meet a minimum standard?

• Cultural differences
• Different starting levels
• Many organizations exceeding EQIPD expectations without further effort

EQIPD minimum

Current
performance

A B C D E F G H
Organizations



Implementation of core requirements
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GETTING STARTED USER’s NEEDS

• Core requirements linked to or 
derived from the user-specific needs

• Initial setup
• Process owner
• Communication plan
• Documentation plan



Implementation of core requirements:
Driven by user‘s needs
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My institution

EQIPD
Core Requirement

EQIPD
Core Requirement

EQIPD
Core Requirement

My funder My publisher My collaborator



A need:
My funder has set certain research

rigor expectations

A solution:
Develop and implement

a Randomization Protocol

A challenge:
I have to apply randomization and

may have not done it (properly) 
before

• EQIPD provides:
• Recommendations
• Templates / examples
• Literature and links to tools

We (my team and I):
• Develop a protocol
• Communicate to all affected colleagues
• Provide training (if necessary)

We (my team and I):
• Apply the protocol
• Monitor performance
• Manage errors
• Revise the Protocol (if needed)



• You decide on how the solution
looks like, when and how it is
implemented

• You work on what you need and, 
as a by-product, develop what
the system needs

• You decide on how the solution
looks like, when and how it is
implemented

• You work on what you need and, 
as a by-product, develop what
the system needs is



Implementation of core requirements

22

GETTING STARTED USER’s NEEDS
QS as

the GOAL

• Core requirements linked to or 
derived from the user-specific needs

• Remaining core 
requirements

• Initial setup
• Process owner
• Communication plan
• Documentation plan

EQIPD 
QS
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Amount of required documentation

• EQIPD Quality System is built on trust, not on excessive documentation
• Resources for sustaining the EQIPD Quality System must be available

v Research unit decides whether any documentation is needed
v EQIPD guidance: Lack of resources is not an acceptable argument for not 

following the best research practices
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Assessment keyword: Transparency

• Critical incidents and errors
during study conduct must be
analyzed and appropriately
managed

• What information is more useful:
• A document describing how

incidents and errors should
be managed
or

• Actual examples of incidents
and errors?



Guideance is good, assurance is better!

• Did we implement the EQIPD QS in our research 
environment as intended?

• Our self-assessment looks good but an 
independent verfication would give us and our 
collaborators more confidence 

• How do we ensure that we meet future challenges 
and that my quality keeps improving?
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Expert assessment



Assessment in EQIPD - Step 1
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Self-Assessment

Submission

Review

Pre-assessment
Questions
Requests



Assessment in EQIPD - Step 2
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• Results from review of self-
assessment and documents

• Questions & answers relating to 
solutions to core requirements

• Spot Checks

Assessment interview

Assessment report

EQIPD certificate
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EQIPD Quality System: 
Why, What and How

Sneak Peak



The project leading to this application 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.

1

2

Short answer or link to file.

Short answer or link to file.

Short answer or link to file.

3
4
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EXAMPLE OF TOOLBOX ITEM – LINKED TO DASHBOARD



Current and Future Developments

• Developed a tool for funders and grant applicants to snapshot important
quality aspects – EQPID tool https://public-funding-tool.paasp.net/

• Involve more stakeholders (institutions, funders, journals)

• Training program for assessors
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https://public-funding-tool.paasp.net/


Enhancing Quality in Preclinical Data
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Strategic level

EQIPD Guarantors – GoEQIPD e.V.

North 
America Europe Other regions

PAASP GmbH for the PAASP Network

Operational level

Stakeholder group
Researchers / institutions / 

societies / publishers / funders / 
research tool & software 

manufacturers

Scientific Community

Community level



For more information, please visit …
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General information on EQIPD : www.eqipd.org

Twitter: @GoEQIPD and LinkedIn: https://www.linkedin.com/company/goeqipd/

EQIPD Quality System toolbox: www.eqipd-toolbox.paasp.net
EQIPD project materials at www.osf.io/vduze/
Email: info@quality-preclinical-data.eu

https://elifesciences.org/articles/63294
https://doi.org/10.1038/s41592-022-01615-y

https://doi.org/10.1016/j.nsa.2022.100001

http://www.eqipd.org/
https://www.linkedin.com/company/goeqipd/
http://www.eqipd.online/
http://www.osf.io/vduze/
mailto:info@quality-preclinical-data.eu
https://elifesciences.org/articles/63294
https://doi.org/10.1038/s41592-022-01615-y
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