
Image: Live cell spinning disk confocal micrograph of C4-2B prostate cancer cell line treated with an 
investigational biotherapeutic antibody

Credit: Brian Stoveken, Discovery Technologies & Molecular Pharmacology, Therapeutics Discovery
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We believe our first 
responsibility is to the 
patients, doctors and 
nurses, to mothers and 
fathers and all others 
who use our products 
and services.”

“



4

Leading where medicine is going.
Pat ient s will always inform and inspire our 
science-based innovat ions, which cont inue 
t o change and save lives. Applying 
rigorous science wit h compassion, we will 
cont inue t o confident ly address t he most  
complex diseases of our t ime and unlock 
t he pot ent ial medicines of t omorrow.

Innovating at the intersection of 
biology and technology.
Toget her, we will cont inue t o develop 
smart er, less invasive, more personalized 
solut ions t o t ackle t he leading causes of 
mort alit y and t he most  complex diseases 
around t he world.

Our unique 
focus
An exclusive focus on healthcare 
empowers us to tackle the world’s 
toughest health challenges.
We innovate across the full 
spectrum of healthcare solutions 
today to uniquely position us for the 
breakthroughs of tomorrow.
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#2
Ranked in the Access to Medicines 
Index 20223

$54.8 B
2023 Total worldwide sales 213,000+

Scientists and researchers 
globally

45,600
Dedicated employees  
worldwide

$11.9B
Invested in research and 
development (R&D) in 20231

Using our size and scale to 
change and save lives

1https:// www.investor.jnj.com/files/doc_financials/2023 /q4/ form-10-k-2023 -final.pdf 
2https://www.investor.jnj.com/files/doc_financials/2023/q4/Earnings -Infographic-4Q2023.pdf
3https://accesstomedicinefoundation.org/medialibrary/companies/221110_1_03-atmi22_rc-v1-jnj.pdf 

179/13
External/internal manufacturing sites

New Brunswick, NJ Global HQ
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https://www.investor.jnj.com/files/doc_financials/2023/q4/Earnings-Infographic-4Q2023.pdf
https://accesstomedicinefoundation.org/medialibrary/companies/221110_1_03-atmi22_rc-v1-jnj.pdf
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Small molecules Cell therapies Protein therapeutics Gene/RNA therapies

Scope of 
Discovery Dat a Int egrit y (DDI) 

Qualit y syst em

How we are leading where medicine is going

Quality starts within Discovery
GLP GCLP / GCP / GMP /PV GDP
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INTERNAL RESEARCH
• Small molecules, Peptides, 

Biologics, Genomic therapy, 
Cell therapy

• Oncology, Immunology, 
Neuroscience, Cardiopulmonary, 
Communicable diseases

• R&D Operations

EXTERNAL INNOVATION
• Academia
• Biotech
• Consortia
• Government
• Innovation Centers
• Business development

Internal and External Science

Internal Scientific Strength, External Innovation
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o Large internal organization with complex structure

o Multiple fast changing external collaborations in different settings (contracts)

o Early discovery to preclinical development

o Highly diverse scientific disciplines, techniques, modalities

The Challenge

How to Safeguard Research Integrity?
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Screening NME DeclarationLead Identification
Initial patent filing

IND
IB v.1

efficacy safety safety -> efficacy

Target 
Selection

Hit ID & Hit-
to-lead

Lead 
Optimization

Preclinical 
development 

& Safety
Clinical 

Development

Key risks
Quality data = 

Quality decisions
= innovation for 

patients Strategic decisions, 
Regulatory filings, Patients

Data used in patent filings

Critical decision-making data 
(efficacy & safety)

Publications

Animal welfare

GCP and Human tissue regulations for human samples Regulators

Intellectual Property

Public trust/Reputation

Ethics – Credo

Risks related to Research Integrity
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Focus on 
Data 

Quality

Data Traceability Data Integrity

• Ensure robust 
documentation that can stand 
the test of time and allows 
reconstruction

• Right checks and balances 
(e.g. automated calculation 
steps, adequate review) to 
ensure reported outcomes 
are trustworthy

• Avoid (perception of) bias: e.g 
set upfront exclusion criteria, 
blinding, randomization, consult 
biostatisticians as needed…

The Basics
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Discovery Data Integrity (DDI) Journey 

2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

Start of 
DDI

DDI Task force DDI metricsDDI guidelines Strengthen 
DDI champions 

network

Baseline 
analysis

DDI contract 
language

Audit 
program

DDI culture 
survey

Clarification to DDI 
expectations

From project to 
Quality System
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2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

Start of 
DDI

• Growing number of 
concerning 
publicat ions

• Company st rat egy 
moved t o more 
emphasis on ext ernal 
innovat ion

Discovery Data Integrity (DDI) Journey 

Mult iple players in t he field: Pharma, Biot ech, Academia, Publishers, Funding agencies, …

Drivers for poor qualit y are complex

Need for 
funding

Career
advancement

Push for
positive
results

Publication
pressure

Poor 
experimental 

design

Lack of 
common 
quality

expectations



Proprietary and confidential. Internal J&J use only unless authorized for external use.

2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

Baseline 
analysis

Gaps ident ified across various locat ions/ business groups
• Variet y of dat a management  syst ems and processes, some more adequat e t han ot hers
• Unclear st orage policies
• Opport unit y t o improve cross referencing/ linking dat a for easy ret rieval

Moment um for change:
• Highly mot ivat ed scient ist s eager t o share best  pract ices
• Cross-funct ional collaborat ion st art ed t o happen immedeat ely t o improve syst ems

Discovery Data Integrity (DDI) Journey 
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External
contracts

External data
Publication 

process

2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

DDI Task force

Mandatory DDI 
training

Start of DDI Task
force

Communication 
campaign

From project to
quality system DDI metrics

Start L&A 
involvement

DDI guidelines on 
data storage

Expand DDI 
champions 

network

What 
data to 
store

Safe 
data storage Where 

to store 
data

Internal 
and 

external 
QA 

program 

Quality maintenance 
program

Mandatory 
DDI section 
in electronic 

protocol 
templates

How to deal 
with fraud 

allegations/
suspicions

Increased 
Biostat 
support

Bias 
prevention

NME 
reporting

Reporting process
Reporting of 

individual 
experiments

1 central 
DDI portal

Basic 
training 
program 

and
platform

Mandatory 
global DDI 

training

Rewarding 
system

Participative 
poster 

campaign

• 15  DDI workst reams
• Mult idisciplinary t eams
• Led by Core t eam
• Sponsored by Senior 

Leaders
• Cult ure and 

communicat ion was 
priorit ized

Discovery Data Integrity (DDI) Journey 

Culture & 
Communication

Audit 
program
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2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

DDI guidelines

• Experiment al records
• NME declarat ion
• Ext ernal collaborat ions

For scient ist s by scient ist s

Discovery Data Integrity (DDI) Journey 

DDI contract 
language

From project to 
Quality System

Audit 
program
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2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

DDI metrics

Compliance t o:
• Elect ronic lab not ebook t imelines
• DDI t raining t aken on t ime
In addit ion t o spot  check audit s

93
100

90
96
96

92

5
0

9
4

3
7

1
0
1
0

2
1

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Timely Review of Signals ELN records - Q1 2024
(Records Creation Date 1Jan2024-31Mar2024)

% ELN closed & reviewed <= 30 d % ELN open & in review <=30d % ELN reviewed > 30 d

Team A
Team B
Team C
Team D
Team E
Average

Discovery Data Integrity (DDI) Journey 

DDI culture 
survey
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2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

Strengthen 
DDI champions 

network

• Act ive communit y of ~60  DDI 
champions 

• Clear roles and responsibilit ies 

Discovery Data Integrity (DDI) Journey 
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2010

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

2021

2022

2023

2024

Clarification to DDI 
expectations

• Clear account abilit ies for aut hors and reviewers 
of experiment al records and report s

• Example checklist s for reviewers
• How t o deal wit h specific scenario’s 

(e.g. overarching experiment with subparts in different teams)
• Examples t o illust rat e what  is meant  

(e.g cross referencing to enable full reconstruction)

Discovery Data Integrity (DDI) Journey 
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1. Role Models: Senior leaders’ support - “Talking the talk, walking the walk”

2. Mandatory education for all staff (Why? Examples!)

3. Positive Quality culture program (DDI champions, participative poster campaigns, awards)

4. Partnership: Scientists, Quality, IT, Biostatisticians, Legal, Communications, ...

5. Simple, sustainable solutions and “fit for purpose” guidance, “by scientists for scientists”

6. Transparency as central theme: e.g. central data sharing 

7. Spot check program and metrics (= measure of success)

8. Speak up culture (hotline)

Key Success factors
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• Mechanism to suggest changes to 
quality expectations

• Data spot checks
• Dashboards/metrics

• Communication of 
monitoring outcomes

• Mechanism to follow up on quality 
monitoring findings

• Clear quality expectations established
• Mechanism for (refresher) training
• Scientists advocate and apply best 

practices in internal work
• Scientists communicate expectations 

and monitor these for external 
collaborations

• Continued communication on 
importance of quality

• Senior leaders “walking the walk and 
talking the talk”

• Mechanism to update 
processes/best practices

Characteristics of a mature Quality System

DO
Quality is 

sustainably 
integrated in way 

of working

PLAN
Support from 

the top

CHECK
Monitoring 
mechanism

ACT
Mechanism to 

act on issues or 
threaths
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Usefull resources – Freely accessible online

Enable Est ablish Maint ain

• 18 Core requirements developed by experts 
from academia and industry

• Stepwise implementation of fit for purpose 
Quality System in Research

SOPs4RI EQIPD

https://sops4ri.eu

• Tools to develop Research Integrity 
Promotion Plans

• Research Performing & Research Funding 
organizations

https://go -eqipd.org/about -eqipd/eqipd-quality-system/

2 Sections 15 Topics 131 Tools

https://sops4ri.eu/
https://go-eqipd.org/about-eqipd/eqipd-quality-system/
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Image: Live cell spinning disk confocal micrograph of C4-2B prostate cancer cell line treated with an investigational biotherapeutic an tibody

Credit: Brian Stoveken, Discovery Technologies & Molecular Pharmacology, Therapeutics Discovery

Thank you!
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