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Patients as partners in R&D 

• The Novartis Commitment to Patients and 

Caregivers 

• Patients involment in R&D                 

Novartis 

• Patient Reseach Exchange 
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The Novartis Commitment to Patients  

and Caregiver 
 

 
“Working together, we can improve outcomes for patients and 

become a trusted partner in changing the practice of medicine” 

Respecting and 

understanding the 

patient community 

perspective 

Conducting 

responsible 

clinical trials 

Expanding access 

to our medicines 

Recognizing the 

importance of 

transparency and 

reporting 
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Patient involvement in R&D in industry  
is a reality today – but not yet systematic 

 

Research Design 

and Planning 

Research 

Priorities 

Research Conduct and 

Operations 

Dissemination 

Communication 

Post-approval 

Setting 
research 
priorities 
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Protocol 
synopsis 

Protocol 
design 

Trial 
Steering 
Committee  

Information 
to 
participants 

Data & 
Safety 
Monitoring 
Committee  

Investigato
r meetings 

Regulatory 
Affairs 

Fundraisin
g for 
research 

Practical 
Considerations 

Patient 
Informatio
n 

Informed 
Consent 

Ethics 
Review Study 

Reportin
g 

Health 
Technology 
Assessmen
t 

Post-Study 
Communication 

Geissler, Ryll, Leto, Uhlenhopp, Therapeutic Innovation & Regulatory Science (2017), doi: 10.1177/2168479017706405 
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Tools & processes are encouraging R&D teams 
to include the patients perspective 

 
LIFECYCLE EARLY DEVELOPMENT FULL DEVELOPMENT 

ENGAGEMENT 
TOOLS 

* Starting with Phase 1-3 interventional patient trials with protocols being finalized in 2017, Novartis will provide patient lay summaries to trial 
investigators to share with their patients and will make these lay summaries publicly available on www.novartisclinicaltrials.com 

PERI-PoC 

• Gap assessment  
• Patient engagement 

(PE) plan 
• PRO assessment 
• Social listening 

PROGRAM/     TRIAL 
DESIGN 

• PE strategy for 
program 

• PE strategy for 
trial(s) 

• PE tracking system 

TRIAL 
DEVELOPMENT 

• Trial visit simulations 

• Country feasibility 

• Trial allocation 

• Drug packaging and 
instructions 

• Patient-friendly ICF 

TRIAL 
IMPLEMENTATION 

• Patients on Steering 
Committees 

• Recruitment strategy 
• Recruitment materials 

• ‘Thank you” letter at 
first patient visit 

• Trial Feedback 
Questionnaire 

 

REGISTRATION TRIAL / 
RESULTS 

• “Thank you” letter 
at last patient visit 

• Lay summaries * 

• Individual trial 
results 

• Trial Feedback 
Questionnaire 

PRO, patient reported outcome; PE, patient engagement; ICF, informed consent form 

http://www.novartisclinicaltrials.com/
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Case studies are powerful to set the scene for 
more involvement 
 

CML Recruitment completed ahead of schedule for first NVS global sponsored 
treatment free remission (TFR) trial due to patient advocate feedback on ICF and 
patient Q&A that explained TFR and study procedures in patient-friendly terms 

Sjögren's 
Syndrome 

Interviews with patients and consultation with patient groups identified key 
patient reported outcome measures, which enabled positive PoC (Proof of Concept) 

Pediatric 
Heart Failure 

Patient insights from virtual focus groups allowed clinical team to redesign protocol 
to reduce patient burden and reformulate the drug 

Psoriasis Findings from qualitative patient interviews and cognitive tests were used to 
create Psoriasis Symptom Diary data that was accepted by the FDA and included 
in the US label for itch, pain and scaling 

Melanoma Patient advisory board provided key insights into protocol process, patient 
adherence, tolerance to side effects, and site level strategies to support patients 
with advanced melanoma and their caregivers 
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We will measure and report our progress 
internally and externally 

 We will start with baseline measurements of engagement 

and build a more comprehensive framework over time 

At the beginning we will focus on: 

• # of simplified summaries of Phase 1-3 clinical studies that are sent to 

investigators and posted on novartisclinicaltrials.com 

• # of clinical development plans for new compounds with a patient engagement 

component 

• # of patients reached through managed access programs1 

Performance indicators on select Novartis access approaches are published in 

the Annual Report2 and the Corporate Responsibility Performance Report3 

1  https://www.novartis.com/our-focus/healthcare-professionals/managed-access-programs 
2  https://www.novartis.com/investors/novartis-annual-report/novartis-annual-report-2017 
3  https://www.novartis.com/our-company/corporate-responsibility/cr-performance-report 
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How the patient perspective can improve 
participation in and the effectiveness of 
research ? 

https://www.patientresearchexchange.org/   
Patient Research Exchange is owned and managed by IAPO with support of Novartis Pharma AG. 

https://www.patientresearchexchange.org/
https://www.patientresearchexchange.org/
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Conclusion 
 

By working together can 

we improve outcomes 

for patients and become 

a trusted partner in 

changing the practice of 

medicine 
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Contact us 
 

Please visit our website to find out more: 

 

https://www.novartis.com/our-focus/patients-
caregivers 
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Thank you! 


