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Meeting objectives: 
 

• Inclusion and diversity are urgently needed in all aspects of clinical trials, and more generally 
of any type of generated evidence, that is generalizable to and trusted by the populations who 
are most likely to benefit from the treatments being studied.  
 

• Fostering an inclusive environment that engages a diversity of patient participants, sites, staff, 
investigators and leader trialists is vital. 
 
 

• This CRT plenary meeting is dedicated to identifying actionable steps which should be taken or 
promoted by the ESC and the various stakeholders promoting inclusivity and diversity that 
should drive meaningful and sustained change in clinical trials and all evidence generation 
methods, with the aim of securing generalizability of their results as to benefit all patients 
across sex, gender, ethnicity, rural and urban environments, geographies, socioeconomic 
context and health care systems.  
 

• Improving inclusion and diversity in clinical trials is gaining much attention but few initiatives 
are being taken and little resources are put into making it happen.  
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12:00 - 13:00 Arrival of participants in the morning and lunch in the BELA BELA restaurant 

DAY 1 – 05 JULY  2023 – 13:00 – 18:30 

   

13:00 - 13:15 Welcome from CRT Chairpersons 

      

Prof. Thomas Lüscher, ESC President-Elect 
Prof. Alexandra Goncalves (BMS) 

 Welcome from meeting Chairpersons Dr. Harriette Van Spall, Prof. Faiez Zannad 
and Industry Chairpersons 

13:15 - 13:30 Introductory Lecture:  Age, ethnicity, and socio-economic 
deprivation in CVD: global registries and repositories 

Dr. Salim Yusuf (Zoom) 

13:30 - 

16:30 
  SESSION 1 – TRIAL REPRESENTATIVENESS MATTERS  

MODERATED BY : DR. HARRIETT VAN SPALL AND PROF. MARTIN COWIE (ASTRAZENECA) 

13:30 - 13:40 Defining representativeness in clinical trials: when is a trial 
diverse enough? 

Dr. Clyde Yancy (Zoom) 

13:40 - 13:50 Historically under-represented regions in cardiovascular 
clinical trials: why it matters  

Prof. Faiez Zannad 

13:50 - 14:00 Ethnic representativeness in trials of cardiometabolic disease 
Prof. Kamlesh Khunti 

 

14:00 - 14:10 Why an ethnic representation matters: atrial 
fibrillation/stroke trials 

Dr. Eduard Shantsila 

14:10 - 14:20 Pregnant and lactating women in clinical trials: overdue for 
inclusion 

Dr. Harriette Van Spall 

14:20 - 14:30 Patient perspective Richard Mindham 

14:30 - 15:10 Panel discussion All 

15:10-16:00 Breakout session 1 – 2 groups – 45 mins 

Group 1: Trial conduct and execution: How to assure geographical 
representativeness and include LMICs 

Lead: Dr Kristine Buchholtz (NovoNordisk),  
Rapporteur:  Prof. Habib Gamra  

 

Group 2: How to overcome international guidelines poor applicability in LMIC?  
Lead: Prof. Eva Prescott  
Rapporteur : Dr.André Ziegler (Roche 
Diagnostics) 

16:00 - 16:15 Coffee break 

16:20 - 18:45 SESSION 2 – DESIGNING TRIALS FOR REPRESENTATIVENESS 
MODERATED BY: PROF.FAIEZ ZANNAD AND DR KRISTINE BUCHHOLTZ (NOVONORDISK) 

16:20-16:30 Artificial Intelligence/Machine Learning to guide 21st century 
clinical trial enrollment: are we there yet?  

Prof. Martin Cowie (AstraZeneca) 

16:30-16:40 Registry based trials: the ultimate platform for representative 
enrollment 

Associate Prof. Marion Mafham 

16:40-16:50 Adaptive recruitment and decentralized trial designs for 

clinical trial diversity 

Prof. Otavio Berwanger 



Many of these barriers explain the poor inclusion of LMIC in CT 

Known Barriers of low enrollment in clinical trials 

Addressing 
barriers 
involves  

multi-
stakeholder 
engagement

Improve 
country 

attractiveness 
and offer 
incentives

Improve 
overall trial 

awareness & 
Increase 
health
literacy

Reduce 
inequalities
in access to 
health care

Increase 
pool of 
diverse, 

community-
based 

investigators

Upskill and 
support 

research-naïve 
sites with 
intended 

population

Raise 
awareness, 

prioritization  
among trial 
operations 

management; 
field staff

Involve 
community

groups in 
outreach, trial 

education

Create 
culturally 
sensitive
informed
consent
material

•Multiple factors and 

barriers* contribute to 

low enrollment 

•Requires multi-pronged, 

multi-stakeholder 

approach

Government, Society, 

Public-Private Efforts

Sponsors, CROs, 

Research Institutions

Research Institutions 

and Community 

Groups with the 

support of Sponsors, 

CROs, 

* Cultural, Trust, 

Language, 

Literacy

* Operations, 

Status Quo

* Site Selection Risk

* Patients at Non-Research 

Setting

* Socioeconomic 

and Health Care 

Coverage Issues

* MDs with Patients Lack 

Time, Infrastructure * Some of the barriers



Thoughts and suggestions to increase LMICs inclusion in  CTs

• Challenges for sponsors to include LMICs in practice:

• In naïve countries/ centers to clinical research, the quality of research will be 
questionable

• For some kind of clinical  trials such as device based CTs, the standard of care in 
LMICs in terms of expertise and equipment is not as good as in western 
countries, and thus there might be an issue of safety and reliability of the data



Thoughts and suggestions to increase LMICs inclusion in  CTs

• CROs have a major role to play: 
• Raise awareness among the medical community but also the population

• Contribute in the training of the future researchers

• Create culturally sensitive informed consent with the local language

• Digital technology/ Cell phones might help in :
• screening

• collecting data

• follow up

Digital tools will be provided in limited resources countries

Cost saving approach



Thoughts and suggestions to increase LMICs inclusion in  CTs

• Large research institutions such as PHRI has successfully involved LMICs in CTs but 
in the same time contributed in the training of the research teams combining two 
missions:

- Inclusion
- Capacity building

This  should be a model to follow 

• Potential role of :

Political institutions such the African Union Africa health
Africa Health
CVCT MEMA

In capacity building
Harmonizing the regulatory procedures
Improving the trust of sponsors in conducting trials in those regions 



Thoughts and suggestions to increase LMICs inclusion in  CTs

• Conditions for trial registration should include diversity and geographic 
representation

• Including researchers from LMIC  in the steering committee of trials  
might contribute in building expertise and increase motivation of those 
researchers in boosting research in their own countries
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