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The problem

Estimated number of incident 

cases from 2018 to 2040, breast, 

females ages 70+ - WHO, 2019
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The problem
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Challenges

 Older adults do want to be involved in clinical trials

 Do not actively seek out trials 

 Lack of evidence as to why 

Van der Cammen and Crome, Eur Geriatr

Med, 2018, 9 (4): 413 – 414. 

Yuval R, Uziel K, Gordon N, Merdler A, 

Khader N, Karkabi B, et al. Eur J Heart 

Fail. 2001;3(2): 217–23
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Challenges

1) Protocol factors

2) Patient factors

3) Sponsor factors
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1) Protocol factors - challenges

 Recruitment

 Study design
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1) Protocol factors - challenges

 Recruitment
- Time
- Support
- Pre-existing bias / preferences

 Study design
- Design
- Modified endpoints
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1) Protocol factors - solutions

 Recruitment
- Resource allocation
- PPI involvement

 Study design
- Trials that are specially designed to enroll older adults
- Trials that include a cohort of older patients
- Pragmatic design elements to facilitate enrollment
- Modification of end points
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2) Patient factors - challenges

 Motivation

 Maintenance of quality of life

 Impact of comorbidity

 Positive relationship between study staff and participants

 Physical obstacles

 Cognitive impairment
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2) Patient factors - solutions

 Develop targeted interventions

 Capture relevant endpoints

 Integration of GA as routine in cancer clinical trials

 Standard protocols for cognitive impairment

 Functional or biological age considered rather than hard cut-offs

 PPI
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2) Patient factors - solutions

 Patients with cognitive impairment do want to participate

 They remain excluded

 Vital role of the care giver
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3) Sponsor factors - challenges

 Under rep of older adults in trials by regulatory bodies

 Inappropriate age limits and exclusion of frail patients

 No penalty if older adults not included

 Variation by physical site 

 Healthcare professional bias / concerns



16

3) Sponsor factors – challenges
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3) Sponsor factors - solutions

 Ban on upper age limit

 Penalty for not providing info on number of older adults recruited

 Pressure on sponsors to raise awareness of these issues

 Training for HCPs
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3) Sponsor factors - solutions
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3) Sponsor factors - solutions



 Interviews with 39 patients about their experience with phase 1 trials >65 with 
advanced cancer

 Trial participation was an interactive process that unfolded over time

 Guidance to navigate process

 Age not a limitation

 QOL most important
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Real-world data



 Feeling overwhelmed by current health status

 Mistrust of research

 Hesitancy to participate in a deprescribing study
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Real-world data



 RCT to test geriatric education intervention to improve accrual to trials

 Randomised to received standard information or education intervention

 This did not improve accrual to trial
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Real-world data
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Future directions

Protocol 
factors 

Sponsor 
factors

Patient 
factors
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Summary

 Older adults are willing to participate in research

 Alternative study designs should be considered

 Specific funding

 Specific PPI

 Patients with cognitive impairment should not be automatically excluded

 Trials sponsors have a duty to raise awareness



Thank you
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