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T-1090 - Vulnerable Populations in Clinical Trials
For the purposes of research governance and risk assessment, ‘vulnerable populations’ are defined in line with ICH Good Clinical Practice as:
‘individuals who may be at a higher risk of experiencing coercion or undue influence, including people who might not fully understand what it means to participate in a clinical trial, or who may have difficulty providing informed consent’.
Different groups may be considered vulnerable in different situations. Vulnerability may arise from impaired capacity, dependency relationships, social or economic disadvantage, serious health conditions, or barriers to understanding information relevant to informed consent.
The following groups are commonly considered vulnerable in the context of clinical trials. This list is not exhaustive.
· Participants with impaired or fluctuating capacity
Including those with cognitive impairment, acute illness or conditions affecting decision-making
· Children and young people
Individuals under 18 years of age who require additional legal and ethical protections
· Participants in institutional settings
Including residents of care homes, prisons, or other settings where autonomy may be reduced
· Participants with serious or life-threatening conditions
Limited treatment options, emotional distress, and a sense of urgency may negatively influence decision-making.
· Economically or socially disadvantaged individuals
Those who may be more susceptible to perceived or actual coercion or undue influence
· Participants with communication or comprehension barriers
Including language barriers, low health literacy, or sensory and cognitive limitations affecting informed consent
Interpretation for Use
A clinical trial should be considered as involving vulnerable populations where any participant group meets the definition above, or where additional safeguards are needed to ensure informed and voluntary participation, and adequate protection of participant welfare.
A centralised risk review must be completed for all UHL-sponsored trials involving vulnerable populations. Investigators should consider potential physical or psychological risks to participants and implement procedures to ensure safety. This includes planning of appropriate responses if participants become distressed, and coordinating with appropriate support services, where required.
Where appropriate, investigators working with vulnerable populations are encouraged to undertake patient and public involvement or engagement to inform inclusive study design, reduce barriers to participation, and support accessible, valid informed consent.
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