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Assessed for 
eligibility (n=233)

Excluded (n=209)
• Not meeting inclusion criteria (n=169)
• Declined screening (n=12)
• Opted not to participate (n=28)

Randomised 
(n=24)

Allocation

Intervention

Enrollment

Allocated to immediate intervention (n=12) Allocated to delayed intervention (n=12)

Received immediate intervention (n=4)
• Referred to NHS talking therapies (n=1)
• Did not start intervention (n=1)
• Discontinued intervention (n=7)

• Died (n=3; 1 during, 2 after intervention period)
• Lost to follow up (n=3)

Received delayed intervention (n=11)
• Referred to NHS talking therapies (n=1)

Participant 
flow



Completed self-report survey
• Baseline (7/12, 75%)
• Mid-point (7/11, 64%)
• End of intervention (5/11, 45%)
• 6-month post intervention (3/9, 33%)

CRF
• Baseline (100%)
• 6 month (100%)
• 12 month (100%)

Qualitative interview
• Completed (n=5)
• Declined (n=4)
• Not applicable (n=3)

Completed self-report survey
• Pre intervention (7/12, 58%)
• Baseline (5/12, 42%)
• Mid-point (5/12, 42%)
• End of intervention (5/12. 42%)

CRF
• Baseline (100%)
• 6 month (100%)
• 12 month (100%)

Qualitative interview
• Completed (n=7)
• Declined (n=5)

Analyses



Baseline characteristics

Sex

63% 
female

Age 

56 years

Ethnicity

100% 
white

Modality

Transplant 
50%

CKD 29%

HD 17%

PD 4%

PHQ-2

4 (3, 4.5)

GAD-2

3 (2, 4.5)



Outcome measures

Outcome measure Result

Consent to screen rate 95%

Screening positivity rate 24%

Recruitment rate, calculated by assessing the proportion of those who 
screen positive, that complete the consent form

46%

Randomisation acceptability, from participant feedback at 
randomisation and qualitative interviews

No study withdrawals
Not a theme in qualitative interviews

Retention rate 87%

Engagement and adherence with intervention components See next slide

Completion rates of self-report measures 67% → 52% → 43% → 38%



Adverse events

• 3 deaths, unrelated to trial
• Withdrawal from treatment

• Suicide risk protocol has not been required to date
• One patient over PHQ threshold and declined Talkworks; screening scores 

have subsequently improved
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