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Disclosure

The product discussed in this presentation has a CE and a UKCA mark, and will be used within its intended 
use.

In the US, the Galleri test is an Investigational Device and limited by Federal (or US) law to investigational 
use. A description of this clinical trial is available on www.ClinicalTrials.gov as required by United States (US) 
Law.

*GRAIL, LLC, is currently held separate from Illumina, Inc. under the terms of the Interim Measures Order of the 
European Commission dated 29 October 2021

GRAIL, LLC, a subsidiary of Illumina, Inc. are funding the project, which includes all study 
costs as well as my salary in full through a KCL contract.



Why assess psychological impact?

“Screening programmes are effectively judged on whether the benefits 
to those who get earlier treatment outweigh the harms to those 

people who get treated unnecessarily, or who are subject to 
unnecessary anxiety.”

https://www.england.nhs.uk/wp-content/uploads/2019/02/report-of-the-
independent-review-of-adult-screening-programme-in-england.pdf (page 18)



Principles of a national screening programme

1. The screening programme should respond to a recognised need

2. The objectives of screening should be defined at the outset

3. There should be a defined target population

4. There should be scientific evidence of screening programme effectiveness

5. There should be quality assurance, with mechanisms to minimize potential risks of screening

6. The overall benefits of screening should outweigh the harm

7. The programme should integrate education, testing, clinical services and programme management

8. The programme should ensure informed choice, confidentiality and respect for autonomy

9. The programme should promote equity and access to screening for the entire target population

10. Programme evaluation should be planned from the outset

Andermann et al. Bull World Health Organ. 2008.
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6. The overall benefits of screening should outweigh the harm.
7. The programme should integrate education, testing, clinical services and programme 
management.
8. The programme should ensure informed choice, confidentiality and respect for 
autonomy.
9. The programme should promote equity and access to screening for the entire target 
population.
10. Programme evaluation should be planned from the outset.

Andermann et al. Bull World Health Organ. 2008.



Multi Cancer Early Detection blood tests

• Uses a simple blood test

• Screens for multiple cancer types

• Complex and varied follow-up after 
positive screening result

• High test specificity and positive 
predictive value

• Possible lack of diagnostic resolution

Marlow et al. Lancet oncology. 2022 23(7):837-839.



NHS-Galleri Trial 

ISRCTN91431511; NCT04241796
More detail about the trial design here: Neal et al. Cancers. 2022. 14(19):4818.
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2
To compare longer term 
anxiety between those 

subsequently diagnosed 
with cancer and those 
who have a diagnostic 

work-up but no cancer is 
found, at 6- and 12 
month follow-up

Ethical approval for this work has been granted by the Wales Research Ethics Committee as part of the NHS-Galleri trial ethics application 
(Ref 21/WA/0141). The studies have also been registered on the King’s Data Protection Register (ID#17436).

sIG(n)al objectives

1
To establish levels of 

anxiety among 
participants, who have 
been informed that a 

cancer signal was 
detected, shortly after 
receiving their result

3
To explore in depth the 
experiences of men and 

women who have a 
cancer signal detected 

(using qualitative 
methods)



T3 dispatched 13-15 
months after T1

(3 possible versions)

Procedure

Cancer signal 
detected

Phone call 
with nurse

T1 dispatched 
with result 

letter

Cancer found 
OR not found

2-week wait referral pathway

12-month anniversary of 1st blood test 

1st blood test

T2 dispatched 
6 months after 

T1

Y1 follow-up non-attender

Cancer diagnosed

Y1 follow-up attender



Cancer found No cancer found

Female N=10 N=10

Male N=10 N=10

Cancer found 
OR not found

2-week wait referral pathway

T2 dispatched 
6 months after 

T1
Opt in to 
interview

Purposefully sampled to include a range of IMD and age

Interviews planned (n=40)

Procedure



Construct Validated scale Timepoints

Anxiety T1,T2,T3

Emotional, physical and social 
consequences of screening

T1,T2,T3

T2,T3

Test-specific concern (single item) T1,T2a, T3a

Test specific reassurance (single item) T1,T2a, T3a

Changes in health behaviour T2, T3a

Primary outcomes

SPIELBERGER et al. 1983. Manual for the State-Trait Anxiey Inventory STAI (Form Y). Palo Alto, CA: Consulting Psychologists Press.
MARTEAU & BEKKER 1992. The British journal of clinical psychology, 31(3), pp. 301-306.
COCKBURN et al. Social science & medicine (1982), 34(10), pp. 1129-1134.



Socio-demographics, health behaviours and experience

Age
IMD

Education
Ethnicity

Born in UK
Marital Status

Smoking/Drinking behaviour
Family experience of cancer

Cancer suspicion

Literacy
Past experience of abnormal screens

Past experience of symptom investigation
Retrospective experience of cancer symptoms

Past experience of anxiety and depression

Cognitions, emotions and behaviours
Information seeking

Coping
Appraisal

Cancer worry
Fatalism

Attitudes to cancer
Unexpectedness

Relief

Clinical outcomes
Cancer diagnosis (ICD-10)

Stage at diagnosis
Treatment

Secondary outcomes and explanatory variables

Secondary outcomes

Understanding of results
Perceived risk of cancer 

Overall experience
Satisfaction with the trial

Satisfaction with care and support
Future intention to have a Galleri test

Decisional regret
Fear of Cancer recurrence



Qualitative materials



T1 data T2 data T3 data

Jan 2024

Qualitative data

Data



Discussion

This work should:
• Improve understanding of the psychological impact of having a cancer signal 

detected by a MCED test in the context of screening

• Inform the development of procedures, supporting information and 
interventions to minimise MCED screening-associated anxiety 

• Support UK National Screening Committee (UKNSC) recommendations regarding 
adoption of MCED screening and will support any future roll-out 

• Identify if particular population sub-groups may require additional support if 
MCED testing is implemented at a national level



Limitations of sIG(n)al study

• Volunteer bias where participation requires completion of additional 
questionnaires

• The trial design has influenced the research questions for the sIG(n)al sub-
study 

• If MCED testing and return of results is implemented in a different way in 
practice, our findings may not be fully generalisable



Thank you

Jo Waller
Ninian Schmeising-Barnes
Cancer Prevention Trials Unit


