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» Background & unmet clinical need
 Possible solution

 Design of Study

* Practical Delivery

 Challenges
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* Clinical Trials — recruitment and barriers
o Increasing difficulty in recruitment of patients ™" e
that reflect to real-world cancer population to oottt b s ——i
cancer clinical trials Mitory dt svcondeny meligmeacy i
o Perceived and actual risk of nephrotoxicity in FEEE ST aTile arpectany T mantne e
patients with pre-existing CKD concerning OF S
o Standard inclusion criteria CrCl =60mls/min
leads to 20-45% patients being excluded P
o Wider problems with recruitment into cancer e anse—n e 2
clinical trials . o
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* Published results my Our Study
e Some success for se Single site, interventional RCT

anti—coagulation pd Using POCT device at home when patients receiving

* Testing of e-alerts i chemotherapy
|imite§ Is AKI diagnosed sooner with more intensive monitoring

* Would utilising self-monitoring of kidney
function lead to earlier detection of AKl in
patients receiving cancer treatments? Will this
be acceptable to patients and clinicians?

* In turn could this lead to improved inclusion of
patients with CKD to clinical trials in an

acceptable and safe way?
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e Patients participating in Part A of the trial were

asked to complete intensive home-monitoring of

whole-blood creatinine for 4 weeks

e Patients were identified by the Head and Neck
team at The Christie and approached during

clinics

e The PIS is given with the intention to then
arrange consent, screening and baseline
assessments ideally before starting treatment

e Patient blood and urine samples were taken at

baseline and at week 4
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Primary Objectives

Part A: To evaluate patient acceptance
of intensive home-monitoring of
whole-blood creatinine.

Exploratory Objectives

Part A: Using data gathered to
improve and test amended AKI
algorithm

Interview

Absolute  number of creatinine
readings received-expected vs actual

Time sample taken vs. time expected
to take

Value sent/received vs. value on
device (when downloaded at the end
of the study period)

Amended algorithm outcome vs

clinician assessment

Feedback and analysis from interviews
and questionnaires
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Week 4

On completion of Part A
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Primary Objectives

Part B: To evaluate the potential for
earlier diagnosis of AKl/change in
renal function with intensive home-
monitoring of whole-blood creatinine.

Time from beginning of current cycle
treatment to detection of AKI by
amended algorithm or
clinician/laboratory reading

Severity of AKI at detection (as per
Kidney Disease Improving Global
Outcomes AKI Work Group staging)

Overall change in renal function from
beginning to end of study period

Throughout study period



Secondary Objectives

Part B: To assess whether intensive
monitoring influences the change in
kidney function over the study period
compared to standard of care

Part B: To assess whether home
monitoring of kidney function has a
positive impact on a patient’s quality
of life.
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Comparing kidney function at the
beginning and end of the study

Medical outcomes study short form 36
(SF-36) questionnaire
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Weeks 1 and 6

Week 6
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Secondary Objectives

Part B: To evaluate the adherence of
patients to intensive home monitoring
regimen
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Absolute number of creatinine
readings received

Time sample taken vs. time expected
to take

Value sent/received vs. value on
device (when downloaded at the end
of the study period)
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Exploratory Objectives Urine and serum analysis

Part B: To explore the value of novel
renal biomarkers in the cancer
population for early detection and
monitoring of AKI.

Part B: Document any other issues Patient interview
that patients may have experienced
during the study period.

Throughout study period

Week 6



Exploratory Objectives

Part B: Clinician opinions towards
home monitoring and the impact it
could have on their treatment
schedules for patients.

Part B: Are there ethical/justice
considerations in carrying out studies
which require access to smart
phones/socioeconomic factors
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Clinician interview

Analysis of demographic information
of patients enrolled, and those who
declined, in study and those who
decline to take part

Patient interview
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Week 6

Week 6
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Dellvery of IN- HOME

* Team approach

* Clinicians/research practiconer/research
nurses/admin and tech support

 Strong links with parent clinical teams
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Challenges

 Devices

* Regulations and Ethics
» Local challenges

* Recruitment

 Covid
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Engaging patients, driving decisions
www.digitalecmt.org
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