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SMALL RENAL MASS (S4cm)

We aim to assess if a novel trial design, the cohort embedded randomized controlled trial (RCT), will l

INTRODUCTION & OBJECTIVES

Historical interventional trial recruitment difficulties demand novel study conduct approaches.

enable carrying out a comparison between nephron sparing treatment for small renal masses. First stage consent for:

Long term follow up

METHODS Blood/urine/tissue sampling (longitudinal)

Single centre prospective cohort study with an open label embedded interventional RCT comparing

Questionnaires (longitudinal)
Randomisation in future trials
Control arm in future trials

percutaneous cryoablation (intervention arm) to partial nephrectomy (PN; control arm).

The trial incorporates qualitative research techniques to assess barriers and recruitment improvement l
opportunities.
PROPECTIVE COHORT n=200

Eligibility for RCT Biopsy proven single renal cell carcinoma lesion, Charlson comorbidity index<3, N S
Performance status 0 or 1, Equal technical feasibility for PN and percutaneous cryoablation. Eligible for RCT Not eligible for RCT

J G J
Primary outcome Participant recruitment. 1 l
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Secondary outcomes Participant trial retention, health-related quality of life, treatment complications,

Randomisation 1:1

blood transfusion rate, Intensive Care Unit admission and renal replacement requirement rates, length

of hospital stay, time to return to pre-treatment activities, number of work days lost, and health

technologies costs.
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