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Background
High quality clinical research studies are necessary to improve healthcare in patients.  Conducting research in 
dialysis patients in the UK can be problematic since the majority of them are managed in satellite dialysis units, 
geographically distinct from the mother unit which creates a  challenge for researchers that does not exist in 
other medical specialties.

The PIVOTAL clinical trial was designed to investigate the optimum amount of intravenous iron to give to 
haemodialysis patients, with a recruitment target of 2080 patients. In order to achieve this, we recruited 50 
sites in the UK (Fig 1), and the inclusion of patients who are dialysing in satellite units was mandatory.
At our renal centre at King’s College Hospital in London, there are 6 satellite dialysis units located up to 16 miles 
(26 Km) away (Fig 2). More than 80% of our haemodialysis patients are treated in one of these satellite units.

Emmanuel Mangahis, Claire White, Iain C Macdougall
Renal Unit, King’s College Hospital, London, UK

Over the past 2 ½  years, 162 patients were screened and 147 patients (90.7%) were randomised from 
our unit (Fig 3).  137 (84.5%) of the 162 patients were located in one of the 6 satellite units, with units 
contributing between 4.9% to 33.3% of the total population (Fig 4). 

Identifying challenges is the initial step to achieving 
study goals and with many studies researchers will be 
faced with common problems such as:

•  Recruitment
•  Potential participants
•  Blood sampling and dosing
•  Synchronising Principal and Sub- investigators’ and 

patient’s availability
•  Data collection and data entry

To facilitate recruitment and ensure the smooth 
running of the PIVOTAL study in our units, several 
strategies were adopted, as follows: 
                                                                 
•  Delivery of study training to staff at 6 renal satellite 

units
•  Identification of “link nurses” at the satellite units                 
•  Regular communication with satellite unit managers 

and link nurses
•  Regular visits to satellite units 
•  Implementation of a telephone consenting process
•  Regular telephone conferences
•  Support from Kidney Research UK (research nurse 

funding, posters and patient contact cards, Patient 
Support Group). 

Delivering a large renal study across multiple satellite dialysis units is possible, but research 
staff need to be aware of the hurdles that require to be overcome. Strategies need to be 
implemented to overcome these hurdles in order for the study to be successful. 

For further information, contact Emmanuel Mangahis at emangahis@nhs.net   

The PIVOTAL trial which started in November 2013, is led by Professor Iain Macdougall and 
facilitated and funded by the medical research charity, Kidney Research UK, through an 
unrestricted grant of over £3million from Vifor Fresenius Medical Care Renal Pharma Ltd. 
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Figure 3. Patient recruitment at King’s College Hospital
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