
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Study Progress  

 

This is the second PLUTO study newsletter. Thanks to your 

support we have randomised 31% of target participants. Six sites 

are now open to recruitment and 2 are close to opening. A total 

of 44 patients have been randomised to date. There is still a long 

way ahead of us and for this reason we must ensure that every 

child receiving a kidney transplant has the opportunity to take 

part in PLUTO. We really need all hospitals open in order to 

reach our target of 144 patients randomised. Every single 

number is important, so please keep up the good work! 

  Happy Summer everyone!   
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Substantial Amendment implementation!  

Substantial Amendment 2 was implemented across all open sites in June. This amendment allows for the informed consent 
process to be done electronically. It also simplifies the safety reporting procedures for the trial. Those who missed the 
training sessions on the protocol changes can access the video recording on the PLUTO website along with the updated 
documents: www.pluto-study.co.uk/documents  
Please use the PLUTO training log to document your training to the amendment. 

Reminders  

PROTOCOL DEVIATIONS 
It is important to avoid any cross overs between the study 
arm fluids, even if it’s for small volumes, boluses, or fluid 
replacement. We encourage you to discuss any clinical 
concerns with the Chief Investigator before deviating from 
the randomised fluid. 

DELEGATION LOG 
Please share the update delegation log with the PLUTO study 
team if a new member has joined your team. 

CVs - GCP TRAINING 
We are reminding you to keep your GCP training up to date 
according to your local policies and send your updated 
certificates and CVs to the PLUTO team. 
 
KEEP SITE FILE UP TO DATE 
Please supersede the outdated versions of the study 
documents and add the updated versions of the study 
documents and the amendment REC / regulatory approvals 
in the ISF. 
 
 

GCP training requirements for PLUTO 

Any authorised clinician can act as a fluid prescriber for 

PLUTO and there is no need for them to be fully GCP 

trained. However, there needs to be some evidence of 

their training to the study protocol (i.e. signed training 

log, email from the PI, file note).  

Equally ward / PICU nurses undertaking any of the study 

assessments or tasks (blood pressure measurements, 

symptom and pain score assessments, fluid 

administration) do not need to be fully GCP trained, 

given that they have not been delegated study specific 

tasks outside their normal practice as defined by their 

role. 

Recruitment 
 

Site Date Opened 
Patients 

Randomised 

GOSH 08/06/2020 26 

Nottingham 12/08/2020 5 

Bristol 17/09/2020 7 

Leeds 11/01/2021 1 

Manchester 23/04/2021 5 

Newcastle 27/04/2021 0 

                                      TOTAL     44 
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Contacts 

Francesca.Clemons@nhsbt.nhs.uk  Trial Administrator 
Fotini.Kaloyirou@nhsbt.nhs.uk   Trial Manager 
Emma.Laing@nhsbt.nhs.uk   Operations Manager 
Wesley.Hayes@gosh.nhs.uk   Chief Investigator 
PLUTO@nhsbt.nhs.uk    General Email Address 

 

Informed Consent Requirements for 
PLUTO  

The introduction of Substantial Amendment 2 gives you 
additional flexibility in the way you can approach and consent 
patients and family for PLUTO. 

Approach: patients and their families can be approached 
remotely as long as they are given the chance to discuss the 
study and ask questions, and they are given enough time to 
read through the PIS – discussion must be documented in the 
medical records. 
 
Options for signing of the e-consent forms: 
 

- Can send in an email → patient / family to sign the 
form electronically (by printing the name in the 
signature section) → returned via email 
  

- Can send in an email → patient / family to print off → 
complete / sign with ink → return a scanned copy (or 
picture) to the study team or post the signed form  
 

- Post a copy of the consent form → patient / family to 
complete with ink → return by post or by email 
 

- Any combination of the above is acceptable, but the 
option you choose needs to be documented in the 
patient’s medical records 

 
A FULLY SIGNED COPY SHOULD BE GIVEN TO THE FAMILIES. 
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Obtaining Informed Consent  

It is acceptable for research nurses with adequate 

training and experience to consent patients for 

PLUTO given that they have been delegated this 

task and have: 

- Formal training on the informed consent 
process 
 

- Protocol specific training  
 

- Knowledge/experience to be able to 
explain alternatives to the study in 
sufficient detail to allow the potential 
research subjects to make an informed 
choice 
 

Please note: Nurses are accountable for their 
actions under the NMC Code of Professional 
Conduct and must only perform this where they 
are confident in their knowledge, skills, and ability. 
 
The eligibility of the patient must still be 
confirmed and documented by the PI or a sub-
investigator who has been delegated this task. 
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