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Identification

Patients present to Emergency Departments (could be ambulance or through triage/medical assessment units)

and assessed according the NEWS2 and standard sepsis pathway criteria (site specific).

v

The standard care process for timely treatment of suspected sepsis in an Emergency Department must be done within one hour. The population of
patients eligible for the PRONTO trial are likely to be very unwell and may also lack capacity. Therefore, it is not practicable for the informed consent
process to be completed in such time frames. It is therefore acceptable to use a deferred consent model for all patients. Patients will be screened,
enrolled and individually randomised in to the trial.

Assessment &
Intervention

Documented by RN or delegated HCP on CRF that patient has been randomised and enrolled.

Footnotes

1. |If participant is discharged, consent
obtained as detailed. Delegated HCP
to try to obtain consent prior to
discharge or Research Team will
attempt contact up to three times. If
patient is not contactable, they will
be removed from study.

2. In extreme circumstances where a
personal consultee cannot be
identified, ED staff to approach a
nominated consultee who has
knowledge of participant’s previous
care but no involvement in the
PRONTO trial.

3. If a participant dies prior to obtaining
consent, the family will be informed
via letter with study contact details
and further information.

.

l Presumption of capacity. Formal assessment of capacity conducted if any concerns.

Patient
has
capacity

R

If participant is willing to continue in the trial,

Consent Form completed to document informed consent given for
continued collection/use of data.

Consultee provided with

RN approaches personal consultee?.

Consultee Information Sheet, opportunity to discuss

trial, ask questions, full answers received and appropriate time given to consider.

Consultee Declaration Form completed to document process

Ongoing
lack of
capacity

Personal Consultee Form l

Consent/Consultation

Patient
Patient dies
regains
capacity
Use data®

If participant is willing to continue in the trial,

Consent Form completed to document informed consent given for

continued collection/use of data.




	PROcalcitonin and NEWS2 evaluation for Timely identification of sepsis and Optimal use of antibiotics in the emergency department (PRONTO): protocol for a multicentre, open-label, randomised controlled trial

