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Consent from participant PRIOR to randomisation will NOT be 

possible

Consent from Legally Authorised Representative (LAR), Person 

Responsible (PR)/ Substitute Decision Maker (SDM)/Medial Treatment 

Decision Maker (MTDM) PRIOR to randomisation

• Whenever possible consent will be obtained from a 

LAR/PR/SDM/MTDM prior to randomisation

Inclusion without prior consent with option to continue or withdraw 

• Patients enrolled into the trial without prior consent, the participant or 

LAH/PR/SDM/MTDM informed about participation in study as soon as 

possible and given the option of consent to continue in the trial, or to 

withdraw from the trial

Informed Consent Model









• ICH-GCP: investigator’s responsibility

• The investigator, or a person designated by the investigator, 
should fully inform the patient or LAR 

• Investigator or designee (Co-PI, Sub-PI, RC.)

• Qualified, trained on the study protocol, consenting

• Comply with local ethical and regulatory requirement

• Any person obtaining consent throughout the study must be 

listed on the Site Signature & Delegation Log

Who Obtains Consent?



How should consent be administered? 

• Timing: before participation 

• Environment: private, confidential dialogue can take place

• Fully inform all pertinent aspects of the trial 

• Orally and EC approved information sheet

• Non-technical and practical language

• Do no use language

• to coerce or unduly influence to participate 

• that causes/appears to waive any legal rights or appear to release 

the investigator, institution, sponsor or their agents from liability for 

negligence

• Provide ample time and opportunity to inquire about the details of the trial 

and answer questions
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What information should be provided to 

participants? 

• Voluntary, can refuse, withdraw anytime

• Access to participant original medical records for verification, 

ensuring confidentiality, by monitors, auditor, ECs and reg. 

authorities

• Participants identify will be kept confidentiality

• If new information becomes available that is relevant to 

participation it will be provided in a timely manner

• Payments for participation, expenses to the participant



What information should be provided to 

participants? 

• Contact details

• for further information and the rights of the participant

• event of trial-related injury

• Circumstances and/or reasons under which the subject's 

participation in the trial may be terminated

• Expected duration of participation in the trial

• Approximate number of participants involved in the trial
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• The Participant or LAR/PR/SDM/MTDM and the person 

obtaining consent must sign and date the consent form

• All signed forms must be retained for 15 years

• Original signed consent form (and information sheet) is kept with 

the study file, 

o One full copy filed in patient’s medical records

o One full copy given to patient/PR/SDM/MTDM

• The consent process should be documented in the patient’s 

medical record

• All consents will be reviewed at Site Monitoring Visits

Consent Documentation



• The participant and/or their LAR/PR/SDM/MTDM may withdraw their 

consent to participate in the study at any time

• Please seek permission (with discretion) to

o use all trial data 

o use trial data collected up to date of withdrawal

o access medical record to obtain health information

o contact participant at 30-days, 6 and 12-months to obtain health 

information

o complete follow-up questionnaires by telephone or face-to-face 

visit to obtain health information

• Complete the “Participant Withdrawal of Participation” found on the last 

page of the Information Sheet and Consent Form

• Document in the patient’s medical records and study file

Withdrawal of Consent
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Data Collection

• Data collected up to 12 months post-enrolment, or to 

death (whichever occurs first)

• eCRF built using Spinnaker

• Keep your login ID and password information 

confidential

• All data definitions and explanations are explained 

thoroughly within the database by selecting the            

information button 

• There is not a separate data dictionary  or study 

completion manual



Database & eCRF

https://stepcare.spinnakersoftware.com
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Database Home Page



Randomising & Screening   

Patients











Randomising a Patient



Patient Summary



Hourly Observations



• Tyes of Protocol Deviation's

o Enrolment of ineligible patient

o Failure to comply with allocated temperature management 
strategy

o Failure to comply with allocated blood pressure management 
strategy 

o Failure to comply with allocated sedation management strategy

o Other

• Document one Protocol Deviation per PD form

• Enter Protocol Deviation CRF onto the database ASAP

• Describe the deviation and corrective action taken

Protocol Deviations



Protocol Deviations



Protocol Deviations



Complications – Safety Events



Unexpected Serious Adverse Events



Unexpected Serious Adverse Events



Unexpected Serious Adverse Events





• Safety events will be reported during the intensive care unit stay 

only

• Safety events should be reported within 24 hours from 

awareness of the event

• The specific safety events will be reported whether they are 

considered related to the intervention or not

• The relatedness between the trial interventions and the 

unexpected serious complications should be determined by the 

local investigator

Safety reporting



eCRF feedback
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fbass@georgeinstitute.org.au



35



36



https://stepcare.org/





Monitoring

• The purpose of monitoring is to ensure that the clinical trial is 

conducted in accordance with the study protocol, GCP and any local 

regulatory requirements

• Early visits conducted to pick-up any consistent errors and to discuss 

issues (if any)



Remote Monitoring
Josef to discuss
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Source Data Verification

• The purpose of SDV is to document the existence of the patient 

and substantiate integrity of the study data collected

• A source document is the first place something is recorded i.e. 

original documents, data and records

• Data collected should be from a source document which can be 

verified by a study monitor or local/national regulatory 

authorities.

• Examples of source documents include medical notes 

(electronic or paper), laboratory results, ambulance chart, ED 

charts, ward charts, OT charts and other hospital records

• A paper case report form is not a source document
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