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1. Purpose/scope
The rights, safety and well-being of trial participants are the most important considerations in a clinical trial, and the investigator/intuition should ensure that adequate medical care is provided for any AEs (ICH GCP(R2)). Staff working in a facility also need appropriate care in case they become ill and need referring to another facility. This procedure therefore describes the process for safely evacuating a participant or staff member due to a medical emergency from the clinical trial facility. It applies to all staff working within the trial facility and is particularly important for sites conducting early-phase trials when planning is critical. The exact nature of evacuation and the roles of staff will depend on the trial and site set-up. See WWARN Procedure SAF05 for a similar process more suited to field sites.
2. Abbreviations

ACLS

Advanced Cardiac Life Support

AE

Adverse Event

BLS

Basic Life Support

GCP

Good Clinical Practice

ICU

Intensive Care Unit

PI

Principal Investigator
SAE

Serious Adverse Event

3. Definitions
Adverse event (AE)

Any untoward or unfavourable medical or psychological occurrence in a participant, including any abnormal laboratory finding, symptom or disease. An AE does not necessarily have a causal relationship with the research or any risk associated with the research.

Serious Adverse Event (SAE) or Serious Adverse Drug Reaction

Any untoward medical occurrence that at any dose, results in death, is life-threatening, requires inpatient hospitalization or prolongation of existing hospitalization, results in persistent or significant disability/incapacity, or is a congenital anomaly/birth defect.

4. Associated forms
SAF02.1 Trial-specific emergency contact details form (updated before each trial, and continually reviewed)

SAF02.2 Trial-specific phrases (when making telephone contact about a medical emergency)

SAF02.3 Agreements between the facility and the various emergency service providers, e.g. ambulance service, emergency department group, and receiving hospital (reviewed, and updated if needed, at least 28 days before dosing starts).
5. Procedure
5.1 Responsibilities and planning
· For early phase trials (such as first-in-human trials), throughout a trial admission period, there will be at least two health professionals in the facility 24 hours per day, 7 days per week (24/7) trained to handle medical emergencies. For early-phase trials, at least one will be ACLS-trained and the other at least BLS-trained
· There will also be at least one ACLS-trained medical doctor remaining in the ward from 07h00 to 18h00 throughout the admission period, with an ACLS-trained medical doctor remaining in the ward 24/7 from the time of dosing until 12 hours after the predicted time of maximum concentration (Tmax) 

· For other types of trials, the training of team members may be as appropriate to the risk and available staff, however as a general rule, all clinically qualified trial team members must be able to deal with emergency medical situations: non-clinicians should be trained in BLS while clinicians should be trained in ACLS
· Emergency procedures (including transfer of a stretcher to the ambulance) should be regularly trained as appropriate to the trial (e.g. every 3 months for phase 1 units) as documented in the training records
· The trial facility staff will also check the emergency trolley throughout the trial according to a defined process
5.2 Process in the event of a medical emergency
The participant should be rapidly assessed and stabilised by the clinical staff on duty, with the most senior clinical staff member(s) taking the lead. In case of resuscitation, if a paramedic on duty he/she should take the lead, assisted by the nurses and investigator/Investigator-on-call.
· If the participant’s condition is deemed unstable, the following procedure should be followed by available support staff:

· The paramedic/investigator to remain with the participant while a nurse contacts the ambulance call centre to dispatch an ambulance, and provide the following information: brief description of the condition of the participant, directions to enter the building, and that referral of the participant to the receiving hospital has been arranged 

· A nurse to contact security (__________________) to arrange for ambulance crew entry
· An investigator/nurse to contact the PI/sub-investigator (if not already involved) to inform them of the nature of the medical emergency and actions taken
· The PI/sub-investigator to contact the emergency department group/emergency physician-on-call to inform them of the nature of the medical emergency, actions taken and that the participant is expected to arrive at the hospital in 10-15 minutes
· The emergency department group/emergency physician-on-call to contact the hospital ICU physician-on-call to arrange an ICU bed
· Resuscitation by trial staff should be continued until hand over to the ambulance service
· If the participant’s condition is deemed stable, the investigator should decide on further management and referral to clinical care:

· Consult a relevant medical specialist, if indicated
· If transfer is required, a nurse must contact the ambulance call centre to request an ambulance (as above) and notify security to expect and facilitate entry for the ambulance crew
5.3 Documentation
For trial participants, all relevant source documents should be completed with details of the AE/SAE and the relevant authorities (Sponsor, regulatory authority, ethics committee) notified of the event according to trial-specific safety procedures.
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