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	Purpose

The purpose of this SOP is to describe how the MACROBUTTON NoMacro [site name] CRS handles medical emergencies.

	References

· Manual for Expedited Reporting of Adverse Events to DAIDS

· SOP MACROBUTTON NoMacro [0.0], Management and Reporting of AEs, SAEs, and EAEs
· HVTN MOP, section on General Considerations for Clinical Safety of Participants
· HVTN MOP, section on Unblinding
· Internet-based educational video that describes the use of emergency equipment, emergency response improvement, and office staff training: http://www.officeemergencies.ca/video 

· American Heart Association’s video on Guidelines for CPR: https://www.youtube.com/watch?v=O9T25SMyz3A 
· SAHPRA’s policy on Emergency Procedures for Clinical Trial Sites
· Republic of South Africa Department of Health’s Standard Treatment Guidelines and Essential Medicines – Primary Healthcare

· Republic of South Africa Department of Health’s Standard Treatment Guidelines and Essential Medicines – Hospital Level Adults

	Definitions

· A medical emergency is defined as a situation requiring immediate medical intervention. It may include, but is not limited to, breathing problems, a change in mental status, chest pain, fainting or loss of consciousness, or sudden dizziness.
· Anaphylaxis is defined as a serious life-threatening generalized or systemic hypersensitivity reaction and a serious allergic reaction that is rapid in onset and might cause death. 
· Vasovagal reaction is defined as a stimulation of the vagus nerve resulting in slowed pulse, pallor, feeling of light headedness, possible loss of consciousness, and possible nausea, most likely as a reaction to a venipuncture or injection.

	Scope

This SOP applies to all CRS staff members.

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Emergency Preparedness and Immediate Management

1. Clinical Staff

a. All clinical staff members maintain MACROBUTTON NoMacro [insert appropriate local or national requirements for standard of practice]certification related to medical emergency management.

i. All personnel responsible for administering study product and who are immediately available for providing the clinical assessment and treatment for reactions to the study product should have training and active certification in Basic Life Support (BLS) or equivalent, such as first response cardiopulmonary resuscitation (CPR). At least one staff member who has training and active certification in an appropriate Advanced Life Support (ALS) course such as Advanced Cardiac Life Support (ACLS) or Advanced Medical Life Support (AMLS) or equivalent should be on-site and available at all times during study product administration, including during the observation period after study product administration is complete, to be able to provide airway management and to initiate the treatment of circulatory collapse, if necessary. 

ii. The MACROBUTTON NoMacro [insert title of appropriate staff person] ensures that the CRS staff follow applicable laws regarding who may provide emergency medical services. 

b. All clinical staff members follow universal precautions (e.g. wear gloves) when managing a medical emergency. 

c. The MACROBUTTON NoMacro [insert title of appropriate staff person] is responsible for the emergency management of the participant and directs others to obtain assistance or supplies. If a MACROBUTTON NoMacro [insert title] is not present, MACROBUTTON NoMacro [insert appropriate title] manages the participant.

d. Emergencies are handled as described in sections C through E of this SOP.

e. The MACROBUTTON NoMacro [insert title of appropriate staff person] ensures that medication and equipment are readily available to stabilize a participant with a medical emergency (see Section B). The MACROBUTTON NoMacro [insert title of appropriate staff person] checks these supplies at least monthly to ensure proper working equipment and use of non-expired medications. 
i. The designated area for the delivery of emergency care and for storing all emergency medication and equipment is  MACROBUTTON  AcceptAllChangesInDocAndStopTracking [describe location where product administration/observation occur].  OR Portable office emergency medication and equipment (e.g. on a self-contained rolling cart, within carrying cases) are stored in  MACROBUTTON  AcceptAllChangesInDocAndStopTracking [describe location where product administration/observation occur]. 
ii. The MACROBUTTON NoMacro [insert title of appropriate staff person] ensures that supportive tools for emergency management and emergency record-keeping (e.g. treatment plans, flow sheets, dose charts) are stored with the emergency supplies. 

iii. The MACROBUTTON NoMacro [insert title of appropriate staff person] is responsible for 1) periodically verifying the location and content of emergency equipment and medications, 2) restocking items, 3) checking expiry dates of medications and other items (e.g. band-aids, needles, syringes), 4) checking batteries monthly or if the safety seals on medications have been broken, and 5) verifying the proper functioning of equipment. 

iv. The MACROBUTTON NoMacro [insert title of appropriate staff person] maintains a supply checklist that is kept with emergency supplies to document when and by whom the verification/review of supplies is performed. 
f. If emergency medical service is needed, MACROBUTTON NoMacro [insert staff title] contacts emergency support by MACROBUTTON NoMacro [insert method of contact of emergency response]. This individual is prepared to provide information to the emergency dispatcher, including: 1) clinic address and location of the clinic and patient within the building, 2) the meeting location for EMS (if different than clinic location), 3) the participant’s age, condition, and vital signs, 4) the preferred transport destination, and 5) need for an Advanced Life Support Unit, when required.  

i. The expected response time by local EMS is MACROBUTTON NoMacro [insert time in minutes, as confirmed by CRS with local EMS]. The MACROBUTTON NoMacro [insert title of appropriate staff person] provides additional treatment at the CRS, as needed, before the participant departs with EMS and is responsible for study participants until they reach a receiving facility. 

ii. The capabilities and level of response provided by local EMS include MACROBUTTON NoMacro [insert levels of response, e.g. paramedic, as confirmed with local EMS].

iii. In the event that a participant requires transfer to an outside facility (e.g. emergency department) for further evaluation and/or care, the MACROBUTTON NoMacro [insert title of appropriate staff person] ensures that a copy of the Emergency Record is sent with the participant. A template Emergency Record is included in Section H. 
g. The MACROBUTTON NoMacro [insert title of clinician] reminds the participant of the 24-hour emergency contact number, contacts the participant within MACROBUTTON NoMacro [insert # hours] of the emergency, and follows the clinical course of the participant.

2. Non-Clinical Staff
a. If a medical emergency occurs in the absence of clinical staff on the unit (i.e. when no participants are receiving study product), MACROBUTTON NoMacro [insert emergency contact information] is called immediately and the MACROBUTTON NoMacro [insert title of clinical staff] is contacted.

3. Additional Staff

a. MACROBUTTON NoMacro [insert title of appropriate staff person] reviews the emergency plan, including personnel assignments and procedures, MACROBUTTON NoMacro [insert frequency].

b. MACROBUTTON NoMacro [insert title of appropriate staff person] reports the medical event per protocol.

c. Specific roles of other CRS staff in the overall emergency management plan of the participant include MACROBUTTON NoMacro [insert title of appropriate staff person].

4. The emergency 24-hour contact number for trial participants for participants experiencing adverse events is: MACROBUTTON NoMacro [insert contact number].
B. Emergency Supplies
1. The CRS maintains all supplies listed in SAHPRA’s current Policy on Emergency Procedures for Clinical Trial Sites (see table below), either in the clinic or in reasonably close proximity to where clinic activities are taking place. 
DEVICES TO OPEN AND PROTECT AIRWAY
Laryngoscope set
Handle with adult and/or pediatric blades, spare bulbs and spare batteries
Tracheal tubes
Uncuffed and/or cuffed; available sizes dependent on population seen in unit
Tape or equivalent to tie tube in place
Oropharyngeal airways
Available sizes dependent on population seen in unit
Pulse Oximeter
EQUIPMENT FOR DIFFICULT INTUBATION
Introducers for ET tubes
Available sizes dependent on population seen in unit
Magill’s forceps

Adult and/or pediatric
Laryngeal masks
Available sizes dependent on population seen in unit
DEVICES TO DELIVER OXYGEN AND TO VENTILATE PATIENTS
Bag valve ventilation devices
With oxygen reservoir and adult and/or pediatric masks
Oxygen delivery devices
Oxygen supply
EQUIPMENT TO DIAGNOSE AND TREAT CARDIAC DYSRHYTHMIAS
Defibrillator or Automated external defibrillator
With conductive paste or pads, paddles, electrodes in appropriate sizes dependent on population seen in unit
DEVICES TO GAIN INTRAVASCULAR ACCESS
IV cannulae (various)
Available sizes dependent on population seen in unit
Needles and syringes (various)
Available sizes dependent on population seen in unit
Sharps container
IV administration sets
Available sizes dependent on population seen in unit
EQUIPMENT FOR MONITORING AIRWAY, BREATHING AND CIRCULATION
Stethoscope
Available sizes dependent on population seen in unit
Non-invasive blood pressure monitoring device
Available cuff sizes dependent on population seen in unit
Thermometer
Glucometer
APPROPRIATE HARDWARE
Drip stand or equivalent hanging device
Suction devices and suction catheters
Universal precautions
Gloves etc.
ESSENTIAL MEDICINES
Adrenaline (Epinephrine)
Antihistamine (e.g., promethazine)
Aspirin
Atropine
Dextrose 50 % IV
Diazepam
Hydrocortisone
Lignocaine IV
IV SOLUTIONS
Ringer’s lactate or
0.9 % NaCl (sodium chloride)
2. MACROBUTTON NoMacro [supplies listed below are optional; delete this section if CRS does not stock them] In addition to the SAHPRA-required supplies, the CRS maintains the following:

a. Cardiac arrest board/backboard
b. Arm boards, tape, tourniquets
c. Nebulizer or metered dose inhaler (MDI) with spacer and/or masks 

d. Salbutamol or equivalent for inhalation or for MDI
e. Ammonia inhalant
C. Recognition and Management of Anaphylaxis

1. Signs and Symptoms of Anaphylaxis: MACROBUTTON NoMacro [adapt in consultation with your clinical staff, equipment, and local guidelines]Anaphylaxis is highly likely when any 1 of the following 3 criteria is fulfilled:
a. Sudden onset (minutes to several hours) of an illness involving the skin, mucosa, or both (e.g. generalized hives, pruritus or flushing, swollen lips, tongue, and/or uvula) and at least 1 of the following:

i. Sudden respiratory compromise (e.g. dyspnea, wheeze, cough, stridor, hypoxemia)

ii. Sudden reduced blood pressure (BP) or associated symptoms of end-organ dysfunction (e.g. hypotonia, syncope, incontinence)

b. Sudden onset (minutes to several hours) after exposure to the study product or other trigger for the participant of 2 or more of the following:

i. Involvement of the skin or mucosal tissue (e.g. generalized hives, pruritus or flushing, swollen lips, tongue, and/or uvula)

ii. Respiratory compromise (e.g. dyspnea, wheeze cough, stridor, hypoxemia

iii. Reduced BP or associate symptoms of end-organ dysfunction (e.g. hypotonia, syncope, incontinence)

iv. Gastrointestinal symptoms (e.g. abdominal cramping, vomiting)

c. Reduced blood pressure occurring rapidly (minutes to several hours) after exposure to the study product or other trigger for the participant (e.g. in adults, systolic BP < 90mmHg or > 30% decrease from baseline).
2. Initial Management of Anaphylaxis  MACROBUTTON  AcceptAllChangesInDocAndStopTracking [adapt in consultation with your clinical staff and equipment - these are examples] 
a. Remove exposure to the trigger, if possible

b. Assess the patient’s circulation, airway, breathing, mental status, skin, and body weight (per measurement previously recorded). 
c. Promptly and simultaneously: 1) call for help (e.g. resuscitation team if in a hospital, EMS if in the community), 2) inject adrenaline IM, and 3) position participant in a supine (lying) position, or in a position of comfort if there is respiratory distress and/or vomiting, and elevate lower extremities. 

i. Give adrenaline (e.g. epinephrine) IM in the mid-anterolateral aspect of the thigh, 0.01 mg/kg of a 1:1,000 (1 mg/mL) solution, for a maximum of 0.5 mg (adult). 

ii. Record the time of the dose and repeat, if indicated. 

iii. Most patients respond in 1 or 2 doses. 

d. If indicated, establish airway (e.g. face mask or oropharyngeal airway) and give high-flow supplemental oxygen (6-8 L/min).

e. Establish IV line using needles or catheters with wide-bore cannulae (14-16 gauge) if not already established, and if indicated, give 1-2 liters of 0.9% (isotonic) NS rapidly (e.g. 5-10 mL/kg over 5-10 minutes in an adult). 

f. If indicated, at any time administer CPR according to local guidelines. 

g. Monitor vital signs (blood pressure, cardiac rate and function, respiratory status and oxygenation) continuously or at frequent, regular intervals. 

h. If there are no contraindications, consider administration of antihistamines, glucocorticoids (IV, IM, or PO, as appropriate), and/or salbutamol (via nebulizer or MDI) as adjunctive therapy. 

i. All participants with anaphylaxis should be transported to the nearest Emergency Room by ambulance for further care.

D. Management of Vasovagal Reaction

1. Signs and Symptoms of Vasovagal Reaction

a. Signs and symptoms occur within seconds or minutes of exposure and may include:

i. apprehension, weakness, nausea, light headedness, pallor, diaphoresis, hypotension (low blood pressure), transient loss of consciousness

ii. rhythmic pulse and normal respirations are maintained

iii. transient loss of consciousness generally resolves quickly

2. Management of Vasovagal Reaction  MACROBUTTON  AcceptAllChangesInDocAndStopTracking [adapt in consultation with your clinical staff and equipment - these are examples] 
a. If the participant is seated, place participant’s head between their legs.

b. If condition does not improve, lay participant on their back with head to side and elevate their feet.

c. If the participant becomes unconscious, use ammonia inhalant, if available and appropriate.

d. Monitor vitals (pulse, respirations and blood pressure) until the participant leaves the clinic. 

e. Once participant regains consciousness, keep in lying position with their feet elevated for several minutes. Observe in clinic for an additional 30 minutes and discharge if stable.

f. If there is continued unconsciousness (for example, if after several minutes), consider calling for transport to the nearest emergency room.
g. If the participant is conscious but remains with persistent (e.g. for at least 5 minutes) symptomatic bradycardia or tachycardia, call MACROBUTTON NoMacro [insert emergency contact information] immediately for transport to the nearest emergency room.

E. Management of Other Serious Medical Emergencies (i.e. potential cardiac chest pain, myocardial infarction, seizure, etc.)  MACROBUTTON  AcceptAllChangesInDocAndStopTracking [adapt in consultation with your clinical staff] 
F. Reporting
1. Adverse Experience/Serious Adverse Experience

a. The physician assesses the emergent event using the Manual for Expedited Reporting of Adverse Events to DAIDS. S/he documents the event in the participant’s progress notes and on the appropriate CRFs and SAE or EAE form if necessary, according to protocol specific requirements and SOP MACROBUTTON NoMacro [0.0], Management and Reporting of AEs, SAEs, and EAEs.

G. Emergency Unblinding:

1. The CRS follows the HVTN MOP section on Unblinding, which is secure, readily available at all times during the trial, and does not allow breaks of the blinding to go undetected. 
H. Template Emergency Record MACROBUTTON NoMacro [CRS may utilize this tool or a suitable alternative] 
Patient: __________ Date: __________ Time: __________

Physician: __________ Nurse: __________ Other: __________

Nurse: __________ Nurse: __________ Other: __________

Time

Intervention

Medication/Dose/Route

HR

RR

BP

Temp 

Pox

O2

CPR

Emergency start time: 

Transferred to:

EMS time called: 

Physician referred to:

EMT time arrived:

Diagnosis:

EMS time departed:

Paramedic names:

IO size/location:
IV size/location:
Discharge instructions:
Medical provider:
Date and time:


	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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