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Background
An Oral Food Challenge (OFC) is performed under medical supervision to confirm or disprove a current diagnosis of food allergy (or other adverse reaction to food). The need to perform an OFC is based on patient history, age, time since last reaction, characteristics of previous adverse food reaction, the results of allergen-specific allergy testing (skin prick tests or serum food-specific Immunoglobulin E [IgE] testing), along with importance of the food to the patient because of nutritional value and ethnicity, and anxiety related to potential risk of life-threatening anaphylaxis. 

Common foods tested include peanuts, tree nuts (for example, cashews, macadamias, hazelnuts), wheat, dairy, egg, soy, fruits, fish and shellfish.  

Key Objective
That an OFC is undertaken in a safe and appropriate manner. 

Alert: During the OFC, there is a risk of an allergic reaction/anaphylaxis.  Anaphylaxis is a severe allergic reaction which can manifest in more than one organ system.  Anaphylaxis is a medical emergency and therefore requires immediate medical management. Refer to the Management of Anaphylaxis in Adults and Children Clinical Guideline.
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This guideline pertains to the management of OFCs at Canberra Health Services (CHS) for:
infants, children and adolescents (aged 0-16 years) in the Paediatric Day Stay Unit (PDSU), 
adults at the Day Therapy Unit, Canberra Region Cancer Centre (Level 4, Building 19), 
all adult patients in the Adult High Dependency Unit (HDU).  

Local escalation policies, such as the Paediatric Early Warning Score (PEWS) and Modified Early Warning Score (MEWS) should be used in conjunction with this guideline.

This clinical guideline applies to the following groups of CHS staff working within their scope of practice: 
Medical Officers
Registered nurses, registered midwives and enrolled nurses 
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Oral Food Challenges in Paediatrics (PDSU):

Referrals
Referrals (Request for Admission [RFA]) are accepted from the treating Immunologist/Paediatrician, with all children admitted on the day of OFC under the care of a Paediatrician and the referring Consultant. 

The OFC will be performed according to the Australasian Society of Clinical Immunology and Allergy (ASCIA) protocol. 

Booking
· A RFA for an OFC in PDSU should outline the patient history and risk assessment:
· Risk Assessment: Children will be assessed by the referring Immunologist/Paediatrician for risk of adverse reaction, based on the presence or absence of serious allergic reactions in the past, the presence of asthma requiring a preventer drug, or other factors considered by the referring specialist or supervising Paediatrician to convey a higher risk.  For the OFC to proceed, each child should have had skin prick testing for the allergen within the last 12 months. After discussion with the treating Immunologist/Paediatrician, repeat skin prick testing can be organised on the day of the challenge if needed. 
· The family will receive an appointment letter and a phone call from the Paediatric Outpatient Department (POPD) Nurse to arrange admission and advise of any food that may need to be provided, e.g. M&Ms/peanut butter for a peanut OFC, cake for a baked egg OFC, as per the ASCIA protocol, and any other food that the child may need for the entire day. Paediatric Administration team members may also contact families for bookings and provide contact numbers for nursing staff if parents need additional information or support. 
· Children are not routinely required to fast prior to testing. 
· The child will be asked to arrive by 0830 or 0900 hrs to allow for testing time and 2 – 4 hours post-test observation time to be completed within business hours. 
· The child’s family should notify the PDSU if an accidental exposure has occurred while waiting for OFC admission that might make the OFC unnecessary. 


Oral Food Challenges in Adults:

Referrals
A request for an OFC is received in writing (Allergy Challenge Booking form for Day Therapy Unit, RFA for HDU) from the Immunologist and the patient is admitted on the day of OFC under the care of the referring Immunologist (unless they are away, in which case the patient is admitted under the care of the Immunologist on call). The protocol for the OFC is to be submitted at the time of the booking request. Each patient will be assessed on the day of admission by the Immunology Registrar prior to the OFC and as needed throughout the OFC.

Booking 

· A request for an OFC will be received by the Immunology Nurses in writing from the Immunologist (Allergy Challenge Booking form/RFA) outlining the specific protocol, patient history and risk assessment: 
· Risk Assessment: The patient will be assessed by the Immunologist for risk of adverse reaction, based on the presence or absence of serious allergic reactions in the past, the presence of regular asthma requiring a preventer drug, or other factors considered by the referring specialist to convey a higher risk. Any patient classified as high risk will have the OFC performed in the HDU.
· An appointment letter is sent and the Immunology Nurse will contact the patient to arrange admission and advise of food that may need to be provided, e.g. peanut butter for peanut OFC, cake for egg OFC, and any other food that the patient may need for the entire day. 
· The patient will be asked to arrive by 0830 hrs (for HDU) or 0900 hrs (Day Therapy Unit) to allow for baseline assessment, cannulation if required, testing time and 2-hour post-test observation time to be completed within business hours.
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· Patients must be in good health i.e. no fever, intercurrent illness or reported symptoms that may interfere with their ability to complete the OFC, or confound the ability to interpret the results (e.g. unstable asthma, severe eczema).
· Asthma should be well controlled in the 2 weeks prior to OFC, i.e. reliever medication required < 2 times per week. Patients should have an up-to-date asthma action plan.
· The nurse or Medical Officer will obtain and record baseline vital signs on the appropriate observation chart as per the Vital Signs and Early Warning Scores Procedure including PEWS, height and weight (for PDSU) and MEWS and weight for adult patients.
· Adults > 50 years of age with cardiac history should have an electrocardiogram attended and reviewed by Medical Officer as part of their baseline assessment.
· Assess the patient for signs of active allergic disease, i.e. asthma, allergic rhinitis, eczema or other skin conditions that may result in inaccurate interpretation of the results.
· Obtain a medication history, with particular attention to medications known to interfere with test results e.g. antihistamines, steroids, beta agonists. As cessation of medications is not always practical, medications potentially interfering with test results should be discussed with the Immunologist. Adult patients should provide a complete list of medications.  

Alert: It is recommended that antihistamines are not taken for 5 days prior to the OFC. This is communicated in a letter to patients/families, and verbally at the time of booking.

· Obtain a thorough description of any previous adverse reaction.
· A full explanation of the OFC process is provided to the parent/guardian and child (paediatrics) or adult patients (adults) including the early signs of an adverse reaction, on admission. 
· Obtain verbal consent and document the consent discussion in the clinical record   (paediatrics), or obtain written consent (adults).
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Paediatrics:
· Each child will be assessed by the Paediatric Registrar prior to commencement of the OFC, midway through the OFC and at completion of the OFC, or as requested by the Registered Nurse. The Registrar will confirm allergy history, risk of adverse reaction (low, moderate or high risk as documented by the referring Immunologist/Paediatrician) and at the end of the challenge, counsel families on reintroduction of the food, as per the ASCIA protocol.
· Each child will be allocated a named staff member who will be responsible for their care throughout the OFC, for administration of the protocol and all observations.
· The allergen dose will be measured by weight and will be double signed by nursing staff prior to administration. 
· The OFC will be carried out in an area that allows for constant observation by staff and easy access to emergency equipment, whilst allowing a suitable environment for play.
· Reinforce signs and symptoms of potential adverse reactions to the parent/guardian and instruct them to report any concerns to staff immediately, i.e. wheeze, vomiting, rash or hives, abdominal pain, swelling or tingling inside the mouth.
· Orientate the parent/guardian to the nurse call button and emergency call button.
· For information on clinical symptoms and signs of acute allergic reaction and the emergency management of anaphylaxis, refer to the Management of Anaphylaxis in Adults and Children Guideline, Sections 2 and 3.
· The Paediatric Registrar is to order the dose of Adrenaline on the medication chart in accordance with child’s weight.  The dose is Intramuscular Injection (IMI) 0.01mg/kg/dose, up to a maximum of 0.5mg, administered into the outer mid-thigh. 
· Ensure that loratadine syrup, fexofenadine syrup (children < 2 years), prednisolone syrup and salbutamol inhaler with spacer and mask are available as treatment options for potential allergic reactions and are charted as pro re nata (PRN) medications. 
· Ensure that monitoring and emergency equipment is readily available i.e. oxygen and suction equipment, bag valve mask, oxygen saturation monitor, emergency trolley. 
· [bookmark: _Hlk86403835]Vital signs will be monitored hourly post allergen dose, or more frequently if signs of an adverse reaction occur.
· The child will be required to stay at PDSU for a minimum period of 2 hours after the last dose of allergen to observe for a delayed reaction.  If an adverse reaction has occurred, the stay is increased to 4 hours, or as advised by the Paediatrician or Immunologist.

Adults:
· Each patient is allocated to an Immunology Nurse responsible for the administration of the OFC protocol.
· The allergen dose will be measured by weight and will be double signed by nursing staff prior to administration. 
· The OFC will be carried out in an area that allows for constant observation by staff and easy access to emergency equipment. 
· Reinforce signs and symptoms of adverse reaction to patient and instruct them to report any concerns to staff immediately, i.e. wheeze, vomiting, rash or hives, abdominal pain, swelling or tingling inside the mouth.
· Orientate the patient to the nurse call button and emergency call button.
· For information on clinical symptoms and signs of acute allergic reaction and the emergency management of anaphylaxis, refer to the Management of Anaphylaxis in Adults and Children Guideline, Sections 2 and 3.
· Refer to Medication Standing Order CHS20/030 Adrenaline for Management of Anaphylaxis.
· Vital signs will be monitored after each dose of allergen – prior to the next dose- (approximately every 20-30 mins), or more frequently if signs of an adverse reaction occur. Peak Expiratory Flow Rate should be done every 15 to 30 minutes.
· Each patient will be required to stay on the ward for 2 hours after the last dose of allergen, to observe for delayed reaction (or longer at the discretion of the treating Immunologist).
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As above, the OFC will be performed in accordance with the ASCIA or Immunologist prescribed protocols. Allergen doses are usually administered at 20 - 30 minutely intervals at increasing strength and weight, or as per protocol. Progress will be recorded on the Allergy Challenge Record, including any adverse reactions. 
 
Allergen dosing is measured by weight rather than volume, and each dose is checked with the patient (or parent/guardian) and signed by 2 registered clinicians (Registered Nurse or Medical Officer). 





Note:  
Allergen contact with the skin around the lips and mouth may cause minor redness, spots or swelling that is not indicative of a systemic reaction. To avoid this, allergen residue on the skin and lips should be immediately wiped with a clean cloth. Discourage the patient from licking the lips or holding food in the mouth that may spread to the skin.  

If no adverse reaction occurs after 30 minutes from an allergen dose, or for the period stated in protocol, proceed to the next dose.  

Adverse Reaction 
Refer to the Management of Anaphylaxis in Adults and Children Clinical Guideline Sections 2 and 3 for information on clinical symptoms and signs of an acute allergic reaction, and the emergency management of anaphylaxis.

Paediatrics:
The referring Immunologist/Paediatrician should be contacted if concerns or queries arise. In the event of anaphylaxis, the appropriate senior clinician to notify is the on-call Paediatrician.

Adult patients:
The Immunology Registrar or on-call Immunologist is to be informed of any adverse reaction with the referring Immunologist contacted as appropriate.

Alert: Non-anaphylaxis allergic reactions in young children may include profuse vomiting and/or diarrhoea (such as in Food Protein Induced Enterocolitis Syndrome (FPIES)), requiring timely assessment by the admitting team.  

Test completion

Paediatrics:
The Paediatric Registrar will provide a clinical letter (to the family, General Practitioner [GP] and referring clinician) outlining the OFC process and a plan for reintroduction of food as per the ASCIA protocol. They will also forward test results to the referring Immunologist who will then provide comprehensive interpretation and advice to the family. The family will be directed to book the next clinic appointment. Any adverse reaction at home will require presentation to the patient’s GP/Emergency Department. The family will be contacted by a PDSU/POPD nurse within one week to ensure continued reintroduction of the food.

Adults:
Nursing staff will notify the Immunology Registrar and Immunologist of OFC completion. A letter from the Registrar and Immunologist outlining the result of the OFC is sent to the patient’s GP and a copy is provided to the patient.
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Outcome
· All staff who are caring for patients requiring OFC are aware of the safe management of OFC.
· OFCs for adults and children are conducted safely.
· Allergic reactions/anaphylaxis occurring during OFC are closely monitored for and managed promptly.
 
Measures
· Ongoing monitoring and discussion among the OFC team in clinical areas.
· Regular assessment and monitoring of all RiskMan clinical incident notifications related to OFC and with particular attention to adverse events leading to activation of Medical Emergency Team response.
· Outcomes of all adult allergy challenges (including OFC) are discussed at the 4-weekly Allergy Meeting.
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Policies
· Informed Consent- Clinical 
· Nursing and Midwifery Board of Australia (NMBA) Requirements for Practice
· Medication handling

Procedures:
· Patient Identification and Procedure Matching 
· Vital Signs and Early Warning Scores Procedure

Guidelines 
· Management of Anaphylaxis in Adults and Children 

Legislation
Health Records (Privacy and Access) Act 1997
Human Rights Act 2004
Work Health and Safety Act 2011

Other
Australian Charter of Health Care Rights
Medication Standing Order CHS20/030 Adrenaline for Management of Anaphylaxis
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Allergen, allergy, allergic, anaphylaxis, food, intolerance, food challenge, OFC.
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Disclaimer: This document has been developed by Canberra Health Services specifically for its own use.  Use of this document and any reliance on the information contained therein by any third party is at his or her own risk and Canberra Health Services assumes no responsibility whatsoever.
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