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[bookmark: _Toc207966943]Purpose 
The purpose of this procedure is to provide clinicians with information on the safe and effective oral penicillin desensitisation of pregnant patients with penicillin allergy who do not have alternative treatment for syphilis infection. 
This procedure provides clinicians with best practice information for assessment and management of patients and for educating and supporting patients and their carers.  
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This document applies to the following Canberra Health Services (CHS) staff working within their scope of practice at Canberra Hospital:
Medical Officers
Nurses and Midwives  
Students under direct supervision.
This procedure applies to pregnant patients with a known penicillin allergy who require treatment for syphilis infection.
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A thorough patient history needs to be obtained to clarify details about type, timing, duration and severity of their previous reaction to penicillin and identify any contraindications to desensitisation.
Desensitisation is contraindicated in patients with a history of delayed severe immune-mediated hypersensitivity, including:
drug rash with eosinophilia and systemic symptoms (DRESS)
Stevens–Johnson syndrome/toxic epidermal necrolysis (SJS/TEN)
acute generalised exanthematous pustulosis (AGEP)
acute interstitial nephritis
drug-induced liver injury
haemolytic anaemia.
When desensitisation to penicillin is contraindicated, assess for other antibiotic allergy including cephalosporin and seek expert advice on alternative management options.
When desensitisation is indicated, a dating ultrasound scan should be performed, if possible, prior to the procedure, unless already available, to confirm dates and viability.  
Once the patient is confirmed as needing penicillin desensitisation and a procedure date is set, the hospital pharmacy should be notified and supplied the protocol to ensure medications are available without delay on the day of the procedure.
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Desensitisation should be performed in a hospital setting, ideally in hospital in the home (HITH), where the patient can be closely monitored and resources to manage anaphylaxis and threatened airway are available, including experienced staff, intravenous access, medications and equipment. In cases of severe anaphylaxis, desensitisation can be considered in the intensive care unit.
It should be noted that the oral desensitisation process and first intended penicillin treatment dose administration can take up to 6 hours.
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Patients should have the opportunity to discuss the indications for desensitisation, process of desensitisation, potential adverse events including anaphylaxis (3% of which could lead to premature delivery) and risk of foetal loss and give informed consent. To support primary teams, the Immunology team should be consulted early in the process once the patient has been identified as potentially requiring desensitisation.
Patient should also be aware that the effect of desensitisation is temporary and once their course of therapy has been completed that they are still allergic to penicillin. A successful desensitisation process does not de-label the patient regarding their penicillin allergy. This should be made clear as a medication alert in the patient’s hospital clinical notes on the Digital Health Record (DHR) and also in their discharge summary to the general practitioner (GP) and other relevant specialists on discharge from HITH.  
If further treatment with penicillin is indicated during pregnancy, the Immunology team should be consulted again in relation to repeat desensitisation. 
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To plan desensitisation and treatment, clinicians need to take into consideration the stage of pregnancy and stage of syphilis infection (see Table 1). 
Staging of the syphilis infection is crucial and provides an indication of infectivity. This can be done with the help of the sexual health specialists at Canberra Sexual Health Centre (CSHC). 
Once a patient has been identified as possibly requiring desensitisation, both on-call Immunology and HITH teams should be consulted to make prompt arrangements for patients to undergo appropriate review and procedure. During out of hours or holiday periods the on-call consultants for each team should be contacted directly to minimise delays. 
Table1: Management strategies according to stage of pregnancy and stage of syphilis infection
	
	Symptomatic syphilis – primary or secondary 
	Early asymptomatic /latent syphilis 
< 2 years duration
	Late syphilis > 2 years or unknown duration 
	Neurosyphilis 

	1st or 2nd trimester
	Desensitise and treat urgently ideally within 48 hours to reduce risk of transmission to foetus 
Benzathine benzylpenicillin intramuscular (IM) is usually the medicine of choice
	Desensitise and treat within 14 days 
Benzathine benzylpenicillin IM is usually the medicine of choice
	Desensitise and treat within 21 days
Benzathine benzylpenicillin IM is usually the medicine of choice
	Special case: requires intravenous (IV) benzylpenicillin after desensitisation 

	3rd trimester
	Desensitise and treat as soon as possible
Benzathine benzylpenicillin IM is usually the medicine of choice
	Desensitise and treat as soon as possible
Benzathine benzylpenicillin IM is usually the medicine of choice
	Desensitise and treat as soon as possible
Benzathine benzylpenicillin IM is usually the medicine of choice
	Special case: requires admission for IV benzylpenicillin after desensitisation
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Desensitisation protocol
Table 2 details the CHS oral phenoxymethylpenicillin desensitisation protocol for pregnant persons with allergy to penicillin who need to receive oral phenoxymethylpenicillin, intramuscular benzathine benzylpenicillin, or intravenous benzylpenicillin treatments.
Table 2: Oral desensitisation protocol 
	Steps (at 15-minute intervals)
	Phenoxymethylpenicillin suspension (mg/mL)
	Volume (mL)
	Dose (mg)
	Cumulative dose (mg)

	
	Solution C (phenoxymethylpenicillin suspension 0.5 mg/mL)
	
	
	

	1
	0.5 mg/mL
	0.1 mL
	0.05 mg
	0.05 mg

	2
	0.5 mg/mL
	0.2 mL
	0.1 mg
	0.15 mg

	3
	0.5 mg/mL
	0.4 mL
	0.2 mg
	0.35 mg

	4
	0.5 mg/mL
	0.8 mL
	0.4 mg
	0.75 mg

	5
	0.5 mg/mL
	1.6 mL
	0.8 mg
	1.55 mg

	6
	0.5 mg/mL
	3.2 mL
	1.6 mg
	3.15 mg

	7
	0.5 mg/mL
	6.4 mL
	3.2 mg
	6.35 mg

	
	Solution B (phenoxymethylpenicillin suspension 5 mg/mL)
	
	
	

	8
	5 mg/mL
	1.2 mL
	6 mg
	12.35 mg

	9
	5 mg/mL
	2.4 mL
	12 mg
	24.35 mg

	10
	5 mg/mL
	4.8 mL
	24 mg
	48.35 mg

	
	Solution A (phenoxymethylpenicillin suspension 50 mg/mL, proprietary product)
	
	
	

	11
	50 mg/mL
	1 mL
	50 mg
	98.35 mg

	12
	50 mg/mL
	2 mL
	100 mg
	198.35 mg

	13
	50 mg/mL
	4 mL
	200 mg
	398.35 mg

	14
	50 mg/mL
	8 mL
	400 mg
	798.35 mg

	
	If tolerated proceed to Step 15 after 30 minutes of observation
	
	
	

	15
	Administer the form and dose of penicillin intended for treatment – this should be specified clearly in the clinical documentation
	
	
	


Procedure
Obtain written informed consent from the patient.
Insert IV cannula before commencement of the procedure.
Chart required medications.
The patient must remain under constant observation.
Baseline observations and then every 15 minutes:
· heart rate, respiratory rate, blood pressure, oximetry and peak flow
· observe for signs and symptoms suggestive of an allergic reaction: e.g. flushing, nasal congestion, pruritus, restlessness, light-headedness, urticarial rash or oro-mucosal swelling, signs of upper airway obstruction – hoarseness, stridor, lower airway obstruction – shortness of breath, chest tightness, audible wheeze, abdominal cramping, diarrhea, hypotension.
Monitoring including blood pressure measurements, spirometry and pulse oximetry should be performed more frequently if there are any concerns that an individual has an evolving allergic reaction.
A Digital Health Record (DHR) smartphrase under PENDESENSPREG (see Attachment 1) can be utilised within the DHR to clearly document the desensitisation process.
Management of reactions during desensitisation
HITH and immunology teams’ advice is required if hypersensitivity reactions occur during desensitisation.
The procedure must be terminated, and the allergic reaction treated with emergency medications if at any stage, there is objective evidence of an allergic reaction:
Forced Expiratory Volume (1st second of expired breath) (FEV1) drops by 20% or more from the baseline reading
blood pressure drops by 15-20mmHg or more
the patient develops: 
· pruritus, urticaria or mucosal angioedema
· wheeze, stridor, hoarseness of voice
· hypotension
· abdominal pain, diarrhoea or vomiting.
Minor reactions (e.g. itch, urticaria, rash or rhinorrhoea) - suspend the desensitisation protocol and discuss with the Immunology team for further advice. It may be possible to repeat the same dose until it is tolerated, or the dose can be escalated more slowly. Supportive treatment (e.g. antihistamine such as loratadine, oral corticosteroid, salbutamol) may be required.
Life-threatening reactions (e.g. anaphylaxis, bronchospasm, angioedema, hypotension) – stop the desensitisation protocol and manage patient’s symptoms. Call a MET (2222) based on the patient’s clinical status. Discuss with the Immunology team for further advice. It may be possible to resume desensitisation once the patient is clinically stable starting at a reduced dose. 
If patient develops an allergic reaction which potentiates premature labour (<32 weeks of pregnancy), the patient should be referred for an antenatal consult with Neonatology team to discuss delivery of a premature infant and risks associated with prematurity.
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Section 6 - Following desensitisation & treatment
Once desensitisation has been completed patient should be observed for 30 minutes; if no further reaction occurs, they can be administered the intended form and dose of penicillin: oral, IV or IM for treatment. Provide antibiotic therapy with the required prescribed drug at the standard prescribed dosage for the specific indication. This should be clearly documented in the patient notes.
Patient should then be observed and closely monitored for at least two hours following the administration of penicillin. 
For patients requiring weekly IM benzathine penicillin for 3 treatments courses please consult immunology as to whether oral desensitisation should be repeated before the second and third IM doses.
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Immunology Team
Contact on-call Immunology registrar or consultant via hospital switchboard (02 5124 0000).
Hospital in the home (HITH)
HITH CNC: ph. 0468 516421
HITH Clinical Care Coordinator: ph. 0481 475714
HITH registrar: ph. 0481 003745
Reception: ph. (02) 5124 4172 
Sexual Health Team
Canberra Sexual Health Centre: ph. 5124 2184 
Out of hours: contact switchboard.
Pharmacy department, Canberra Hospital
HITH Pharmacist: ph. 0435 248 729 (business hours)
Main Pharmacy: ph. 5124 2121 (08:30-19:00 business days, 09:00-17:00 weekends and public holidays).
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Evaluation
Outcome
Timely multidisciplinary input into time sensitive medical issue
Reduction in morbidity from desensitisation procedure.
Measures
Staff reporting of compliance to procedure
Review and reporting of allergic reaction outcomes.
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Policies
Clinical Records Management
Procedures
Canberra Sexual Health Centre
Clinical Records Management
Infection Prevention and Control
Patient Identification and Health Care Activity Matching 
Guidelines 
Australian Sexually Transmitted Infections - Management
Consent for Healthcare Treatment
Legislation
Health Records (Privacy and Access) Act 1997
Human Rights Act 2004
Work Health and Safety Act 2011
Carers Recognition Act 2021
Other
Australian Charter of Healthcare Rights
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Collect the following information and document in the DHR.
The below table and desensitisation protocol can be found under the smartphrase PENDESENSPREG.
Oral penicillin desensitisation of pregnant persons procedure documentation
	Name of patient
	

	DoB
	

	MRN
	

	Pregnancy info
	



	Name of primary consultant
	

	Name of Immunologist involved
	



	Patient's age at time of reaction

	

	Nature of reaction
	

	Indication for penicillin treatment

	

	Intended form and dose of penicillin for treatment
	

	Date of planned desensitization
	



	Ensure consent has been signed and documented
	

	Follow up plans
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