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Child Safe Organisation Statement of Commitment

CAHS commits to being a child safe organisation by applying the National Principles for Child Safe
Organisations. This is a commitment to a strong culture supported by robust policies and procedures to
reduce the likelihood of harm to children and young people.

This document should be read in conjunction with this DISCLAIMER
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Glycopeptide antibacterial.(* 2

Oral vancomycin is a High Risk Medicine.

INDICATIONS AND RESTRICTIONS

e Oral administration of vancomycin is indicated in the treatment of severe or recurrent
antibiotic-associated diarrhoea produced by Clostridioides difficile.® 3 4)

Oral: Monitored (orange) antibiotic

e If the use is consistent with a standard approved indication, this must be communicated to
ChAMP by documenting that indication on all prescriptions (inpatient and outpatient).

e The ChAMP team will review if ongoing therapy is required and/or if the order does not meet
ChAMP Standard Indications

e If use is not for a standard approved indication, phone approval must be obtained from
ChAMP before prescribing.

Oral vancomycin solution (25 mg/mL) is a **Special access scheme product**. SAS application(s)
must be completed in accordance with the TGA regulations.
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https://healthpoint.hdwa.health.wa.gov.au/policies/Policies/CAHS/CAHS.PM.ClinicalDisclaimer.pdf
https://healthpoint.hdwa.health.wa.gov.au/policies/Policies/CAHS/CAHS.PM.HighRiskMedicines.pdf
https://pch.health.wa.gov.au/-/media/Files/Hospitals/PCH/General-documents/Health-professionals/ChAMP-Guidelines/Standard-Indications-for-Monitored-Antimicrobials.pdf
https://pch-healthpoint.hdwa.health.wa.gov.au/directory/clinicalservices/Pharmacy/Pages/SAS-Online.aspx
https://www.tga.gov.au/form/special-access-scheme
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CONTRAINDICATIONS

e Hypersensitivity to vancomycin, teicoplanin or any component of the formulation. 3 5.6)

PRECAUTIONS

Oral dosing must NEVER be used to treat a systemic infection.

e Oral absorption may be significantly increased in cases of inflammatory bowel conditions
increasing the likelihood of adverse effects which may be worse in patients with renal
impairment.(23.6.7)

e Avoid concurrent use of anti-motility drugs and cease proton-pump inhibitors if possible.®

FORMULATIONS

Listed below are products available at PCH, other formulations may be available, check with
pharmacy if required:

e 125 mg oral capsules.

e 500 mg and 1 gram powder for reconstitution vial (multiple generic brands) — can be
administered orally® 6.8

e 25 mg/mL for oral solution (SAS formulation) — only for use in outpatients who are not able to
swallow the capsules and have a nasogastric tube.

Imprest location: Formulary One

DOSAGE & DOSAGE ADJUSTMENTS

Neonates and children less than 2 years of age:

C. difficile is not routinely treated in children less than 2 years of age as asymptomatic
colonisation with toxigenic C. difficile is common, contact Infectious Diseases or Clinical
Microbiology for advice.®

Child 2 2 years of age:
Treatment of Severe or recurrent Clostridioides difficile:
Oral:
e Usual dose: 10 mg/kg/dose (to a maximum of 125 mg) 6 hourly for 10 days.® 3. 6)

e Life threatening or refractory infection: The dose cap may be increased to
10 mg/kg/dose (to a maximum of 500 mg) 6 hourly for 10 days on discussion with
Infectious Diseases or Clinical Microbiology.®-8)

Tapering of the course may be recommended for the second or subsequent recurrence or
ongoing refractory disease. If a tapering course is required, suggested dosing® 19:

e 10 mg/kg/dose (to a maximum of 125 mg) 6 hourly for 14 days then
e 10 mg/kg/dose (to a maximum of 125 mg) 12 hourly for 7 days then
e 10 mg/kg/dose (to a maximum of 125 mg) once daily for 7 days then
e 10 mg/kg/dose (to a maximum of 125 mg) every second day for two to eight weeks.
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Dosing in Overweight and Obese Children: Dose based on actual body weight.®)

Renal impairment:

e As oral absorption of vancomycin is negligible, dose adjustment for oral administration is not
required. 67

e Refer to the intravenous vancomycin monograph for dosage adjustments required for systemic
use.

Hepatic impairment:

e As oral absorption of vancomycin is negligible, dose adjustment for oral administration is not
required.®

e Refer to the intravenous vancomycin monograph for dosage adjustments required for systemic

RECONSTITUTION & ADMINISTRATION

c
n
‘

e The oral capsules must be swallowed whole and cannot be opened. Oral vancomycin can be
given with or without food.® 11)

e If capsules are unavailable, the patient has a nasogastric tube or is unable to swallow the
capsules, the IV injection may be reconstituted and given orally.@ 7

o Reconstitute as follows to give a 100 mg/mL solution:
= 500 mg vial with 5 mL of water for injection
= 1 g vial with 10 mL of water for injection.

o This solution may be kept for an individual patient for ORAL use at between 2°C and
8°C for 24 hours.(1?

o Flavouring syrups may be added to mask the taste.* 19

o An SAS solution is available for outpatients with nasogastric tubes to facilitate
administration

e Oral solution (SAS) must be reconstituted with the supplied diluent as outlined in the product
information prior to dispensing.

MONITORING

« Due to negligible absorption, monitoring of systemic vancomycin levels with oral administration
is not required.©®

e Consider serial auditory function monitoring in patients with underlying hearing loss or if
concurrent therapy with other ototoxic medications is required.® 7

ADVERSE EFFECTS

More severe adverse effects are generally only seen in cases of significant serum concentrations
(e.g. in patients with renal impairment with severe inflammatory bowel disease).®
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https://healthpoint.hdwa.health.wa.gov.au/policies/Policies/CAHS/PCH.PHARM.DrugDosingInOverweightAndObeseChildren2To18Years.pdf
https://pch.health.wa.gov.au/~/media/Files/Hospitals/PCH/General-documents/Health-professionals/ChAMP-Monographs/Vancomycin.pdf
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Common: indigestion, nausea, vomiting, diarrhoea, chills, fatigue, fever, headache,
hypokalaemia, abdominal pain, urinary tract infection, and back pain. 3. )

Infrequent: peripheral oedema, nephrotoxicity, constipation.(®

Rare: interstitial nephritis, ototoxicity, renal failure or impairment, thrombocytopenia and
vasculitis.? 3. )

STORAGE

o Capsules: store below 25°C and protect from moisture.®

e |V solution for oral administration: The reconstituted solution may be kept for an individual
patient for ORAL use at between 2 and 8°C for 24 hours.(?)

e The SAS oral solution should be protected from light and stored between 2-8°C before and
after reconstitution. The solution should be discarded 14 days after reconstitution.(®

INTERACTIONS

This medication may interact with other medications; consult PCH approved references (e.g.
Clinical Pharmacology), a clinical pharmacist or PCH Medicines Information Service on extension
63546 for more information.

**Please note: The information contained in this guideline is to assist with the preparation and administration
of oral vancomycin. Any variations to the doses recommended should be clarified with the prescriber prior to
administration**

Related CAHS internal policies, procedures and guidelines

Antimicrobial Stewardship Policy

ChAMP Empiric Guidelines and Monographs

KEMH Neonatal Medication Protocols
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