Consent Factsheet

Use of medicines for COVID-19 in NSW Health facilities

Background

‘Health Practitioners... have a legal obligation to provide patients (or substituted decision makers) with information,
including warnings, about any material risks involved in a proposed... treatment.” See NSW Health Consent to
Medical and Healthcare Treatment Manual, Section 4.1

General principles

e Where use of a medicine for COVID-19 is proposed, the patient must be provided with information on the known
benefits and harms, and the potential for unknown adverse effects or unintended consequences, to enable them
to make an informed choice about consenting to treatment.

e The relevant patient and carer factsheet and Consumer Medicines Information leaflet (links below) should be
provided. Sufficient time should be given for the patient/carer to read and understand the information provided
and to ask any questions.

e Four criteria must be met to ensure consent is valid:

o the patient giving consent must have capacity

o the consent must be freely given

o the consent must be sufficiently specific to the treatment proposed — specific information relevant to
the medicines available for the management of COVID-19 in NSW is provided below.

o the consent must be informed.

e Regardless of how consent is obtained (verbally, written or implied by a person’s conduct), it is important to
document this in the patient’s medical record. Documentation should include details of the consent conversation,
information provided to the patient as a part of obtaining consent and the presence of an accredited interpreter
(if applicable).

Provisionally approved medicines
For the COVID-19 medicines that are provisionally approved by the Therapeutics Goods Administration (TGA) in
Australia and use is in accordance with the Approved Product Information — verbal consent is sufficient.

As of 22 June 2022, the following medicines are provisionally approved (see this page for up-to-date information)
and available in NSW for use in the treatment or prevention of COVID-19. Despite these medicines having provisional
approval, clinicians should consider the SARS-CoV-2 variant being targeted and the possibility of reduced efficacy.
Refer to the relevant Product Information for the approved indications and dosing regimens.

. . Product Consumer Medicines Patient and carer

Active pharmaceutical and brand name ; ;
Information Information factsheet

Casirivimab plus imdevimab (Ronapreve) Ronapreve PI Ronapreve CMI Ronapreve factsheet
Molnupiravir (Lagevrio) Lagevrio PI Lagevrio CMI Lagevrio factsheet
Nirmatrelvir plus ritonavir (Paxlovid) Paxlovid PI Paxlovid CMI Paxlovid factsheet
Remdesivir (Veklury) Veklury Pl Veklury CMI Veklury factsheet
Sotrovimab (Xevudy) Xevudy PI Xevudy CMI Xevudy factsheet
Tixagevimab plus cilgavimab (Evusheld) Evusheld PI Evusheld CMI Evusheld factsheet
Tocilizumab (Actemra) Actemra Pl Actemra CMI Actemra factsheet

Off-label use of medicines

The National COVID-19 Clinical Evidence Taskforce (NCCET) makes evidence-based recommendations for use of
medicines in the treatment and prevention of COVID-19. Some of these recommendations are off-label (contrary to
the manufacturer’s approved indication for use or dosing regimens), for example use of:

o baricitinib for COVID-19 (patient and carer factsheet available here) (see NCCET recommendations)

o nirmatrelvir plus ritonavir in children and adolescents (see NCCET conditional recommendation)

o tixagevimab plus cilgavimab for the treatment of COVID-19 (see NCCET recommendations),
The fact that use is off-label must be drawn to the patient’s attention. The prescriber must explain the clinical rationale
for choosing that treatment as part of the consent process. This information must be recorded as part of the consent
process. See NSW Health Consent to Medical and Healthcare Treatment Manual, Section 4.8.1

e Where off-label use is in accordance with the NCCET recommendations, consent is required but does not

necessarily need to be written.

e For off-label use which is NOT in accordance with NCCET recommendations, consent is required, and it is

recommended that it is written.
Links

® NSW Health Consent to Medical and Healthcare Treatment Manual

®  Consent for Medical Procedure/Treatment (Adults and Mature Minors)

®  Consent for Medical Procedure/Treatment (Minors)

Whilst the information contained in this document is considered to be true and correct at the date of publication, changes in circumstances after the time of
publication may impact on the accuracy of the information. The information may change without notice and the State of New South Wales is not in any way
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https://www.health.nsw.gov.au/policies/manuals/Pages/consent-manual.aspx
https://www.health.nsw.gov.au/policies/manuals/Pages/consent-manual.aspx
https://www.tga.gov.au/covid-19-treatments-provisional-registrations
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2021-PI-02271-1
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2021-CMI-02272-1
https://www.cec.health.nsw.gov.au/__data/assets/pdf_file/0004/695956/casirivimab-and-imdevimab-information-for-patients.PDF
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2022-PI-01047-1
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2022-CMI-01048-1
https://www.cec.health.nsw.gov.au/__data/assets/pdf_file/0008/702818/Information-for-patients-family-and-carers-molnupiravir.PDF
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2022-PI-01049-1
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2022-CMI-01050-1
https://www.cec.health.nsw.gov.au/__data/assets/pdf_file/0020/702821/Information-for-patients-family-and-carers-nirmatrelvir-and-ritonavir.PDF
https://www.tga.gov.au/sites/default/files/approved-veklury-product-information.pdf
https://www.tga.gov.au/sites/default/files/approved-veklury-consumer-medicine-information.pdf
https://www.nswtag.org.au/wp-content/uploads/2021/11/1.-PATIENT-INFORMATION_Use-of-REMDESIVIR-in-COVID-19_V1.3_8Oct2021_NswVic-Copy.pdf
https://www.tga.gov.au/sites/default/files/approved-xevudy-product-information.pdf
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2021-CMI-02004-1
https://www.cec.health.nsw.gov.au/__data/assets/pdf_file/0004/717007/Information-for-patients-family-and-carers-Sotrovimab-Factsheet.PDF
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2022-PI-01156-1&d=20220614172310101
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2022-CMI-01157-1
https://www.cec.health.nsw.gov.au/__data/assets/pdf_file/0005/717026/Information-for-patients,-family-and-carers-Tixagevimab-and-cilgavimab-Factsheet.PDF
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2011-PI-01333-3
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2016-CMI-01162-1
https://www.cec.health.nsw.gov.au/__data/assets/pdf_file/0011/717095/Information-for-patients-family-and-carers-Tocilizumab-Factsheet.PDF
https://www.nswtag.org.au/wp-content/uploads/2021/11/1.-Patient-INFORMATION_Use-of-BARICITINIB-in-COVID-19_V1_8Oct2021_NswVic-Copy.pdf
https://app.magicapp.org/#/guideline/L4Q5An/section/LG110E
https://app.magicapp.org/#/guideline/L4Q5An/section/LA6RlV
https://app.magicapp.org/#/guideline/L4Q5An/section/jbo64b
https://www.health.nsw.gov.au/policies/manuals/Pages/consent-manual.aspx
https://www.health.nsw.gov.au/policies/manuals/Pages/consent-manual.aspx
https://www.health.nsw.gov.au/policies/manuals/Documents/consent-form-a.pdf
https://www.health.nsw.gov.au/policies/manuals/Documents/consent-form-b.pdf

