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Surrey Heartlands Integrated Care System
Area Prescribing Committee (APC)

Integrated Care Partnership - Surrey Downs, Guildford & Waverley, North-West Surrey, and East Surrey Places & associated partner organisations.


NICE Technology Appraisals (TA) for local implementation
	NICE TA Guidance name and number
	Casirivimab plus imdevimab, nirmatrelvir plus ritonavir, sotrovimab and tocilizumab for treating COVID-19

	Available at
	https://www.nice.org.uk/guidance/ta878

	Date of issue
	29th March 2023
	Implementation deadline
	3 months


	Medicine details1

	Name and brand name
	· Nirmatrelvir plus ritonavir (Paxlovid)
· Sotrovimab (Xevudy)

· Tocilizumab (RoActemra)
· Casirivimab plus imdevimab (Ronapreve) (NOT RECOMMENDED BY NICE)

	Manufacturer
	· Nirmatrelvir plus ritonavir (Paxlovid) – Pfizer
· Sotrovimab (Xevudy) – GSK

· Tocilizumab (RoActemra) – Roche

	Mode of action
	· Nirmatrelvir plus ritonavir (Paxlovid) – antiviral
· Sotrovimab (Xevudy) – nMAB
· Tocilizumab (RoActemra) - a recombinant humanized, anti-human monoclonal antibody of the immunoglobulin G1 (IgG1) sub-class directed against soluble and membrane-bound interleukin 6 receptors

	Licensed indication
	· Nirmatrelvir plus ritonavir (Paxlovid) is indicated for the treatment of COVID-19 in adults who do not require supplemental oxygen and who are at increased risk for progression to severe COVID-19
· Sotrovimab (Xevudy) is indicated for the treatment of symptomatic adults and adolescents (aged 12 years and over and weighing at least 40 kg) with acute covid-19 infection who do not require oxygen supplementation and who are at increased risk of progressing to severe covid infection

· Tocilizumab (RoActemra) is indicated for the treatment of coronavirus disease 2019 (COVID-19) in adults who are receiving systemic corticosteroids and require supplemental oxygen or mechanical ventilation



	Formulation
	· Paxlovid is nirmatrelvir tablets co-packaged with ritonavir tablets
· Sotrovimab (Xevudy) is a concentrate for solution for infusion (sterile concentrate)
· Tocilizumab (RoActemra) is a concentrate for solution for infusion (sterile concentrate).

	Dosage
	Nirmatrelvir plus ritonavir (Paxlovid)

· The recommended dosage is 300 mg nirmatrelvir (two 150 mg tablets) with 100 mg ritonavir (one 100 mg tablet) all taken together orally twice daily for 5 days.
Sotrovimab (Xevudy) 

· Adults and adolescents (from 12 years and 40 kg body weight): The recommended dose is a single 500 mg intravenous infusion administered following dilution

Tocilizumab (RoActemra) 

· Recommended posology for treatment of COVID-19 is a single 60-minute intravenous infusion of 8 mg/kg in patients who are receiving systemic corticosteroids and require supplemental oxygen or mechanical ventilation, see section. If clinical signs or symptoms worsen or do not improve after the first dose, one additional infusion of tocilizumab 8 mg/kg may be administered. The interval between the two infusions should be at least 8 hours.

	Comparison of NICE TA with Summary of Product Characteristics (SmPC)2
	No differences identified


	NICE TA recommendations2

	Recommendations

	1. Recommendations
1.1. Nirmatrelvir plus ritonavir is recommended as an option for treating COVID-19 in adults, only if they:
· do not need supplemental oxygen for COVID-19 and
· have an increased risk for progression to severe COVID-19, as defined in the
independent advisory group report commissioned by the Department of Health.

1.2. 
Sotrovimab is recommended as an option for treating COVID-19 in adults and young people aged 12 years and over and weighing at least 40 kg, only if:

· they do not need supplemental oxygen for COVID-19 and in the

· they have an increased risk for progression to severe COVID-19, as defined in the independent advisory group report commissioned by the Department of
Health and Social Care and

· • nirmatrelvir plus ritonavir is contraindicated or unsuitable.

Sotrovimab is only recommended if the company provides it according to the

commercial arrangement.
1.3. Tocilizumab is recommended, within its marketing authorisation, as an option for treating COVID-19 in adults who:

· • are having systemic corticosteroids and

· • need supplemental oxygen or mechanical ventilation.

Tocilizumab is only recommended if the company provides it according to the

commercial arrangement.
1.4. Casirivimab plus imdevimab is not recommended, within its marketing authorisation, for treating acute COVID-19 in adults.


	Decision making framework (DMF)

	National guidance and priorities

	The ICS has a legal obligation to commission this medicine in line with the NICE TA.

· This NICE TA has been assigned an implementation deadline of 3 months
· The implementation deadline is beginning of July 2023

	Clinical effectiveness

	Clinical and cost effectiveness

Clinical evidence suggests that:

· nirmatrelvir plus ritonavir is effective at treating mild COVID 19 compared with standard care
· sotrovimab is likely to be effective at treating mild COVID 19 compared with standard care but some of the evidence is uncertain
· tocilizumab is effective at treating severe COVID 19 compared with standard care.

Other evidence suggests that it is highly uncertain that casirivimab plus imdevimab is effective against Omicron variants of COVID 19.

Nirmatrelvir plus ritonavir and tocilizumab are recommended because the likely cost-effectiveness estimates are within what NICE considers an acceptable use of NHS resources. The cost-effectiveness estimates for sotrovimab are also within what NICE considers an acceptable use of NHS resources, but only for people for whom nirmatrelvir plus ritonavir is contraindicated or unsuitable. So, sotrovimab is recommended in this group.

Casirivimab plus imdevimab is not recommended because it is unlikely to be effective at treating COVID 19 and it is not possible to reliably estimate its cost effectiveness.

	Patient safety

	· The product should be used within its product licence.
· There are lots of interactions with Paxlovid that need to be taken into account

	Patient factors

	The community element of this service is currently provided as an outreach service in line with the national pandemic commissioning guidance.  As we transition out of pandemic arrangements over to business as usual (BAU), NICE have assessed the effectiveness of licensed medication for the treatment of COVID in high risk individuals.  Work is on-going in transitioning the Covid Medicines Delivery Service (CMDU) over from pandemic arrangements to a service provided by Surrey Primary Care for residents of Surrey Heartlands.

This will be a service for which:

· High risk individuals will be able to self-refer

· Receive a timely triage and clinical assessment

· If prescription is required treatment will be provided as follows:

· Paxlovid: via community pharmacy, consideration being given to developing a Locally Commissioned Service (LCS)
· Sotrovimab: stat IV infusion via a roving service

Tocilizumab will be administered only for individuals with COVID already hospitalised in line with guidance.  

	Environmental impact

	Not considered with NICE TA


	Equality & diversity

	Paxlovid approved for licensed indication (18 and over) for individuals who fall into the national highest risk criteria COVID-19: guidance for people whose immune system means they are at higher risk - GOV.UK (www.gov.uk)
Sotrovimab has been approved inline with licensed indication (12years and over) for individuals who fall into the national highest risk criteria COVID-19: guidance for people whose immune system means they are at higher risk - GOV.UK (www.gov.uk)
Work is on-going in designing the service which requires highest risk individuals to self-identify.  Consideration is being given to technology being used to ensure all able to access service in a timely manner.  

 

	Place in therapy relative to available treatments

	Current interim clinical commissioning policy: treatments for non-hospitalised patients with COVID-19 Coronavirus » Interim clinical commissioning policy: Treatments for non-hospitalised patients with COVID-19 (england.nhs.uk) being superseded by NICE TA878

	Stakeholder views 

	A working group has been established to support the transition of the current pandemic CMDU service over to a more BAU service provided by Surrey Primary Care from July 2023 including:

· Surrey Heartlands GP Federation Leads

· Finance

· Contracts

· IG

	Cost-effectiveness

	Nirmatrelvir plus ritonavir and tocilizumab are recommended because the likely cost-effectiveness estimates are within what NICE considers an acceptable use of NHS resources. 
The cost-effectiveness estimates for sotrovimab are also within what NICE considers an acceptable use of NHS resources, but only for people for whom nirmatrelvir plus ritonavir is contraindicated or unsuitable. So, sotrovimab is recommended in this group.
Casirivimab plus imdevimab is not recommended because it is unlikely to be effective at treating COVID 19 and it is not possible to reliably estimate its cost effectiveness.
There is no specific additional funding coming down to ICBs for Covid Medicines Delivery Units following NICE 90-day implementation period (specific funding allocated during pandemic arrangements).  ICBs get a standard uplift within allocated funding to reflect any new / emerging treatment requirements.   ICBs currently get specific pandemic money allocated to fund the pandemic CMDU service.   
Work is ongoing with finance to cost the service (this is for service delivery element and not for payment of Paxlovid / sotrovimab note the DHSC will be making existing supplies of Paxlovid and sotrovimab available to the NHS free of charge until stocks are exhausted or exceed their expiry dates.  Assuming demand does not rise significantly, there is enough supply of Paxlovid for 2 years, and enough sotrovimab for the next 6-12months).  This is a recognised cost pressure across the system which will require executive approval


	Traffic light recommendation to APC

	· *Paxlovid – RED for prescription only by the commissioned CMDU service (not for prescribing through A&E / hospital clinics)
· *Sotrovimab – RED for prescription only by the commissioned CMDU service (not for prescribing through A&E / hospital clinics)
· Tocilizumab – RED only for administration in the hospital setting
· Casirivimab plus imdevimab – NON-FORMULARY – Not recommended by NICE 

*if a patient who falls into one of the high risk cohorts is in hospital and gets COVID-19 (not admitted due to COVID) then these individuals should be treated with Paxlovid / Sotrovimab in line with NICE TA878 whilst they are an inpatient

PAD definitions, available at: Traffic Light Status (res-systems.net)

	Implementation

	NICE TA implementation must be within 90 days of publication.
A working group has been established to enable transition from pandemic CMDU services to a BAU service in line with NICE TA878.  This group is considering:

· Patient identification and communication

· Access to the service (moving from a proactive outreach to a patient led in reach service model)
· Development of a service specification utilising community pharmacy for dispensing Paxlovid (considering LCS) and a roving model for provision of stat dose of sotrovimab. 
· IG arrangements required

· Finance implications and costing of service
PAD and Joint Formulary:
· Remove information already on the PAD for paxlovid and sotrovimab 

· To be replaced by the following:

· NICE TA878

· Nirmatrelvir plus ritonavir (Paxlovid) is available in line with NICE TA878 for the treatment of COVID-19 for people who are at highest risk of becoming seriously ill.  It is considered as a RED drug and should only be prescribed by individuals who have been assessed by the Covid Medicines Delivery Unit (or if a patient who falls into one of the high-risk cohorts is in hospital and gets COVID-19 whilst an inpatient). Not for prescribing through A&E / hospital clinics.
· Sotrovimab is available in line with NICE TA878 for the treatment of COVID-19 for people who are at highest risk of becoming seriously ill.  It is considered as a RED drug and should only be prescribed by individuals who have been assessed by the Covid Medicines Delivery Unit (or if a patient who falls into one of the high-risk cohorts is in hospital and gets COVID-19 whilst an inpatient). Not for prescribing through A&E / hospital clinics.
· Tocilizumab is available in line with NICE TA878 as an option for treating COVID-19 in adults in a hospital setting.  It is considered as a RED drug

· Casirivimab plus imdevimab – NON-FORMULARY – Not recommended by NICE 



	Proposed tick box forms

	Currently proposing not to require a Blueteq® form
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