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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 
 

Single Technology Appraisal  

Tixagevimab–cilgavimab for preventing COVID-19 ID6136 

Stakeholder comment form 

 
Please use this form for submitting your comments on the draft remit, draft scope and 
provisional list of stakeholders. It is important that you complete and return this form 
even if you have no comments otherwise we may chase you for a response. 
 
Enter the name of your organisation here: Kidney Care UK 
 
Comments on the draft remit and draft scope 
 
The draft remit is the brief for an evaluation. Appendix B contains the draft remit. The 
draft scope, developed from the draft remit outlines the question that the evaluation 
would answer. 
 
Please submit your comments on the draft remit and draft scope using the table 
below. Please take note of any questions that have been highlighted in the draft 
scope itself (usually found at the end of the document). 
 
If you have been asked to comment on documents for more than one 
evaluation please use a separate comment form for each topic, even if the 
issues are similar. 
 
Please complete this form and upload it to NICE Docs by Friday 12 August 2022. If 
using NICE docs is not possible please return via email to scopingta@nice.org.uk If 
you have any questions please contact Michelle Adhemar, Project Manager on 44 
(0)20 7045 2239 or at the above email address.   
 
If you do not have any comments to make on the draft remit and draft scope, please 
state this in the box below. 
 

      

Comment 1: the draft remit and proposed evaluation route 

Section Notes Your comments 

Appropriateness 
of an evaluation 
and proposed 
evaluation route 

NICE welcomes comments 
on the appropriateness of 
evaluating this topic and the 
evaluation route proposed 
(single technology 
appraisal, multiple 
technology appraisal or 
highly specialised 

technology evaluation). 

It is difficult to overstate the importance of 
access to effective preventative treatments to 
people who remain at high risk from Covid-
19, despite vaccination (OpenSafely data on 
ongoing risk, currently in preprint). The STA 
of Evusheld is therefore extremely welcome. 
However, given the promising existing data 
for Evusheld (eg Kertes et al, 2022), we 
would recommend that the drug is made 

mailto:scopingta@nice.org.uk
https://www.medrxiv.org/content/10.1101/2022.07.30.22278161v1.full.pdf
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available to high-risk patients in the UK while 
the appraisal is being conducted to reduce 
the risk of hospitalisation and mortality. This 
would also support people at high risk to 
resume something more like a normal way of 
life, which many have been denied for so 
long. We note the Covid therapeutics were 
made available for people in the community, 
before a NICE appraisal, and it is not clear 
why a similar process was not followed with 
Evusheld?  

 

REF: Kertes, Jennifer, Shirley Shapiro Ben 
David, Noya Engel-Zohar, Keren Rosen, 
Beatriz Hemo, Avner Kantor, Limor Adler, 
Naama Shamir Stein, Miri Mizrahi Reuveni, 
and Arnon Shahar. ‘Association between 
AZD7442 (Tixagevimab-Cilgavimab) 
Administration and SARS-CoV-2 Infection, 
Hospitalization and Mortality’. Clinical 
Infectious Diseases: An Official Publication of 
the Infectious Diseases Society of America, 
29 July 2022, ciac625. 

Wording Does the wording of the 
remit reflect the issue(s) of 
clinical and cost 
effectiveness about this 
technology or technologies 
that NICE should consider? 
If not, please suggest 

alternative wording. 

     Yes 

Timing Issues What is the relative urgency 
of this evaluation to the 
NHS? 

It is of extreme urgency that this evaluation is 
completed as soon as possible. People at 
highest risk from Covid have been waiting 
since the treatment was licensed in March 
2022 to find out whether it will become 
available in the UK as it is in over 20 other 
countries. As highlighted, new OpenSafely 
data (currently in preprint) shows that while 
death rates have fallen substantially across 
many groups, “There was also only a small 
decrease in death rates between waves in 
people with kidney disease, haematological 
malignancies or conditions associated with 
immunosuppression”. Therefore, new 
protection strategies for these high-risk 
groups are critical.  

Since March 2022, Government have said 
they are evaluating Evusheld, but no further 

https://www.medrxiv.org/content/10.1101/2022.07.30.22278161v1.full.pdf
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information on progress has been given 
leading to considerable frustration. After two 
years of shielding and living very restricted 
lives, the prospect of a protective treatment is 
extremely significant and we urge decisions 
are made without further delay.  

Any additional comments on the draft remit  

      

Comment 2: the draft scope 

Section Notes Your comments 

Background 

information 

Consider the accuracy and 
completeness of this 
information. 

We strongly recommend that the Background 
section covers the specific impact the 
pandemic has had and continues to have on 
high-risk groups unlikely to be protected by 
the vaccine, in terms of psychological 
distress, day to day life and economic 
opportunity. It should include that many within 
this group are continuing to lead restricted 
lives due to their ongoing risk from Covid and 
lack of protection from Covid. The latest ONS 
data (May 2022) showed 13% of people 
previously considered CEV reported 
continuing to follow previous shielding advice 
and 69% were no longer shielding but were 
taking extra precautions. Government 
guidance continues to recommend additional 
precautions for this group. The Background 
information should acknowledge that people 
who may be eligible for Evusheld are living in 
a very different context than the general 
population who are more likely to have been 
able to move on from the pandemic and it’s 
profound effects.  

Population Is the population defined 
appropriately?  

We recommend the population includes those 
groups identified as eligible for Covid-19 
treatments, due to their ongoing risk of 
severe complications. This therefore would 
include people at stage 4 and 5 kidney 
disease and on dialysis as well as those with 
transplants. 

Subgroups Are there groups within the 
population that should be 
considered separately? For 

 

No comment 

https://www.ons.gov.uk/peoplepopulationandcommunity/healthandsocialcare/conditionsanddiseases/bulletins/coronavirusandclinicallyextremelyvulnerablepeopleinengland/4aprilto23april2022
https://www.gov.uk/government/publications/covid-19-guidance-for-people-whose-immune-system-means-they-are-at-higher-risk/covid-19-guidance-for-people-whose-immune-system-means-they-are-at-higher-risk
https://www.gov.uk/government/publications/covid-19-guidance-for-people-whose-immune-system-means-they-are-at-higher-risk/covid-19-guidance-for-people-whose-immune-system-means-they-are-at-higher-risk
https://www.gov.uk/government/publications/highest-risk-patients-eligible-for-covid-19-treatments-guide-for-patients/highest-risk-patients-eligible-for-new-covid-19-treatments-a-guide-for-patients
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example, are there subgroups 
in which the technology is 
expected to be more clinically 
or cost effective? If subgroups 
have been suggested in the 
scope, are these appropriate? 

Comparators Are the comparators listed 
considered to be the standard 
treatments currently used in 
the NHS with which the 
technology should be 
compared? Have all relevant 

comparators been included? 

Many people at highest risk have led 
extremely restricted lives during the 
pandemic as a preventative measure. In 
earlier waves people classed as CEV 
followed government guidance to shield and 
some also continue to restrict social, 
employment and leisure activities (see ONS 
data, May 2022). 
These restrictions reduce risk from Covid - 
although observational data, OpenSafely 
found mortality rates in Wave 1 were 71.1 per 
1000 person years in people on dialysis (not 
advised to shield initially and then unable to 
shield due to hospital visits) and 19.48 in 
people with kidney transplants (generally 
more able to shield). In Wave 3 (when 
behaviour is likely more similar) mortality in 
those groups were 11.72 and 14.1 

respectively. 

However, restrictive behaviour comes at a 
heavy price in terms of quality of life, 
employment opportunities and mental and 

physical health.  

We recommend NICE consider how to 
incorporate within their assessment the 
behavioural measures adopted by higher risk 
people when there are no other preventative 
interventions available. 

Outcomes  Are the outcomes listed 
appropriate? Will these 
outcome measures capture 
the most important health 
related benefits (and harms) 
of the technology? 

It is important that the assessment considers 
i) any reduction in anxiety and 
psychological distress among patients 
able to access preventative treatment. 
Many people who remain at high risk from 
Covid continue to experience considerable 
anxiety due to their vulnerability, which may 
be assuaged by access to an effective 
preventative treatment. This paper assesses 
the effect of vaccination on mental wellbeing. 
Kidney Care UK found 68% of kidney patients 
who responded to our survey (March 2021) 
reported wanting help to manage their 

worries during the pandemic. 

https://www.ons.gov.uk/peoplepopulationandcommunity/healthandsocialcare/conditionsanddiseases/bulletins/coronavirusandclinicallyextremelyvulnerablepeopleinengland/4aprilto23april2022
https://www.ons.gov.uk/peoplepopulationandcommunity/healthandsocialcare/conditionsanddiseases/bulletins/coronavirusandclinicallyextremelyvulnerablepeopleinengland/4aprilto23april2022
https://www.mdpi.com/2076-393X/9/12/1444/htm
https://www.kidneycareuk.org/news-and-campaigns/news/lifting-lockdown/
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ii) wider benefits such as restarting day to 
day activities, enhanced employment 
opportunities, enhanced social and family 
interaction. Many people who remain at high 
risk from Covid are living restricted lives (and 
13% still define themselves as ‘shielding 
(ONS data)). Patients indicate they may feel 
more confident about re-joining previous 
activities, seeing family and friends, and 
going back out to work should they be able to 
access a protective treatment. We believe it 
is imperative to consider the benefits of living 
a more normal life. 

Neither of these outcomes will be adequately 

captured within the assessment HRQoL. 

Equality NICE is committed to 
promoting equality of 
opportunity, eliminating 
unlawful discrimination and 
fostering good relations 
between people with 
particular protected 
characteristics and 
others.  Please let us know if 
you think that the draft remit 
and scope may need 
changing in order to meet 
these aims.  In particular, 
please tell us if the draft remit 
and scope:  

• could exclude from full 
consideration any people 
protected by the equality 
legislation who fall within the 
patient population for which 
[the treatment(s)] is/are/will 
be licensed;  

• could lead to 
recommendations that have 
a different impact on people 
protected by the equality 
legislation than on the wider 
population, e.g. by making it 
more difficult in practice for a 
specific group to access the 
technology;  

• could have any adverse 
impact on people with a 
particular disability or 
disabilities.   

We know that many people within the highest 
risk groups (who would generally fall within 
equality legislation) feel unable to fully 
participate in society because of their ongoing 
risk from Covid. This poses the risk of 
restricted access to employment, fewer 
opportunities to maintain physical health, and 
a detrimental impact on mental health. 

It is important that the NICE appraisal is able 
to capture the benefits of being able to 
access an effective preventative treatment 
and therefore being able to more fully 
participate in society. By doing so, it will 
better promote equality between those at 
continuing high risk and the rest of the 
population. 

NICE should consider barriers to accessing 
treatment which may impact more on certain 
population groups, such as requirements to 
travel to hospital to receive Evusheld. This 
may be a barrier for people from lower socio-
economic groups who cannot afford 
transport. 

To date, the routes to vaccines (particularly 
3rd primary doses and subsequent boosters) 
and treatments have been heavily web 
based, which may create digital exclusion. 
Furthermore, many people with kidney 
disease have reported unnecessary 
complications within the system, with multiple 
phonecalls to different parts of the NHS and 
patients having to explain why they are 
eligible for a particular vaccine or treatment. 
This risks certain groups less able to 
advocate for themselves being excluded. We 

https://www.ons.gov.uk/peoplepopulationandcommunity/healthandsocialcare/conditionsanddiseases/bulletins/coronavirusandclinicallyextremelyvulnerablepeopleinengland/4aprilto23april2022
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Please tell us what evidence 
should be obtained to enable 
the Committee to identify and 
consider such impacts. 

recommend a rollout of Evusheld is as 
streamlined and patient friendly as possible. 

Other 
considerations 

Suggestions for additional 
issues to be covered by the 
evaluation are welcome. 

   

Questions for 
consultation 

 Please answer any of the 
questions for consultation if 
not covered in the above 

sections. 

Would tixagevimab–cilgavimab be used in 
both primary and secondary care settings? If 
so, about what proportion of use would you 

expect in each setting? 

Would tixagevimab–cilgavimab be used at 
vaccination centres? 

Its important that we learn from the vaccine 
rollout about maximising accessibility. Many 
people will find it easier/would prefer to 
access the drug at a local site, such as their 
GP or vaccination centre or pharmacy. We 
are also hearing more concern about travel 
costs to hospital appointments leading to 
decisions to cancel. However, some patients 
may want to have a discussion about risks 
and benefits with their kidney specialist 
before making a decision about the 
treatment. We do not have data on the likely 
split. 

Kidney Care UK received a huge number of 
calls from people who were experiencing 
significant stress when trying to access the 
third primary vaccine dose. Limited 
understanding of the correct process and 
eligibility criteria among GPs, hospital 
specialists, 119 and vaccination sites was a 
key problem. There have also been problems 
in the Spring Booster rollout and access to 
the antivirals, again related to difficulties in 
accessing correct information as well as lack 
of understanding about eligibility in some 

NHS staff.  

It’s important any rollout of Evusheld learns 
from this and ensures communication across 
all teams is clear and comprehensive, and 
the responsibility of each part of the system is 
clear.  

OpenSafely data on vaccine rollout and use 
of antivirals in the community shows lower 
usage among certain groups, including Asian, 
Black and Mixed ethnic groups and lower 

https://bjgp.org/content/72/714/e51
https://reports.opensafely.org/reports/antivirals-and-nmabs-for-non-hospitalised-covid-19-patients-coverage-report/
https://reports.opensafely.org/reports/antivirals-and-nmabs-for-non-hospitalised-covid-19-patients-coverage-report/


  Comment form 

 
Comments received in the course of consultations carried out by NICE are published in the interests of openness and 
transparency, and to promote understanding of how recommendations are developed.  The comments are published 
as a record of the submissions that NICE has received, and are not endorsed by NICE, its officers or advisory 
committees.   

Section Notes Your comments 

socio-economic groups. An Evusheld rollout 
must be designed to avoid unequal access 

across different groups. 

Do you consider that the use of tixagevimab–
cilgavimab can result in any potential 
substantial health-related benefits that are 
unlikely to be included in the QALY 
calculation?  

See comment above regarding impact on 
anxiety, day to day activities/social interaction 
and confidence to enter back into 
employment.  

 

Any additional comments on the draft scope 

We have now heard that this consultation will not lead to draft guidance until April 2023 
although at the time of writing the NICE website does not say that. This timeline is extremely 
disappointing and kidney patients have told us that they are heartbroken and angry as they 

had hoped that guidance would come out in time for winter 2022.   

Comment 3: provisional stakeholder list  

The provisional stakeholder list (Appendix C) is a list of organisations that we have 
identified as being appropriate to participate in this evaluation. If you have any 
comments on this list, please submit them in the box below. 

NICE is committed to promoting equality and eliminating unlawful discrimination. 
Please let us know if we have missed any important organisations from the list, and 
which organisations we should include that have a particular focus on relevant 
equality issues. 

If you do not have any comments to make on the provisional stakeholder list of 

consultees and commentators, please cross this box:  

Comments on the provisional stakeholder list 

      

Comment 4: regulatory issues (to be completed by the company that markets 

the technology) 

Section Notes Your comments 

Remit Does the wording of the remit 
reflect the current or 
proposed marketing 
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authorisation? If not, please 
suggest alternative wording. 

Current or 
proposed 
marketing 
authorisation 

What are the current 
indications for the 

technology? 

      

What are the planned 
indications for the 
technology? 

      

FOR EACH PLANNED 
INDICATION: 

 

Which regulatory process are 
you following?  

      

What is the target date 
(mm/yyyy) for regulatory 
submission? 

      

What is the anticipated date 
(mm/yyyy) of CHMP positive 
opinion (if applicable)? 

      

What is the anticipated date 
(mm/yyyy) of EU regulatory 
approval? 

      

What is the anticipated date 
(mm/yyyy) of UK regulatory 
approval if different to 
Europe? 

 

      

What is the anticipated date 
(mm/yyyy) of UK launch? 

      

Please indicate whether the 
information you provide 
concerning the proposed 
marketing authorisation is in 
the public domain and if not 
when it can be released. All 
commercial in confidence 
information must be 

highlighted and underlined. 

      

Economic 
model 
software 

NICE accepts executable 
economic models using 
standard software, that is, 
Excel, DATA, R or WinBUGs. 
Please indicate which 
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software will be used. If you 
plan to submit a model in a 
non-standard package, NICE, 
in association with the EAG, 
will investigate whether the 
requested software is 
acceptable, and establish if 
you need to provide NICE 
and the EAG with temporary 
licences for the non –
standard software for the 
duration of the evaluation. 
NICE reserves the right to 
reject economic models in 

non-standard software 

 
Please complete this form and upload it to NICE Docs by Friday 12 August 2022. If 
using NICE docs is not possible please return via email to scopingta@nice.org.uk If 
you have any questions please contact Michelle Adhemar, Project Manager on 44 
(0)20 7045 2239 or at the above email address.   

mailto:scopingta@nice.org.uk

