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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 

CENTRE FOR HEALTH TECHNOLOGY EVALUATION 
Technology Appraisals  

 
Consultation on Batch 53 draft remits and draft scopes and  

summary of comments and discussions at scoping workshops 
 

Topic ID  Topic title  

1048 
Dupilumab for treating adults with moderate to severe atopic 
dermatitis 

1094 
Recombinant human parathyroid hormone for treating 
hypoparathyroidism 

878 Brodalumab for treating moderate to severe plaque psoriasis 

1085 Glecaprevir-pibrentasvir for treating chronic hepatitis C 

1101 Andexanet alfa for reversing anticoagulation 
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Provisional Title 
Dupilumab for treating adults with moderate to severe atopic 
dermatitis 

Topic Selection 
ID Number 

8261 Wave / Round R177 

TA ID Number 1048 

Manufacturer Sanofi 

Anticipated 
licensing 
information 

***Confidential information removed*** 

Draft remit 
To appraise the clinical and cost effectiveness of dupilumab 
within its marketing authorisation for treating moderate to 
severe atopic dermatitis 

Main points from 
consultation 

Following the consultation exercise the Institute is of the opinion 
that an appraisal of dupilimumab for treating moderate to 
severe atopic dermatitis is appropriate. 
 
The proposed remit is appropriate. No changes proposed. 
 
A scoping workshop was not held for this topic. 
 
The expected marking authorisation at the time of the scope 
consultation for dupilimumab was for ‘the treatment of adult 
patients with moderate to severe atopic dermatitis whose 
disease is not adequately controlled with topical prescription 
therapy and /or ciclosporin, who are intolerant to these 
medications, or when treatment with these medications is 
otherwise not advisable. Dupilumab (trade name) can be used 
alone or concomitantly with topical therapy’. 
 
Dupilimumab has an EAMs positive scientific opinion for use in 
people with severe atopic dermatitis that has not responded to 
all available therapies. 
(https://www.gov.uk/government/uploads/system/uploads/attach
ment_data/file/598800/Dupilumab_EAMS_public_assessment_r
eport.pdf) 
 
The company has noted that in clinical practice dupilimab is 
likely to be used for the last line of treatment in people with 
atopic dermatitis that has not responded to any of the approved 
therapies. It has noted that their submission is likely to focus on 
this subgroup of patients. 
 
The scope has been kept broad in case the marketing 
authorisation for dupilumab is broader than the EAMs positive 
opinion so that dupilimumab can be appraised within its 
licensed indications. 
 
A number of subgroups have been added to the scope in 
response to comments received.  
 
Consultees were in agreement that best supportive care should 
be defined as (combination of emollients, low to mid potency 
topical corticosteroids, and rescue therapy including higher 
potency topical or oral corticosteroids or topical calcineurin 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/598800/Dupilumab_EAMS_public_assessment_report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/598800/Dupilumab_EAMS_public_assessment_report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/598800/Dupilumab_EAMS_public_assessment_report.pdf
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inhibitors). This has been updated. 

Population size 

Approximately 7,500 people in England would be eligible for 
treatment with dupilimumab. 
 
Estimates of the prevalence of atopic dermatitis vary. Atopic 
eczema affects up to 0.5% of the adult population. There were 
15,934 finished consultant episodes for severe dermatitis in 
2014 – 2015. Clinical expert advice to the topic selection panel 
noted that approximately 7,500 people would be eligible for 
treatment with dupilumab in the UK.     

Process (TA/HST) TA 

Proposed 
changes to remit 
(in bold) 

None 

Costing 
implications of 
remit change 

The company as indicated that dupilumab is likely to be used as 
an additional treatment option for people with severe atopic 
dermatitis who have not responded to all of the available 
treatments. The cost of dupilumab is not yet known. Dupilumab 
is self-administered by subcutaneous injection following training 
on how to safely inject with a syringe. 

Timeliness 
statement 

Assuming that the anticipated date of the marketing 
authorisation is the latest date that we are aware of and the 
expected referral date of this topic, issuing timely guidance for 
this technology will be possible. 
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Provisional Title 
Recombinant human parathyroid hormone for treating 
hypoparathyroidism  

Topic Selection 
ID Number 

8325 Wave / Round R187 

TA ID Number 1094 

Manufacturer Shire Pharmaceuticals 

Anticipated 
licensing 
information 

Marketing authorisation: Received 26 April 2017  
 
Wording of marketing authorisation:  
‘as adjunctive treatment of adult patients with chronic 
hypoparathyroidism who cannot be adequately controlled with 
standard therapy alone’. 

Draft remit 
To appraise the clinical and cost effectiveness of recombinant 
human parathyroid hormone within its marketing authorisation 
for treating hypoparathyroidism. 

Main points from 
consultation 

Following the consultation exercise, the Institute is of the 
opinion that an appraisal of recombinant human parathyroid 
hormone for treating hypoparathyroidism is appropriate. 
 
The proposed remit is appropriate. No changes are required.  
 

Population size 
The company estimate that approximately 6,700 to 8,400 
people in England would be eligible for treatment with this 
technology.      

Process (TA/HST) TA 

Proposed 
changes to remit 
(in bold) 

None 

Costing 
implications of 
remit change 

Recombinant human parathyroid hormone will offer an 
additional long-term treatment option for people and may 
reduce their reliance on supplemental calcium and vitamin D. 
Currently symptoms caused by hypoparathyroidism are treated 
with oral supplements, however recombinant human 
parathyroid hormone is administered by subcutaneous injection. 
The monitoring for treatment with recombinant human 
parathyroid hormone may be similar to the lifelong monitoring of 
kidney function needed for current treatments. Recombinant 
human parathyroid hormone is currently licensed for people 
with postmenopausal osteoporosis with high risk of fractures. A 
1.61mg (14 doses of 100μg) cartridge for use with a Preotact 
pen devise costs around £160. 

Timeliness 
statement 

Considering that this product has recently received its 
marketing authorisation for use in the UK, publication of timely 
guidance will not be possible. 
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Provisional Title Brodalumab for treating moderate to severe plaque psoriasis 

Topic Selection 
ID Number 

7409 Wave / Round R112 

TA ID Number 878 

Manufacturer Leo Pharma 

Anticipated 
licensing 
information 

***Confidential information removed*** 

Draft remit 
To appraise the clinical and cost effectiveness of brodalumab 
within its marketing authorisation for treating moderate to 
severe plaque psoriasis. 

Main points from 
consultation 

Following the consultation exercise and the scoping workshop, 
the Institute is of the opinion that an appraisal of brodalumab for 
treating psoriasis is appropriate.  
 
As there are 2 other drugs for psoriasis with a similar 
mechanism of action to brodalumab, at consultation we 
requested whether the ATA process would be appropriate. We 
received 3 responses, from the intervention company 
***Confidential information removed***and 2 comparator 
companies. One comparator company stated that ATA may be 
appropriate, if there was evidence of similar benefit at similar or 
lower cost compared with secukinumab. The other comparator 
company stated “Although brodalumab targets the IL-17 
pathway, its mode of action is significantly different to 
secukinumab and ixekizumab and as such, it may not be 
suitable for the abbreviated technology appraisal process”. 
There was also 1 request to consider as an MTA to help define 
the treatment pathway, however the purpose of an appraisal is 
not to define the treatment pathway. Therefore, STA is the most 
appropriate route.   

Population size 

Approximately 8,550 people in England would be eligible for 
treatment with brodalumab. 
This estimate is based on 190,000 people being diagnosed in 
England each year, of whom 4.5% are eligible for this treatment 
(5% have severe psoriasis and 90% of people with the condition 
have plaque psoriasis). The estimate comes from previous 
scope (ID904) and has been updated with recent prevalence of 
England population).  

Process (TA/HST) TA 

Proposed 
changes to remit 
(in bold) 

None 

Costing 
implications of 
remit change 

Brodalumab is an additional third-line treatment option for the 
population with moderate to severe psoriasis. There are a range 
of established alternative treatment options and the potential 
uptake of brodalumab is not known. The cost of brodalumab is 
currently unknown. However, assuming the price would be 
similar to other comparable treatments available there are not 
anticipated to be any additional significant costs. 

Timeliness 
statement 

Assuming that the anticipated date of the marketing 
authorisation is the latest date that we are aware of and the 
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expected referral date of this topic, issuing timely guidance for 
this technology will be possible. 
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Provisional Title Glecaprevir-pibrentasvir for treating chronic hepatitis C 

Topic Selection 
ID Number 

8277 Wave / Round R180 

TA ID Number 1085 

Manufacturer AbbVie 

Anticipated 
licensing 
information 

***Confidential information removed*** 

Draft remit 
To appraise the clinical and cost effectiveness of glecaprevir-
pibrentasvir within its marketing authorisation for treating 
chronic hepatitis C. 

Main points from 
consultation 

Following the consultation exercise and the scoping workshop, 
the Institute is of the opinion that an appraisal of glecaprevir-
pibrentasvir for treating chronic hepatitis C is appropriate. 
 
The proposed remit is appropriate. No changes are required. 
 

 This is the first interferon-free option for patients with 
genotype 3 HCV on dialysis (as it is purely metabolised 
by the liver). A subgroup for people with and without 
renal impairment has been added to the scope. 

 A number of comments related to comparators, mainly 
arguing that the older interferon-containing regimens are 
no longer part of standard of care for some genotypes. 
The comparators in the scope have been amended in 
line with the committee’s conclusions about the current 
treatment options in the NHS in technology appraisal 
guidance 430 (sofosbuvir–velpatasvir for treating chronic 
hepatitis C). Specifically, peginterferon alfa plus ribavirin 
in combination with daclatasvir or simeprevir have been 
removed as comparators in people with genotype 4 
HCV. 

 NHS England emphasised, at DP3 stage, the need to 
consider re-treatment of patients who have failed to 
respond to the latest therapies (sofosbuvir plus 
pegylated interferon plus ribavirin OR all-oral regimens 
such as sofosbuvir/ledipasvir). This has been reflected 
in the scope as ‘other consideration’. 

Population size 

Potentially over 100,000 people in England would be eligible for 
treatment with glecaprevir-pibrentasvir. 
The true prevalence of HCV infection is difficult to establish and 
likely to be underestimated. There are 6 major genotypes and 
several subtypes of HCV; the prevalence of each varies 
geographically. Recent estimates suggest that around 160,000 
people are chronically infected with HCV in England, and that 
approximately 90% of these people are infected with genotype 
1 or genotype 3.      

Process (TA/HST) TA 

https://www.nice.org.uk/Guidance/TA430
https://www.nice.org.uk/Guidance/TA430
https://www.nice.org.uk/Guidance/TA430
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Proposed 
changes to remit 
(in bold) 

None 

Costing 
implications of 
remit change 

The number of people with chronic hepatitis C infection that are 
treated each year depends on a number of variables relating to 
the person's condition and capacity within NHS services. 
Glecaprevir-pibrentasvir is a treatment option and the cost of 
the treatment is unknown. A number of effective alternative oral 
options which are also interferon free regimens and apply to the 
same patient groups are currently available. Therefore, this 
technology is not expected to result in a significant resource 
impact. 

Timeliness 
statement 

Assuming that the anticipated date of the marketing 
authorisation is the latest date that we are aware of and the 
expected referral date of this topic, issuing timely guidance for 
this technology will be possible. 
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Provisional Title Andexanet alfa for reversing anticoagulation 

Topic Selection 
ID Number 

8347 Wave / Round R188 

TA ID Number 1101 

Manufacturer Portola Pharmaceuticals 

Anticipated 
licensing 
information 

***Confidential information removed*** 

Draft remit 
To appraise the clinical and cost effectiveness of andexanet alfa 
within its marketing authorisation for reversing anticoagulation 

Main points from 
consultation 

Following the consultation exercise and the scoping workshop, 
the Institute is of the opinion that an appraisal of andexanet alfa 
for reversing anticoagulation is not appropriate. 
 
NICE recognises that stakeholders considered that this 
technology will be a valuable new treatment option. However, 
NICE doesn’t consider that a technology appraisal focussing on 
providing timely guidance on the clinical and cost effectiveness 
of andexanet, without also looking at the clinical and cost 
effectiveness of anticoagulation, would add value to the NHS. 
Rather, NICE recommends that ongoing updates of NICE 
guidelines including anticoagulation, and any future reviews of 
published technology appraisals for anticoagulants, should 
include consideration of the costs and benefits of 
anticoagulation reversal agents such as andexanet alfa. 

Population size 

Approximately 3150–6300 people in England would be eligible 
for treatment with andexanet alfa. 
Source: company estimate. Scoping workshop attendees 
estimated that 350,000 people were receiving DOACs in 2015, 
of whom 1–2% experience significant or life-threatening 
bleeding requiring reversal of anticoagulation, which is 
consistent with this figure.      

Process (TA/HST) Not applicable – referral not sought 

Proposed 
changes to remit 
(in bold) 

Not applicable – referral not sought 

Costing 
implications of 
remit change 

In trials, andexanet alfa is administered by IV infusion and there 
may be additional administration costs if this method of 
administration is used in clinical practice. The cost of andexanet 
alfa is not yet known. If licenced, andexanet alfa would offer an 
additional treatment option. There may be offsetting savings 
from a reduction in blood products required and reduced 
complications from major bleeds. 

Timeliness 
statement 

Not applicable – referral not sought 

 


