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COMMISSIONING STATEMENT ON THE USE OF VEDOLIZUMAB FOR TREATING MODERATELY TO 

SEVERELY ACTIVE ULCERATIVE COLITIS (NICE TA 342) 
 
 

SUMMARY 
 

 NHS Dorset Clinical Commissioning Group recommends the use of vedolizumab (Entyvio®) 
 

in accordance with NICE technology appraisal 342 for treating moderately to severely active ulcerative 
colitis 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

BACKGROUND 

Ulcerative colitis is a chronic condition in which inflammation develops in 
the large intestine. Its exact cause is unknown although hereditary, 
infectious and immunological factors have been proposed as possible 
causes. 
The modified Truelove and Witts severity index is widely used to classify 
the severity of ulcerative colitis. It defines moderate ulcerative colitis as 
more than 4 daily bowel movements but the patient is not systemically ill 
and severe ulcerative colitis as more than 6 bowel movements daily and the 
patient is also systemically ill (as shown by tachycardia, fever, anaemia or a 
raised erythrocyte sedimentation rate). Severe ulcerative colitis, as defined 
by the Truelove and Witts severity index, is potentially life threatening and 
normally requires hospitalisation and emergency care. This is aligned with 
the UK definition of 'acute severe ulcerative colitis'. 
TA 342 includes moderately to severely active ulcerative colitis but not 
acute severe ulcerative colitis (that is, severe ulcerative colitis according to 
the Truelove and Witts severity index). 
Treatment for ulcerative colitis aims to relieve symptoms during a flare-up 
and then to maintain remission. The management of moderately to 
severely active ulcerative colitis involves treatment with oral or topical 
aminosalicylates (sulfasalazine, mesalazine, balsalazide or olsalazine), or 
with corticosteroids if aminosalicylates are contraindicated or not 
tolerated. Oral corticosteroids or drugs that affect the immune response 
can also be added if the disease does not respond to aminosalicylates. 
Colectomy is a treatment option if symptoms are inadequately controlled 
or if the patient has a poor quality of life on conventional therapy 

 
NICE TA 342 states: 

 
 
 
 
 

RELEVANT NICE 
GUIDANCE 

Vedolizumab is recommended, within its marketing authorisation, as an 

option for treating moderately to severely active ulcerative colitis in adults 

only if the company provides vedolizumab with the discount agreed in the 

patient access scheme. 

 

 The marketing authorisation for vedolizumab is indicated 'for the treatment 

of adult patients with moderately to severely active ulcerative colitis who 

have had an inadequate response with, or lost  response to, or were 
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  intolerant to either conventional therapy or a tumour necrosis factor‑alpha 

antagonist'. The recommended dosage of vedolizumab is 300 mg given by 

intravenous infusion at 0, 2 and 6 weeks and then every 8 weeks thereafter. 

Continued therapy for people with ulcerative colitis should be carefully 

reconsidered if no evidence of therapeutic benefit is observed by week 10. 

Note the marketing authorization also states that if treatment is interrupted 

or response decreases, dosing frequency may be increased (consult 

product SPC) 

 

 
 

FORMULARY STATUS 
 

Red 
 

PBR STATUS 
 

Excluded from PbR tariff 
 

COMMISSIONING 
IMPLICATIONS 

 

Represents an additional biologic option for this stage of management, may 
require additional resource subject to pathway discussions. 

 

RELEVANT CLINICAL 
WORKING GROUP 

 
Commissioned by Planned and Specialist Clinical Working Group of CCG 

 
 
 
 
 
 

PATIENT PATHWAY 
IMPLICATIONS 

 
Vedolizumab should be given until it stops working or surgery is needed. At 
12 months after the start of treatment, people should be reassessed to see 
whether treatment should continue. Treatment should only continue if 
there is clear evidence of ongoing clinical benefit. For people in complete 
remission at 12 months, consider stopping vedolizumab, resuming 
treatment if there is a relapse. People who continue vedolizumab should be 
reassessed at least every 12 months to see whether continued treatment is 
justified. 

 
SUMMARY OF EVIDENCE 
TO SUPPORT 
FORMULARY STATUS 

 
Summarised in NICE TA 342: http://www.nice.org.uk/guidance/ta342/chapter/4- 
Consideration-of-the-evidence 

 

 
 
 
 
 
 
 
 

ASSESSMENT OF COST 
IMPLICATIONS 

Comparative annual costs of biologic treatment options per patient 

 Treatment 1st year Subsequent 
years 

 Induction (£) Maintenance 
(£) 

Maintenance (£) 

Vedolizumab 
(based on the 

NHS list)a
 

6,150 10,763 13,325 

i.e. first year costs = £16,913 

Infliximab - 
proprietaryb

 

5,035 8,392 10,910 

Infliximab - 
biosimilarb

 

4,532 7,553 9,819 

Adalimumabb
 2,817 7,794 10,611 

Golimumabb,c
 3,052 8,393 9,919 

http://www.nice.org.uk/guidance/ta342/chapter/4-Consideration-of-the-evidence
http://www.nice.org.uk/guidance/ta342/chapter/4-Consideration-of-the-evidence
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a The NHS list price is £2050 per 300 mg vial of vedolizumab (excluding VAT; 
'British national formulary' [BNF] edition 69). The company has agreed a patient 
access scheme with the Department of Health. The level of the discount is 
commercial in confidence. 
Induction doses at 0,2 and 6 weeks. Maintenance doses every 8 weeks 
thereafter. NHS list price from eMC Dictionary of Medicines April 2015. 
b The drug costs for the TNF-alpha inhibitor biologic drugs are based on 
the calculations used for the costing statement on TA329 Infliximab, 
adalimumab and golimumab for treating moderately to severely active 
ulcerative colitis after the failure of conventional therapy. Please refer to 

that document for the detail behind the calculations. 
There is a patient access scheme for golimumab in which the company 
agrees to provide the 100 mg dose of golimumab at the same cost as the 
50 mg dose. There are no patient access schemes for infliximab or 
adalimumab. 
C The company has an agreed rebate scheme the discount is commercial 

in confidence. 

 

REFERENCES 
http://www.nice.org.uk/guidance/TA342/chapter/1-Guidance 
Summary of product characteristics (SPC) for Entyvio available at 
https://www.medicines.org.uk/emc/product/5442 (Accessed March 2018) 
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