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COMMISSIONING STATEMENT ON THE USE OF VEDOLIZUMAB FOR TREATING MODERATELY TO 
SEVERELY ACTIVE CROHNS DISEASE (TA 352) 

 

 

SUMMARY 
 

NHS Dorset Clinical Commissioning Group recommends the use of vedolizumab (Entyvio®) for the 
treatment of moderately to severely active Crohn’s disease in accordance with NICE technology appraisal 
352, if a tumour necrosis factor – alpha inhibitor (anti-TNF) is not suitable or has not worked. 

 

Crohn's disease is a chronic inflammatory disease that mainly affects the 
gastrointestinal tract. There are currently at least 115,000 people in the UK 
with Crohn's disease. The causes of Crohn's disease are widely debated. 
Smoking and genetic predisposition are two important factors that are 
likely to play a role. 

 

Typically, people with Crohn's disease have recurrent attacks, with 
acute exacerbations interspersed with periods of remission or less active 
disease. Treatment is largely directed at symptom relief rather than cure, 
and active treatment of acute disease (inducing remission) should be 
distinguished from preventing relapse (maintaining remission). 

 

Management options for Crohn's disease include drug therapy, attention to 
nutrition, smoking cessation and, in severe or chronic active disease, 
surgery. 

 

The aims of drug treatment are to reduce symptoms and maintain or 

BACKGROUND improve quality of life, while minimising toxicity related to drugs over both 
the short- and long-term. Glucocorticosteroid treatment, 5-aminosalicylate 
(5-ASA) treatment, antibiotics, immunosuppressives and tumour necrosis 
factor (TNF) alfa inhibitors are currently considered to be options for 
treating Crohn's disease. Enteral nutrition has also been used widely as 
first-line therapy in children and young people to facilitate growth and 
development, but its use in adults is less common. Between 50 and 80% of 
people with Crohn's disease will eventually need surgery for strictures 
causing symptoms of obstruction, other complications such as fistula 
formation, perforation or failure of medical therapy. 

 

Vedolizumab (Entyvio, Takeda UK) is a humanised IgG1 monoclonal 
antibody derived from a newly engineered cell line. It is targeted against 
α4β7 integrin, which is expressed on certain white blood cells. α4β7 
integrin is responsible for recruiting these cells to inflamed bowel tissue. 
Through inhibition of α4β7, vedolizumab’s activity should produce a more 
targeted action than other therapies. 

 

 
 
 

RELEVANT NICE 
GUIDANCE 

NICE TA 352 states: 

Vedolizumab is recommended as an option for treating moderately to 

severely active Crohn's disease only if: 

 a tumour necrosis factor-alpha inhibitor has failed (that is, the 

disease has responded inadequately or has lost response to 
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 treatment) or 

 a tumour necrosis factor-alpha inhibitor cannot be tolerated or is 

contraindicated. 

Vedolizumab is recommended only if the company provides it with the 

discount agreed in the patient access scheme. 

Where treatment lasts for longer than 1 year, people receiving vedolizumab 

should be reassessed at 12 months and at least annually to see if continued 

treatment is justified. 

The recommended dosage of vedolizumab is 300mg at 0, 2 and 6 weeks 

then every 8 weeks thereafter. People who have not shown a response 

may benefit from a dose at week 10. If no evidence of therapeutic benefit 

is seen by week 14, vedolizumab should not be continued. (See SPC) 
 

FORMULARY STATUS 
 

Red 
 

PBR STATUS 
 

Excluded from PbR tariff 

 
 
 
 
 

COMMISSIONING 
IMPLICATIONS 

 

Provides an additional evidence based option for patients in whom existing 
anti-TNFs have not worked or are not suitable. 

 

Moderate to severe disease is assumed to equate to a Crohns Disease 
Activity Index (CDAI) of ≥220 or a Harvey Bradshaw Index score (HBI) ≥8 

 

The NICE costing statement estimates eligibility for vedolizumab for this 
condition to be 15 patients (prevalent and incidental) per 100,000 
population per year 

 

RELEVANT CLINICAL 
WORKING GROUP 

 
Commissioned by Planned and Specialist Clinical Working Group of CCG 

 

 
 
 
 
 
 
 
 
 

PATIENT PATHWAY 
IMPLICATIONS 

 
Vedolizumab will provide an additional pathway step for patients who have 
failed to respond to anti-TNF or it is contra-indicated or not tolerated. It is 
likely Entyvio will be normally used after unsuccessful treatment with anti- 
TNF due to clinician familiarity and experience with this group of drugs. 

 
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 352 ‘Consideration of the Evidence’ (link) 

https://www.nice.org.uk/guidance/ta352/chapter/4-Consideration-of-the-evidence
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ASSESSMENT OF COST 
IMPLICATIONS 

The NHS list price of vedolizumab is £2050 per 300 mg vial (excluding VAT; 
'British national formulary' [BNF] edition 69).  

 The company has agreed a patient access scheme with the 
Department of Health. This price is commercial in confidence. 

Comparative annual costs of treatment options 
 Annual treatment 

cost per patient 
per drug 
Treatment 

1st year Subsequent years 

Cost (£) Induction (£) Maintenance (£) Maintenance (£) 

Biologics 
Vedolizumab 
(based on the 
NHS list)a

 

6,150 10,763 13,325 

Infliximab – 
proprietary 
bbbb 

5,035 8,392 10,910 

Infliximab - 
biosimilarb 

4,532 7,553 9,819 

Adalimumabb
 2,817 7,794 10,611 

Golimumabb
 3,052 8,393 9,919 

 
Conventional treatments 
5-ASAs, tablets 
(Ipocol)c

 

49.50 111.83 161.33 

5-ASAs, enemas 
(Asacol)c

 

106.88 589.75 696.63 

5-ASAs, 
suppositories 
(Asacol)c

 

40.49 223.41 263.90 

Azathioprined
 13.40 73.93 87.33 

6-mercaptapurinee 261.15 1,441.00 1,702.15 
Prednisolone 76.70 - - 
a The NHS list price is £2050 per 300 mg vial of vedolizumab. 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 8-week induction. Daily maintenance thereafter. Drug costs from 
Chemist and Druggist April 2015. 
d 8-week induction. Drug costs from eMC Dictionary of Medicines April 
2015. 
e 8-week induction. Daily maintenance thereafter. Drug costs from eMC 
Dictionary of Medicines April 2015 



DORSET MEDICINES ADVISORY GROUP 
 
 

 
 

REFERENCES 

http://www.nice.org.uk/guidance/TA352  
http://www.nice.org.uk/guidance/ta352/resources/costing-statement2 
Summary of product characteristics (SPC) for Entyvio available at 
https://www.medicines.org.uk/emc/medicine/28980 Accessed March 2018 

 

Date 
 

September 2015; Updated March 2018  
 

Review date 
 

March 2020 or before in the light of new information 
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