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Eligibility checklist 
Vedolizumab
300 mg powder for IV infusion

108 mg/0.68 mL pre-filled syringe for SC injection
	Vedolizumab is listed on the SA Medicines Formulary for paediatric patients (aged 6 years and over, weight > 30 kg) with moderate to severe refractory Crohn’s disease, or moderate to severe ulcerative colitis
· with chronically active or steroid-dependent disease

· who are experiencing a loss of response to anti-TNF medicines despite dose optimisation after measurement of drug levels and antibody levels, and use of immunomodulator medicines
The recommended dosage is 5–6 mg/kg up to 300 mg per dose administered by IV infusion at 0, 2 and 6 weeks and then every 8 weeks thereafter.

The recommended dosage for SC vedolizumab as a maintenance treatment, following at least 2 intravenous infusions, is 108 mg administered by subcutaneous injection once every 2 weeks. The first SC dose should be administered in place of the next scheduled IV dose and every 2 weeks thereafter.

Patients should be reviewed within 6 to 8 weeks of completing the induction regimen, corresponding to 12-14 weeks after initiation of induction treatment. Treatment should be discontinued for patients who have not shown a clinical response by Week 14.
Clinical response has been defined as:
a) Crohn’s disease: a decrease in Paediatric Crohn’s Disease Activity Index (PCDAI) by at least 15 points from baseline and a PCDAI score ≤ 40
b) Ulcerative colitis: Paediatric Ulcerative Colitis activity index (PUCAI) < 10 points


The following information is required to be provided by the prescriber prior to dispensing of the high cost medicine:

Hospital: 

       Patient name: 
      
Patient UR number: 
       Patient date of birth:  
      
Patient weight:  
      
Prescriber eligibility for vedolizumab: 
1.  FORMCHECKBOX 
 Specialist paediatric gastroenterologist or consultant physician [internal medicine specialising in gastroenterology] from SA HEALTH IBD services
Patient eligibility for vedolizumab: (All six criteria must be ticked) 
1.  FORMCHECKBOX 
 Patient has been diagnosed with Crohn’s disease or ulcerative colitis Patient initial PCDAI or PUCAI: …….
2.  FORMCHECKBOX 
 Patient must have failed to achieve an adequate response or have intolerance to systemic therapies such as azathioprine and 6-mercaptopurine. 
3.  FORMCHECKBOX 
 Patient must have failed to achieve an adequate response to a tapered course of or have intolerance to oral steroids.
4.  FORMCHECKBOX 
 Patient is experiencing primary or secondary loss of response to infliximab despite appropriate therapeutic levels or in the presence of high anti-infliximab antibodies.
5.  FORMCHECKBOX 
  Patient ‘s treatment plan has been discussed at Gastroenterology MDT  Date   /  /   
6.  FORMCHECKBOX 
 Documentation of the explanations given to the patient and informed consent for off-label use of vedolizumab have been recorded in the case notes.
Outcome assessment (date ../../..)
1.  FORMCHECKBOX 
 Prescriber agrees to provide the following measures of clinical outcomes following an initial 6- month treatment period  to the SAMEP executive officer and every following year thereafter:

• Has the patient had a response? (YES/NO) Please describe the response: 

Crohn’s disease: current PCDAI:… decrease in PDCAI since treatment start:….
Ulcerative colitis: current PUCAI:….decrease in PUCAI since treatment start:….
C-reactive protein:
Clinical assessment:

Treatments currently received (steroids, immunomodulators):
Is the patient still receiving vedolizumab? If not indicate which treatment are they receiving?
	
I certify that the above information is correct: ______________________________________









(Prescribers signature)

Date: 
     
Name: 
     
Position:      
Department:      
Contact/pager number:      
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Information for pharmacy


This form should be retained in the pharmacy department and a copy forwarded to:


The Executive Officer


South Australian Medicines Evaluation Panel


Medicines and Technology Policy and Programs


Level 1, 101 Grenfell St


Adelaide 5000


(08) 7117 9805


� HYPERLINK "mailto:SAMEP@sa.gov.au" �SAMEP@sa.gov.au�





For more information:


http://www.sahealth.sa.gov.au/samep
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