
[image: image1.jpg]INHS

Cambridgeshire and
Peterborough

Clinical Commissioning Group




Group Prior Approval – Funding Application for Infliximab Biosimilar for Plaque Psoriasis in ADULTS - NICE TA134, TA146 and TA103
Please ensure you complete the patient consent section below and share the patient leaflet with your patient/parent.  We will return this form if the patient consent section is not complete – this may delay the decision-making process.
	Patient Consent
	Mark or tick boxes below to confirm

	I confirm that the patient (or in the case of a minor or vulnerable adult the parent/guardian or legal carer) has given consent for the patient identifiable data on this form to be shared with the Exceptional Cases Team or Panel and the CCG Medicines Optimisation Team High Cost Drug Validation Officers. This data may then be used 1. In the interests of the care of the patient 2. For clinical audit purposes 3. To validate against subsequent invoices.
	 FORMCHECKBOX 
 Yes, Consent given

	By submitting this form, you are confirming that you have reviewed this request against the relevant policy and believe the patient meets the relevant threshold criteria or exceptionality criteria.  You have fully explained to the patient/parent the proposed treatment and they have consented to you raising this referral on their behalf.
	Enter date of request

	
	 FORMCHECKBOX 
 Yes

	Please confirm that you have brought the CCG patient leaflet on the collection and use of patient data for the funding request process to the patient’s/parent’s attention:  click here to access the leaflet ‘Why we need to collect your personal confidential information and your rights’   https://www.cambridgeshireandpeterboroughccg.nhs.uk/easysiteweb/getresource.axd?assetid=5546&type=0&servicetype=1

	 FORMCHECKBOX 
 Yes


	GPA Request - PROVIDER COMMISSIONING TO COMPLETE

	Patient NHS No:
	     
	Patient Hospital No:
	     
	GP Name: 
	     

	Patient Name and Address:
	     
	Trust:
	
	
	

	
	
	Consultant requesting treatment (print name):
	     
	GP Practice code:
	     

 FORMTEXT 
     

	Confirm patient status:

(*select 1 option)
	NHS / Private/ Overseas* 
	Consultant contact details:
	     
	
	


	        Please indicate whether the patient meets the following NICE criteria:
	Please tick as appropriate

	1. Please confirm the treatment is being instigated and monitored by a consultant dermatologist
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2. Please confirm that treatment will only be continued in accordance with NICE guidance, summary of product characteristics and local plaque psoriasis pathway:

https://www.nice.org.uk/guidance/ta134
http://www.nice.org.uk/guidance/ta103
http://www.nice.org.uk/guidance/ta146
https://www.medicines.org.uk/emc
https://www.cambridgeshireandpeterboroughccg.nhs.uk/easysiteweb/getresource.axd?assetid=23941&type=0&servicetype=1


Please Note - a subsequent IFR will be required where an increase in dose or frequency is needed which is not in accordance with the NICE guidance. 
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3. As per NICE guidance, treatment should normally be started with the least expensive drug (considering the dose required, price per dose and any additional administration costs). 

Please confirm, in line with good biologic stewardship, that infliximab biosimilar is considered the most cost-effective treatment for this individual patient, noting that alternative treatment options recommended by NICE may be lower in cost. 

Where an alternative lower cost treatment is available and has not been tried by the patient, please confirm that the clinical rationale for prescribing infliximab biosimilar has been included in the patients’ medical record for the purpose of auditing
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4. Please confirm that a biosimilar molecule only will be used in line with any local or national agreements 
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5. Please confirm which one of the following treatments the patient will receive:

 FORMCHECKBOX 
 Adalimumab biosimilar

•
Subcutaneous injection

•
Induction dose regimen: 80 mg.

•
After induction, 40 mg every other week. 

The summary of product characteristics recommends that therapy should be stopped in patients whose disease fails to respond to adalimumab within 16 weeks after starting treatment.
 FORMCHECKBOX 
 Infliximab biosimilar

•
Intravenous infusion - Recommended dose 5 mg/kg at weeks 0, 2 and 6, then at every 8 weeks or (continued infliximab therapy should be carefully reconsidered in adults who do not show an adequate response within the first 10 weeks of treatment)

•
Subcutaneous injection - Treatment with Remsima administered subcutaneously should be initiated as maintenance therapy 4 weeks after the last administration of two intravenous infusions of infliximab 5 mg/kg given 2 weeks apart. If a patient shows no response after 14 weeks (i.e., 2 intravenous infusions and 5 subcutaneous injections), no additional treatment with infliximab should be given
 FORMCHECKBOX 
 Etanercept biosimilar

•
Subcutaneous injection – Recommended dose 50mg once weekly 

The summary of product characteristics recommends that continued etanercept therapy should be reconsidered in patients who show no response 12 weeks after starting treatment and adalimumab may be considered.
5. Please confirm that the patient is an adult with plaque psoriasis who has either

responded inadequately to conventional therapy including corticosteroids and methotrexate, ciclosporin or PUVA

OR

cannot tolerate, or has medical contraindications to conventional therapy including corticosteroids and methotrexate or ciclosporin
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6. Please confirm that the patient has been screened for active and latent tuberculosis before starting treatment with a TNF-alpha inhibitor.
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	Only fully completed forms will be accepted by NHS Cambridgeshire and Peterborough CCG for consideration.  

If the answer to any of these questions is NO, please consider if there are patient specific exceptional clinical circumstances demonstrated. If so, a full exceptional case or individual funding request (IFR) form will need to be completed. Please refer to the individual CSU/CCG Exceptional case/IFR policy for further details: 

https://www.cambridgeshireandpeterboroughccg.nhs.uk/health-professionals/clinical-policies-and-thresholds/exceptional-and-individual-funding/
	Form completed by:                        
 

Email: 

              
 
 

Date of completion:                         
 




	This form is available in BlueTeq and this platform should be used wherever possible. 

Alternatively, please forward this form to us at cpccge-ifr@nhs.net via your internal processing team.
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