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	Available at
	https://www.nice.org.uk/guidance/ta486 

	Date of issue
	01 November 2017
	Implementation deadline
	3 months from publication


	Medicine details

	Name, brand name
	Aflibercept (Eylea)

	Manufacturer
	Bayer

	Licensed indication
	visual impairment due to myopic choroidal neovascularisation (myopic CNV)

	Formulation
	Intravitreal injection

	Usual dosage
	The recommended dose for Eylea is a single intravitreal injection of 2 mg aflibercept equivalent to 50 microlitres. 

Additional doses may be administered if visual and/or anatomic outcomes indicate that the disease persists. Recurrences should be treated as a new manifestation of the disease.

The schedule for monitoring should be determined by the treating physician.

The interval between two doses should not be shorter than one month.


	Disease and potential patient group 

	Brief description of disease
	Choroidal neovascularization (CNV) is the creation of new blood vessels in the choroid layer of the eye. Choroidal neovascularization is a common cause of neovascular degenerative maculopathy (i.e. 'wet' macular degeneration commonly exacerbated by extreme myopia, malignant myopic degeneration, or age-related developments).

	Potential patient numbers per 100,000
	It is estimated that approximately 1,700 eligible people are treated each year, with 95 of these treated for bilateral disease. For a CCG population between 200,000 and 300,000 it is estimated that 9 people will be eligible for treatment each year.
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SUMMARY

	NICE recommendation

	1.1 Aflibercept is recommended, within its marketing authorisation, as an option for treating visual impairment because of myopic choroidal neovascularisation in adults, only if the company provides aflibercept with the discount agreed in the patient access scheme.

1.2 If patients and their clinicians consider both aflibercept and ranibizumab to be suitable treatments, the least costly should be used, taking into account anticipated administration costs, dosage and price per dose.
Why the committee made these recommendations

Ranibizumab is already recommended by NICE for treating choroidal neovascularisation. An

indirect comparison of aflibercept and ranibizumab shows that both drugs provide similar overall health benefits. The total costs of aflibercept are the same as or less than those of ranibizumab.

Because it is has similar costs and overall health benefits to ranibizumab, aflibercept is also

recommended as a cost-effective option for treating choroidal neovascularisation.

	Cost implications*

	Cost of product: The list price of aflibercept 40mg/mL is £816 per 0.1-mL vial (excluding VAT; British national formulary [BNF] online [accessed July 2017]).

Total costs associated with aflibercept are similar to or lower than those associated with ranibizumab (the exact results cannot be reported here because the discounts are confidential).
Annual cost per patient: see above
Costing information/100,000 population and per CCG: NICE have stated that they do not expect this guidance to have a significant impact on resources; that is, it will be less than £5 million per year in England (or £9,100 per 100,000 population). This is because the technology is an option alongside current standard treatment options.
Availability of PAS and details (if appropriate): Yes 
The company has agreed a patient access scheme with the Department of Health. This scheme provides a simple discount to the list price of aflibercept, with the discount applied at the point of purchase or invoice. 

The level of the discount is commercial in confidence. The Department of Health considered

that this patient access scheme does not constitute an excessive administrative burden on the NHS.

Availability of homecare service (if appropriate): Not suitable for homecare
*NICE funding requirements are based on Quality Adjusted Life Years (QALY) threshold. If there is evidence that the incremental cost rises above this threshold in the future, the PCN may reconsider the commissioning status.

	Alternative treatments and cost per patient (per year / per month as appropriate)

	Other NICE recommended products:
Ranibizumab is already recommended by NICE for treating choroidal neovascularisation. An

indirect comparison of aflibercept and ranibizumab shows that both drugs provide similar overall health benefits. The total costs of aflibercept are the same as or less than those of ranibizumab.
Options not reviewed by NICE but used in standard practice:
· It is likely that bevacizumab (Avastin®) is or could be used as an alternative option. This product is significantly cheaper than both ranibizumab and aflibercept, but it is not licensed for any ocular indication. 
· verteporfin photodynamic therapy (vPDT)

	Impact to patients

	· Patient needs to come into hospital to have the injection administered.

· May increase interval between hospital appointments when compared to patients treated with ranibizumab 

	Impact to primary care prescribers

	· This is a PbRe drug and is commissioned by CCGs for use in secondary care. There should be no prescribing in primary care.

· Primary care prescribers should be aware that their patient is receiving aflibercept and ensure that this is recorded in the patient’s notes in order to be alert to potential side-effects and interactions with other medicines prescribed in primary care. This will also ensure that GP records, which are accessed by other healthcare providers, are a true and accurate reflection of the patient’s medication.
· There may be an opportunity to improve compliance with primary prevention :

· Improved blood pressure control 
· Improved lipid control 

· Smoking cessation 

	Impact to secondary care

	· Potential increase in the number of injections and potential decrease in the number of monitoring appointments per patient with aflibercept when compared to ranibizumab as a result of differences in licensed schedules.
· All local Trusts are commissioned to provide this service

	Impact to CCGs

	· Potentially increased cost of injections

· reduced cost of monitoring appointments 

	Implementation

	· Development and publication of Blueteq form (starting and stopping criteria stipulated as per NICE guidance), and a continuation form for ongoing treatment as required.
· Communication with providers with regards to implementation internally

· Current Ophthalmology “manual” will need to be updated (including pathways).
· The drug is already in use in provider trusts for other ocular conditions, and ranibizumab is already in use in provider trusts for this particular condition, so no barriers are anticipated.

	Recommendation to PCN

	PbRe: Y
Recommended traffic light status (see attached guidelines):
[image: image3.emf]Colour classification  guidelines


Approve aflibercept for treating choroidal neovascularisation strictly within NICE criteria 

Red traffic light Status 

Please note; NICE have stated that the introduction of this drug should not cause a significant impact on resources as it is an option alongside current standard treatment options. 

Additional comments:

A Blueteq form for this condition/drug combination will need to be developed
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Comments received
From: JOANES, Carina (NHS SURREY DOWNS CCG)
Sent: 13 December 2017 09:58
To: KIRMANI, Aman (ROYAL SURREY COUNTY HOSPITAL NHS FOUNDATION TRUST); TAYLOR, Simon (ROYAL SURREY COUNTY HOSPITAL NHS FOUNDATION TRUST)
Subject: FW: ACTION required by 27th December 2017 - PCN consultation - Aflibercept for choroidal neovascularisation NICE TA486 
 
Dear Aman and Simon, I’m sorry it’s been so long since I’ve been in touch,

Please find a paper for the January PCN, please share with your colleagues and send us any  comments

 

I am trying to sort out a network meeting for February

 

Best regards

Carina

 

Carina Joanes. MSc, MRPharmS 
Lead Commissioning Pharmacist, Supporting Guildford and Waverley CCG, and Surrey Heath CCG


From: KIRMANI, Aman (ROYAL SURREY COUNTY HOSPITAL NHS FOUNDATION TRUST) 
Sent: 13 December 2017 10:35
To: JOANES, Carina (NHS SURREY DOWNS CCG); TAYLOR, Simon (ROYAL SURREY COUNTY HOSPITAL NHS FOUNDATION TRUST)
Subject: Re: ACTION required by 27th December 2017 - PCN consultation - Aflibercept for choroidal neovascularisation NICE TA486
 

Dear Carina,
 
Nice to hear from you. I have reviewed the paper regarding Aflibercept for mCNV. I fully endorse its use and support its approval based on the criteria mentioned  and in accordance with NICE guidance. Hope to see you soon.  
 
 
Kind Regards
 
Aman
 
Med Retina Specialist
Royal Surrey County Hospital 
Guildford, Surrey
GU2 7XX
Note from Author – clinician confirmed that he had no declarations of interest to make.


From: TAYLOR, Simon (ROYAL SURREY COUNTY HOSPITAL NHS FOUNDATION TRUST) 
Sent: 13 December 2017 14:45
To: KIRMANI, Aman (ROYAL SURREY COUNTY HOSPITAL NHS FOUNDATION TRUST); JOANES, Carina (NHS SURREY DOWNS CCG)
Subject: RE: ACTION required by 27th December 2017 - PCN consultation - Aflibercept for choroidal neovascularisation NICE TA486
 

Thank, Aman.  Fully agree.

 

Simon

 Note from Author – clinician confirmed that he had declarations of interest to make, and was sent the correct form in order to make a DOI register entry.



 

From: WATKIN, Sarah (NHS SURREY DOWNS CCG) 
Sent: 28 December 2017 14:04
To: RANDALL, Georgina (NHS SURREY DOWNS CCG)
Subject: RE: ACTION required by 27th December 2017 - PCN consultation - Aflibercept for choroidal neovascularisation NICE TA486
Importance: High

Apologies for being a day late!

I have one comment about the paper in “Recommendation to PCN”….

I don’t think you can put in the consideration to switch 

1) Is a switch needed for increased intervals when both are possibly single injections according to SPC? 

2) Each injection is considered a separate treatment so they could change treatment plan at this point

Sarah Watkin

Head of Strategic Pharmaceutical Commissioning

_________________________________________________________________________________
_1546944566.pdf
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The colour classification of a medicine is assigned as advised by the PCN.  Where necessary, clinicians should discuss the appropriate management of individual 


patients to ensure safe prescribing of medicines when care is transferred across the interface.  On occasions both parties may agree to work outside of this guidance.  In 


addition, some CCGs may have a variation to the PCN recommended colour classification. 


All providers including NHS organisations, private GPs or specialists or any qualified providers are expected to work within the colour classification framework. 


After evidence review according to the PCN decision making framework, members will define where clinical prescribing responsibility lies for a specific medicine by 


assessing against the following criteria.   


The medicine will be classified if any one statement applies starting at black and moving down through red, amber, blue and green. 


BLACK – NOT recommended Not recommended for use in any health setting across Surrey and NW Sussex health economy 


1. Lack of evidence of benefit compared with standard 
2. Lack of evidence of safety compared with standard 
3. Less cost-effective than standard therapy 
4. NICE guidance does not recommend 


Outputs of PCN: 
1. Policy statement with narrative reasoning why not recommended 
2. Generic patient information leaflet on informed decision making 


 


RED - Specialist ONLY drugs Treatment initiated and continued by specialist clinicians 
1. Specialist assessment to enable patient selection, initiation and continuation of treatment 
2. Long term specialist monitoring of efficacy and not suitable for shared care 
3. Long-term, on-going specialist monitoring of toxicity (because the side-effect profile necessitates rigorous supervision by the hospital consultant or, the full range of possible 


side-effects, particularly long-term effects needs to be established; or problematic investigations to identify toxicity). 
4. Specifically designated as being “specialist” or “hospital only” by product license, Department of Health, NICE or BNF  
5. Unlicensed or off-label treatment without acceptance of authoritative body of recommended opinion e.g. BNF, cBNF or Palliative Care Formulary 
6. Primary Care is unable to monitor therapy sufficiently to oversee treatment or adjust the dose where necessary to ensure safety. 
7. Administration requirements of formulation make it unsuitable for use in primary care (some of these can appropriately be waived in certain situations e.g. palliative care) 
8. Medicines for which the funding is levied outside of tariff e.g. PBR excluded drugs 
9. Only available through or require preparation by hospital pharmacy 
10. Hospital initiated clinical trial materials. 


Outputs of PCN: 
1. Policy statement with narrative reasoning why classified as red and inclusion of definition of specialist prescriber as necessary 
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AMBER - Specialist Initiation WITH Shared Care Guidelines Prescribing initiated and stabilised by specialist but has potential to transfer to primary care under a formal 
shared care agreement. 


1. Specialist assessment to enable patient selection and initiation of treatment 
2. Short or medium term specialist monitoring of efficacy until patient is stable 
3. Short or medium term specialist monitoring of toxicity 
4. Infrequently used such that individual GPs are unlikely to see sufficient patients and acquire a working knowledge of the medicine, thus requiring ongoing specialist support 
5. Long-term monitoring of toxicity needing on-going specialist support 


Outputs of PCN: 
1. Policy statement with narrative reasoning why classified as amber 
2. Formal shared care document agreed by PCN 
Prescribing transferred to GP under shared care agreement in line with PCN recommended minimum duration of supply 


 


BLUE - Specialist Input WITHOUT Formal Shared Care Agreement Prescribing initiated and stabilised by specialist but has potential to transfer to primary care WITHOUT a 
formal shared care agreement. 


1. Specialist assessment or recommendation to enable patient selection and initiation of treatment 
2. Monitoring of efficacy can be undertaken in primary care without specialist support 
3. Monitoring of toxicity can be undertaken in primary care without specialist support 
4. May require specific monitoring and possibly dose titration before transfer 
5. No ongoing requirement for specialist support but opportunity for advice 


Outputs of PCN: 
1. Policy statement with narrative reasoning why classified as blue 
2. PCN to decide if the following are also necessary on an individual basis: 


a. GP information leaflet if necessary 
b. Recommended minimum duration of supply if >1 month 


 


GREEN - Non-Specialist Drugs GPs (or non-medical prescribers in primary care) are able to take full responsibility for initiation and 
continuation of prescribing 


1. GPs (or non-medical prescribers in primary care) are able to take full responsibility for initiation and continuation of prescribing. 
Local prescribing guidelines or NICE guidance may apply. 


Outputs of PCN: 
1. Policy statement with narrative reasoning why classified as green 
Acknowledgement: Adapted from guidance produced by Interface Prescribing Subgroup of Greater Manchester Medicines Management Group, Derbyshire Joint Area Prescribing Committee, Dorset CCG 
and Leicestershire CCG 


 






