NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Patient Access Scheme Liaison Unit (PASLU)
Patient Access Scheme proposal template 
(Simple Discount scheme)
Introduction
The 2014 Pharmaceutical Price Regulation Scheme (PPRS) is a non-contractual agreement between the Department of Health and the Association of the British Pharmaceutical Industry. The purpose of the PPRS (2014) is to ensure that safe and cost-effective medicines are available on reasonable terms to the NHS in England and Wales. One of the functions of the PPRS (2014) is to improve patients’ access to medicines, by means of prices that better reflect their value, through Patient Access Schemes. 

Patient Access Schemes propose a discount, rebate or other variation from the list price of a medicine that may be linked to the number of patients estimated to receive the medicine, the clinical response of patients to the medicine or the collection of new evidence (outcomes) relating to the medicine. Proposed schemes should aim to improve the cost effectiveness of medicines and thus allow the National Institute for Health and Care Excellence (NICE) to recommend treatments that it might otherwise have found not to be cost effective. More information on the framework for Patient Access Schemes is provided in the PPRS (2014). 
Patient Access Schemes are proposed by a pharmaceutical company and agreed with the Department of Health, with input from the Patient Access Schemes Liaison Unit (PASLU) within the Centre for Health Technology Evaluation at NICE.
The PPRS recognises the need to ensure that the cumulative burden on the NHS arising from Patient Access Schemes is manageable, and notes that these schemes should be the exception rather than the rule. Simple discount Patient Access Schemes are preferred to complex schemes because they create no significant implementation burden for the NHS. Where a more complex scheme is proposed, applicants should use the complex scheme proposal template rather than this simple discount scheme template, and will need to explain and justify their choice of scheme. 
Instructions for applicants
This template should be read in conjunction with Process for advising on the feasibility of implementing a Patient Access Scheme. Potential applicants may also find it helpful to read the informal guidance document Hints and tips for companies considering a Patient Access Scheme (PAS) proposal in England. If applicants want the Department of Health to consider a simple discount Patient Access Scheme proposal, they should use this template to submit information (evidence). For all other Patient Access Scheme proposals, the complex scheme template should be completed in conjunction with ‘Process for advising on the feasibility of implementing a Patient Access Scheme’.  
This simple discount scheme template is designed for applicants to provide the information PASLU requires to assess the feasibility of implementing the proposed Patient Access Scheme using the principles set out in the PPRS (2014) (see appendix A), and explains the way in which information should be presented. Applicants should include all relevant information, including evidence not directly related to the PPRS (2014) principles. If applicants cannot follow the template format, they must clearly state the reasons for this. Applicants should insert ‘N/A’ in the sections they do not consider relevant to the proposed scheme and provide reasons for this response. All responses should be as concise as possible, while providing all the necessary evidence to support the proposal.
Applicants should only provide evidence that relates to the NHS in England and Wales. (Different health technology assessment arrangements are in place in Scotland and Northern Ireland, and a separate application process applies for Patient Access Scheme proposals in Scotland). 
The completed template should be submitted to the Department of Health. If the Department is content that the template includes sufficient evidence to allow a review, the Department will normally refer the proposal to PASLU. 
PASLU will review the proposed scheme against the simple discount scheme criteria in relation to the NHS in England and Wales and, with input from representatives of an independent expert panel, produce final advice to the Department of Health. Ministers will make the final decision about whether a proposed Patient Access Scheme can be considered as part of a NICE technology appraisal programme. 
For details about how NICE handles information relating to this proposal, please see the document ‘Process for advising on the feasibility of implementing a Patient Access Scheme’ 
Qualification as a simple discount Patient Access Scheme
For a proposed scheme to qualify as a simple discount Patient Access Scheme, the applicant must provide evidence to show that the scheme meets the criteria set out below.
Please note: if the scheme is implemented, the discount must be applied to the UK list price given in the relevant technology appraisal guidance and to any subsequent UK list price reductions. Details of the PAS, e.g. the fact it is a simple discount, will be included in the relevant NICE guidance. The cost to the NHS of purchasing the product must not exceed that considered in the development of the relevant technology appraisal guidance.
When the simple discount scheme criteria below cannot be fully met, applicants should consider submitting a complex scheme proposal instead.
	Criteria 
A simple discount scheme must:
	Evidence provided in response to questions:

	1
	Offer a price* for the product that is lower than the list price, applies to all supplies and preparations of the product, and is valid for all current and future indications (for the duration of the Patient Access Scheme) and in all settings.
	1, 2, 3, 4, 10 11

	2
	Offer a reduction from the list price through a discount applied to all original invoices for the product.
	4

	3
	Require no additional administration; ‘additional’ means over and above the administration required to purchase the product without a Patient Access Scheme (a single simple letter to trusts** is allowed).
	4, 6, 10, 11

	4
	Remain in place until NICE next reviews the guidance*** on the product and a final decision has been published on the NICE website.
	6, 8, 9, 11

	*The discounted price may be a fixed maximum price or a discount that tracks any changes to the UK list price.
** If required, a single letter outlining the terms of the pricing agreement should generally be no longer than 1 side of A4 at a font size of no smaller than 10 point. It should contain clear statements and expectations for the NHS and the applicant. It is expected that the content will not introduce additional administrative burden. The letter should detail scheme specific elements and must be separate from the standard terms and conditions of supply.  
 ***Please note, the review date specified in the technology appraisal guidance indicates the date that the guidance is eligible for review.  


Applicant and contact details
Please state whether the applicant is the company or sponsor. If the applicant is the sponsor, please state the relationship with the company (for example, UK distributor).
	Applicant details

	Organisation name:
	    

	Address line 1:
	   

	Address line 2:
	   

	Address line 3:
	   

	Address line 4:
	   

	Address line 5:
	   

	Postcode:
	   

	Sponsor’s relationship to company, including details of the company:
	   


Please provide contact details for the people responsible for the proposed Patient Access Scheme.
	Primary contact 

	Name:
	   

	Email:
	   

	Tel:
	   


	Secondary contact 

	Name:
	   

	Email:
	   

	Tel:
	   


Details of the Patient Access Scheme
1. Please indicate with an ‘X’ the proposed discounting approach. 
	Percentage discount from the UK list price (the list price may vary) 
	   

	Fixed price (which will not vary with any change to the UK list price)
	   

	For fixed price proposals, please describe how the scheme would operate, if the UK list price were to be reduced to a level lower than the proposed fixed price?
   

	Additional information: 

   


2. Please provide the current UK list price and details of the proposed discount.
	Current UK list price(s) for all brand names and preparations of the product
	   

	Proposed discount (if appropriate, specify by brand name and preparation)
	   


3. Please provide the name of the product and the indications (current and future) to which the proposed Patient Access Scheme applies.
	Name of the product*
	   

	Current indications with marketing authorisation details
	   

	Future indications with estimated marketing authorisation dates 
	   

	Please confirm that the proposed scheme will apply to all current and future indications (including those not explicitly named) for all preparations, in all settings**
	Yes
	   
	No
	   

	If NO, please explain why and consider a complex scheme proposal instead of a simple discount scheme proposal.
   

	*Please provide the generic (INN) name and all UK brand names.

	**‘All settings’ refers to homecare providers, secondary care, NHS patients in a private hospital, private patients in an NHS hospital, outsourced hospital pharmacies, primary care via homecare arrangements and outsourced aseptic units. 


4. Please describe briefly how the proposed discount will appear on the original invoice produced by the company to the purchasing organisation? For example, the discount will be shown on the original invoice from the company to the purchasing organisation. 
	   


5. Please indicate if the applicant would like the discount level offered as part of the proposed simple discount scheme to be considered confidential by the Department of Health*. If so, please briefly outline the rationale for this request:
	Yes
	   

	No
	   

	If YES, please explain the rationale 
	   

	* If Department of Health Ministers agree that a discount level may remain confidential, such agreement is always subject to the condition that the NHS must have access to the discount price, so Trusts and commissioners are able to properly account for the PAS. In addition, NHS organisations must be able to share data on PAS discounts, including for the purposes of benchmarking, within appropriate arrangements to safeguard confidentiality.


6. Please provide information about any documentation required to operate the proposed Patient Access Scheme. A simple discount scheme should require no additional administration; however, a single simple letter to trusts is allowed. 
	Please indicate if NHS organisations will be sent a letter if the scheme is implemented
	Yes
	   
	No
	   

	If YES, please attach a copy of the letter 
	

	Please indicate if NHS organisations will be required to complete any additional documentation* to receive the benefits of the proposed simple discount scheme
	Yes
	   
	No
	   

	 If YES, a complex scheme would be more suitable than a simple discount scheme.

	*Other than a simple letter.


7. Please outline whether the proposed Patient Access Scheme adheres to legislation related to competition in the market*.
	   

	*Please be as concise as possible.


8. A simple discount scheme should be in place from the date of guidance publication and until NICE next reviews the guidance* on the product and a final decision has been published on the NICE website. Please confirm that the applicant is able to offer the proposed Patient Access Scheme under these terms. 
	Yes
	   

	 If NO, a Patient Access Scheme proposal may not be appropriate.

	*Please note, the review date in the technology appraisal guidance indicates the date from which the guidance is eligible for review.  


9. There may be specific circumstances in which the applicant might change or withdraw the proposed Patient Access Scheme, either nationally or for individual NHS organisations. Please describe these circumstances and confirm that any scheme change or withdrawal would only be implemented following discussion with and the agreement of the Department of Health. 
	Nationally
	   

	For individual NHS organisations
	   

	Please be as concise as possible.


10. Please indicate whether the proposed Patient Access Scheme will operate under the following circumstances or settings, and if so, give further details and any additional steps that would be required for the NHS to receive the product at the discounted price. If it anticipated that the product would not be delivered in any of the circumstances or settings listed, please briefly explain why. 
	Circumstance or setting
	Has the NHS been consulted on this approach*? (yes/no)
	Scheme compatible? (yes/no)
	Please describe


	Homecare
	   
	      
	   

	NHS patients treated in non-NHS settings, e.g. private hospitals
	   
	   
	   

	Private patients treated in an NHS hospital 
	   
	   
	   

	Contracted-out dispensing of NHS outpatient prescriptions by non-NHS organisations 
	   
	   
	   

	Outsourced aseptic units** 
	   
	   
	   

	FP10 prescription dispensed by a community pharmacist 
	   
	   
	   

	*It is expected that consultation will be carried out with the NHS in England and Wales. Please consider any operational variation between NHS organisations.
** If appropriate for the treatment preparation. 


11. Please set out information on the expected level(s) of uptake of the proposed PAS, and data that will be collected and available to be shared with NICE (PASLU) and the Department of Health to enable periodic monitoring of the PAS’ operation.
	   


12. Is there any additional information that PASLU should take into consideration when reviewing the scheme? If so, please provide details.

	   

	Please be as concise as possible.

	


Supplementary information 
Please provide any supplementary information available on the proposed Patient Access Scheme as outlined below. [This information will be used by PASLU for background.]
A
Please provide prevalence and incidence data (with reference sources) for the populations covered by the Patient Access Scheme, including known future indications.
	Indication
	Prevalence
	Incidence

	   
	   
	   

	   
	   
	   

	   
	   
	   

	   
	   
	   

	Source:    


B
Please give the estimated number of patients who will be treated with the product over 3 years (including known future indications), including references for the data source.
	Indication
	Estimated number of patients

	
	Year 1
	Year 2
	Year 3

	   
	   
	   
	   

	   
	   
	   
	   

	   
	   
	   
	   

	   
	   
	   
	   

	Source:    


C
Please provide details of any clinical uses outside the marketing authorisation (that the applicant is aware of) for which the technology could be used*. 

	   

	*Please be as concise as possible.


D
Is this product within, or intended to be included in, the Payment by Results tariff? If so, please provide details.  
	   


E
Is this product commissioned as part of specialised services (commissioned by NHS England) or as part of services commissioned by Clinical Commissioning Groups (CCGs)? 

	   


F
Please provide information about expiry dates of relevant UK / EU patents and Supplementary Protection Certificates (SPCs) for this product. 
	   


Declaration
I confirm that all data relevant to the proposed Patient Access Scheme have been disclosed to NICE.
I confirm that the proposed Patient Access Scheme will:
· offer a price* for the product that is lower than the list price, applies for all supplies and preparations of the product and is valid for all current and future indications (for the duration of the Patient Access Scheme) and in all settings

· offer a reduction from the list price through a discount applied to all original invoices for the product
· require no additional administration; ‘additional’ means over and above the administration required to purchase the product without a Patient Access Scheme (a single letter is allowed)

· remain in place until NICE next reviews the product under the technology appraisals programme and a final decision has been published on the NICE website.
*Note: the price offered may be a maximum fixed price or a discount that tracks any changes to the UK list price.
	Signed
	   

	Name
	   

	Position
	   

	Date
	   


Please insert a scanned signature or send a copy of this completed page as an attachment. (Note that a Word version of the completed template is required for PASLU review). 
Appendix A: Key principles of implementing a Patient Access Scheme in England and Wales from the PPRS (2014)
· Arrangements must respect the role of NICE in providing the NHS with an independent assessment and appraisal of the evidence on an intervention. 

· PAS proposals are to be discussed first and agreed in principle by the Department of Health and the company. NICE’s principal role is to assess the impact of such proposals on cost-effectiveness taking into account the details of the proposed PAS. 

· The full costs to the NHS of any such arrangements should be included in the costs considered by the Appraisal Committee. 

· PAS should be clinically robust, clinically plausible, appropriate and monitorable (e.g. if it is a responder scheme, there must be a relatively straightforward way to measure a patient’s clinical response). 

· Any PAS should be operationally manageable for the NHS without unduly complex monitoring, disproportionate additional costs and bureaucracy. Any burden for the NHS should be proportionate to the benefits of the PAS for the NHS and patients. Clarity is also required on the exact duration of any agreement and the circumstances in which it might be terminated. 

· It is important that the cumulative administrative burden of PAS remains manageable for all parties involved in their operation, including front-line NHS staff. It is reasonable for the Department of Health to take this issue into account when considering the viability of individual PAS. Priority is likely to be given to PAS that deliver the greatest benefits to patients, for example in enabling the NHS to address a previously unmet need.

· PAS should be consistent with existing financial flows in the NHS and with local commissioning (for example, payers must be able to calculate the effective price for their patient population, so the costs and savings accrue to those local services making commissioning and treatment decisions).

· The NHS in England and Wales must be consulted on PAS proposals, in particular where these involve additional data collection beyond that associated with the conventional purchase of medicines (for example, in relation to patient numbers, or the monitoring and recording of a patient’s condition over and above that for the normal management of a patient. PASLU has been established to advise the Department on the feasibility of Patient Access Scheme proposals, and the PASLU process includes arrangements for consultation with the NHS. 
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