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1 Introduction
The 2009 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 (2009) 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 (2009) is to improve patients’ access to medicines, by means of prices that better reflect their value, through Patient Access Schemes. 

Patient Access Schemes are proposed by applicants to provide 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 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 (2009) (www.dh.gov.uk/en/Healthcare/Medicinespharmacyandindustry/Pharmaceuticalpriceregulationscheme/2009PPRS). 

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 Patient Access Schemes are advantageous to all parties as they create no significant implementation or operational. Where a more complex scheme is proposed, applicants will need to explain and justify their choice.
2 Instructions for applicants
This template should be read in conjunction with ‘Process for advising on the feasibility of implementing a Patient Access Scheme’ (http://www.nice.org.uk/media/FCC/CC/PASLUProcessGuide.pdf). If applicants want the Department of Health to consider a full Patient Access Scheme proposal, they should use this template to submit information (evidence). (For simple Patient Access Scheme proposals, the simple scheme template should be completed in conjunction with ‘Process for advising on the feasibility of implementing a Patient Access Scheme – simple scheme’.)
This 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 (2009) (see page 5), and explains the way in which information should be presented. Applicants should include all relevant information, including evidence not directly related to the PPRS (2009) 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 and where NICE are to appraise the topic. (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. Please note that a signed proposal template declaration is required. 
PASLU will review the proposal and, with input from an independent expert panel, produce final advice to the Department of Health on the feasibility of implementing the Patient Access Scheme in the NHS in England and Wales. Ministers will make the final decision about whether a proposed Patient Access Scheme can be considered as part of NICE’s technology appraisals programme. 

For details about confidentiality and how NICE handles information relating to this proposal, please see the document ‘Process for advising on the feasibility of implementing a Patient Access Scheme’ (http://www.nice.org.uk/media/FCC/CC/PASLUProcessGuide.pdf).  

Key principles of a Patient Access Scheme for implementation in England and Wales from the PPRS (2009). 
The proposed Patient Access Scheme will be assessed against the following principles. The applicant is asked to provide evidence in this proposal to show how the scheme meets them:

	Principles   
	Evidence provided in response to sections

	1
	The full costs to the NHS of any such arrangements should be included in the costs considered by the Appraisal Committee.
	5

	2
	Schemes 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 this response).
	1, 2, 3, 6

	3
	Any scheme 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 scheme for the NHS and patients. Clarity is also required on the exact duration of any agreement and the circumstances under which it might be terminated.
	1, 2, 3, 4, 5

	4
	It is important that the cumulative burden of such schemes 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 schemes. Priority is likely to be given to schemes that deliver the greatest benefits to patients, for example enabling the NHS to address a previously unmet need. 
	2, 3, 4, 5

	5
	Schemes should be consistent with existing financial flows in the NHS and with local commissioning (e.g. 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).
	3, 4, 5

	6
	The NHS in England and Wales must be consulted on proposed Patient Access Schemes, in particular when 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.
	2, 3, 6


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

	Organisation name:
	    

	Address line 1:
	    

	Address line 2:
	    

	Address line 3:
	    

	Address line 4:
	    

	Address line 5:
	    

	Postcode:
	    

	Manufacturer or sponsor?
	    

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


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

	Name:
	    

	Email:
	    

	Tel:
	    


	Secondary contact

	Name:
	    

	Email:
	    

	Tel:
	    


1 Scheme type, product and documentation
	Financially based
	      

	Outcome based*
	   

	*If this is an outcome-based scheme, please provide full details of the outcome measures to be used, their relevance, how the data will be collected for the scheme. This should be included as a separate appendix. 


Please indicate with an ‘X’ the type of Patient Access Scheme proposed. (The scheme type is defined in the PPRS (2009), paragraphs 6.27–6.31) 
Please provide the name of the product and the indications (current and anticipated future) to which the proposed Patient Access Scheme applies.
	Name of the product*
	   

	Current indications with marketing authorisations
	   

	Planned future indications with estimated marketing authorisation dates 
	   

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

	If NO, please give details.

   

	Please confirm whether the proposed scheme will apply only to a subgroup of patients. 
	Yes
	    
	No
	    

	If YES:

How is the subgroup defined? What inclusion and exclusion criteria have been used to select patients and how are the criteria measured? 
    

	*Please provide the generic name and all UK brand names (see PPRS (2009), section 7.38).

	** All settings’ refers to homecare providers, secondary care, outsourced hospital pharmacies and primary care via homecare arrangements.


Please provide a copy of the signed declaration (final page of template) and the summary of product characteristics, and indicate with an ‘X’ any additional documentation required to operate the proposed scheme. Please embed the documents in the table below or include with the completed proposal template.
	
	Tick
	Embed document

	Signed scheme declaration
	      
	    

	Summary of product characteristics
	      
	    

	PAS agreement form (including terms and conditions), if applicable
	         
	    

	PAS registration forms, if applicable
	      
	    

	PAS order forms, if applicable
	      
	    

	PAS claim forms/rebate forms, if applicable
	      
	    

	Other relevant documents, if applicable
	      
	    

	PAS, Patient Access Scheme


2 Operation of the scheme

Operational manageability: schemes should be clinically robust, clinically plausible, appropriate and monitorable. 
Please outline the aims of developing a Patient Access Scheme for the specified product.
	    


Please describe the rationale for choosing the type of Patient Access Scheme proposed, explaining why a simple scheme or less complex scheme is not appropriate for this technology.
	    


Please provide a flow diagram that clearly shows how the scheme will operate (e.g. prescribing, ordering, delivery, financial flows and Commissioners). 
	    


Please describe each step of the proposed scheme’s operation, including the staff groups involved at each stage.
	    


Please describe the current care pathway for patients, including the treatments currently prescribed. If the proposed scheme will introduce variation to the current care pathway, for example additional treatment-related costs, please describe these changes. Please provide a flowchart, where this would be helpful to show the care pathway. 
	Describe current care pathway
	      

	Describe any changes to the current care pathway
	


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 directly associated with the proposed scheme, that would be required for the NHS to receive the appropriate rebate or discount.

	Circumstance 
	Has the NHS* been consulted on this approach? (yes/no)
	Scheme compatible? (yes/no)
	If yes, please describe 

(Please be concise)

	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 
	   
	   
	   

	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


3 Data monitoring

Administratively simple: any scheme should be operationally manageable for the NHS without unduly complex monitoring. 
Effect on the cumulative burden: it is important that the cumulative administrative burden of such schemes remains manageable for all parties involved in their operation, including front-line NHS staff. 
If any data collection is required to operate the proposed scheme, please describe this. For example, record keeping of the number of doses prescribed to a patient and the reconciliation of these data. Would these data be collected routinely under current clinical practice?
	Describe any current data collection
	     

	Describe any changes to any existing data collection
	   


How will the data from the scheme be gathered, collated and analysed and who will be responsible for this? What will the collected data be used for?

	    


Please define the data monitoring role and responsibilities for the following: 

	The applicant
	      

	All NHS organisations
	      

	Other relevant parties
	      


3.1 The Department of Health and the Association for the British Pharmaceutical Industry reached agreement over accessing information to gain a better understanding of the impact Patient Access schemes can have in providing benefits to patients. 

As part of the PAS process could you confirm that:

Data on the uptake of the PAS will be collected and available to be shared with NICE (PASLU) and the Department upon request.

	Yes
	   

	If No, please explain why
	   


4 Benefits of the scheme 
Proportionate burden: any burden for the NHS should be proportionate to the benefits of the scheme for the NHS and patients. 
Prioritise the greatest benefits: priority is likely to be given to schemes that deliver the greatest benefits to patients, for example in enabling the NHS to address a previously unmet need. 
Please provide the most recent prevalence and incidence data available (with reference sources) for the populations covered by the proposed Patient Access Scheme, irrespective of licenced indication.
	Indication
	Prevalence
	Incidence

	   
	    
	    

	   
	    
	    

	    
	    
	    

	    
	    
	    

	Source:


What proportion of the patient population (specified in 4.1) is expected to meet the scheme criteria (specified in 1.2)? Please include evidence to support this estimate. 
	   


Please provide an estimate of the number of patients that are anticipated to be treated with the product, irrespective of licenced indication.
	Indication
	Estimated number of patients

	
	Year 1
	Year 2
	Year 3

	    
	    
	    
	    

	    
	    
	    
	    

	    
	    
	    
	    

	    
	    
	    
	    


To what extent does the technology address a currently unmet need in the NHS? 
	      


5 Financial flows
Schemes should be consistent with existing financial flows in the NHS and with local commissioning. 
All resources identified should be those which are in additional to the normal supply of the product (in other words, those which are additional to normal supply and directly associated with the operation of the proposed Patient Access Scheme). 
Administrative costs: the full costs to the NHS of any Patient Access Scheme should be included in the costs considered by the Appraisal Committee. 
Please describe the financial aspects of the scheme. For example, what is the procedure for calculating and issuing the discount or rebate to the payer under the scheme and how will these figures be recorded and validated? Which organisation will be responsible for issuing discounts and rebates?

	    


Please describe how the applicant will ensure that NHS organisations will receive the financial benefits of the proposed Patient Access Scheme (Please consider the relationship between commissioners and the provider of care).  

	   


If the proposed scheme offers some form of repayment or free stock, will NHS organisations be given the option to choose whether to receive this in the form of cash payments, credit note or free stock? Please provide full details of how this will be managed.

	    


Is this product within a Payment by Results tariff? If so, please provide details of the tariff.  

	   


Please provide details of the expected cost of the proposed scheme to the NHS. List any costs associated with the setup, implementation and operation of the scheme (for example, training, additional staff, pharmacy), time required for stock management and/or rebate calculations. A suggested format is presented in table 1. Please give reference sources for these costs (for example Personal Social Services Research Unit).
Table 1 Costs associated with the implementation and operation of the proposed Patient Access Scheme 
	
	Calculation of cost
	Reference source

	Stock management 
	    
	    

	Administration of claim forms
	    
	    

	Staff training
	    
	    

	Tracking of supplies
	       
	      

	Other costs
	    
	    

	Other [add more rows as necessary]
	
	

	Total implementation and operation costs
	    
	    


Please provide details of any additional treatment-related costs likely to be incurred by implementing the proposed Patient Access Scheme. A suggested format is presented in table 2. Please provide reference sources for these costs.

Table 2 Additional treatment-related costs incurred by implementing the proposed Patient Access Scheme

	
	Calculation of cost
	Reference source

	Providing intervention
	    
	    

	Monitoring tests 
	    
	    

	Diagnostic tests
	    
	    

	Appointments
	    
	    

	Other costs
	    
	    

	Other [add more rows as necessary]
	    
	    

	Total treatment-related costs
	    
	    


6 Governance

Governance: The Patient Access Scheme should meet the criteria of NHS governance mechanisms and the laws governing England and Wales.
Considering current legislation, has the proposed scheme been assessed with equalities issues in mind? If so, were any potential issues identified, what were these and how have they been addressed? 

	Was an equalities assessment carried out? (Yes/No)
	   

	Were any potential issues identified? (Yes/No). 
If YES, please explain
	   

	Where potential issues were identified, please describe how they have been addressed.
	   


Please describe the procedures in place to protect patient confidentiality and to ensure adherence to the Data Protection Act (1998). Please take into account any patient information that might be collected, and explain what measures would be put in place to ensure that neither the applicant nor any third party involved in administering the proposed scheme would have access to data that could allow identification of individual patients.

	    


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


A Patient Access 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, please give details**
	   

	*Please note, the review date specified in the technology appraisal guidance indicates the date from which the guidance is eligible for review.  
**Please be as concise as possible.


Please outline any specific circumstances under which the applicant might withdraw the proposed Patient Access Scheme nationally or for individual NHS organisations. If appropriate, please identify which clause(s) in the scheme agreement this relates to.  
	Nationally
	    

	For individual NHS organisations
	    

	Please be as concise as possible.


Please describe any impact the scheme may have on the choice of treatment available on the NHS and/or the delivery of treatment for an individual patient. Schemes should not incentivise the use of treatments that may not be the safest or most suitable for an individual patient.
	    


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.


Declaration

I confirm that all data relevant to the proposed Patient Access Scheme have been disclosed to NICE.
	Signed
	    

	Name
	    

	Position
	    

	Date
	    


Please insert a scanned signature or send a copy of this completed page as an attachment.
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