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2019 Voluntary Scheme for Branded Medicines 
Pricing and Access

Headlines:

• The new 2019 Voluntary Scheme for Branded Medicines Pricing and Access (Voluntary 

Scheme) is a non-contractual voluntary agreement between DHSC and ABPI - that provides 

stability and predictability for all parties in terms of the UK’s branded medicines expenditure and 

the medicines pricing and access environment  for the  period  2019-2023

• NHS England is also a party to the agreement. The scheme aims to achieve a balance between 

patient access, affordability and supporting the development of innovative new  medicines, 

including support for small companies



What we’ll cover today

1. What negotiations set out to achieve?

2. What we’ve achieved?

3. What does this mean for patients?



Overarching objectives for the negotiations were 
agreed by Government and industry

• Simplify, streamline and improve access, pricing and uptake 

arrangements for cost effective medicines 

• Deliver faster adoption of the most clinically and cost effective 

medicines with the aim of improving patient outcomes 

Improving

outcomes for 

patients

• Ensure that the agreement contributes to maintaining affordability 

of overall UK medicines spend and provides predictability for all 

parties 

Affordability of 

the scheme

• Deliver a net benefit to the UK economy overall 

• Support the life sciences industry across the UK and future 
innovation 

Supporting 
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Summary of access commitments  - leading to 
more flexible options for products

New medicines and indications

NICE Appraisal

HST

Commercial Access Process

(if a commercial agreement is required)

Single process for commercial discussions with 

NHSE, NICE and company

CDF

Retained
Commercial arrangements + data 

collection (non-cancer medicines)

UK PharmaScan / NHS Horizon Scanning

Topic selection & routing

Company engagement and greater 

dialogue with NICE / NHSE

FTASTA

✓ Development of enhanced horizon scanning process

✓ Improved early engagement and planning for the most 

transformative and high value medicines

✓ NHSE account management approach

✓ All new medicines and significant indications will have an 

appropriate NICE appraisal, unless there is clear 

rationale for not doing so 

✓ Alignment of oncology & non-oncology appraisal timings

✓ Mandatory funding for all NICE approved medicines 

(Reduced need for reliance on NHSE spec comm process,    

RMOC evaluations or local assessments)

✓ Maintenance of the baseline CE threshold

✓ value assessment methods to be considered through

NICE TA and HST methods reviews in 2019/20

✓ Development of a clear process for integrated 

commercial discussions with NHSE and NICE

✓ Greater transparency on expected tenders

✓ Additional commercial flexibilities available for higher 

value products

Tailored uptake support for the most clinically and 

cost-effective medicines. UQ ambition for 5 

categories ✓ Commitments to improve uptake including bespoke 

uptake support for the products with the strongest value 

propositions

✓ commitment to sharing confidential prices across 

devolved nations; option to to align devolved nations 

commercial arrangements



We have agreed with Government and NHSE to 
improve uptake for the most clinically and cost-
effective medicines

Continued development of the Innovation Scorecard and other uptake measurement tools to 

provide a more comprehensive approach to tracking uptake

NHSE will proactively provide tailored implementation support to ensure uptake of the 

medicines which offer the strongest value propositions

Upper quartile target for the five highest health gain categories during the first half of the scheme 

(categories to be discussed)

All parties aspire to see greater uptake of the most clinically and cost-effective medicines which 

provide significant health gain

Continued discussions on the development of the data infrastructure to enable improved 

information collection and generation of RWE, including on an indication-specific basis where 

appropriate

The scheme is a major opportunity for change and there will be formal reviews between 
ABPI, DHSC and NHSE to review the operation of the scheme and monitor 

implementation 

Earlier commercial engagement for the most transformative and best value products to ensure 

faster commercial agreement for medicines with the best value propositions



Key financial and operating aspects of the new 
scheme

• Payment mechanism based on an allowed rate of growth 2.0% each year (where payment 

rates will be adjusted based on actual sales) The financial contribution (payment) will be 

dependent on total growth in the market. Government and ABPI have agreed to another 

allowed growth model but now based on growth in all branded spend (Voluntary Scheme and 

Statutory Scheme, parallel imports) because this improves stability and predictability. 

• Changes from the 2014 PPRS around exemptions and flexibilities (e.g. pricing modulation has 

been discontinued) within the 2019 Voluntary Scheme will improve scheme coverage, reduce 

price volatility and support effective competition to deliver better value. 

• Small companies <£5M excluded from measured sales and therefore from payment, and 

medium sized companies (up to £25m sales) benefit from reduced payments. 

• New Active Substances (NAS) will be exempt from payment, for 36 months on a rolling 

basis from date of licence, backdated to January 2018, to encourage launch soon after licensing. 

• Retaining freedom to set list pricing on new active substances and subsequent line extensions.
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Benefits for patients

• Improving patient access to and the uptake of innovative medicines has been a core objective of the 

discussions and ambitions for the 2019 Voluntary Scheme. The Scheme includes agreement on:

• better horizon scanning and targeted implementation support that will enable the Government, 

the NHS and the industry to see and better prepare for the most transformative and challenging 

innovations coming down the track at an early stage;

• earlier commercial engagement and more commercial flexibilities for the most important and 

best value new medicines: ensuring faster commercial agreement for medicines with the best 

value propositions. Including dedicated uptake support in place from NHS England for the new 

medicines that offer the best value to patients and the NHS.

• faster appraisals by NICE, meaning that patients are likely to get access to new medicines up to 

six months earlier than today.

• commitment to improve the uptake and use of medicines across the five categories that offer 

patients the greatest health gain, in line with top performing countries in the world.
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Principles/Asks from Charities What has been delivered

One national decision-making process governing 

access to medicines

✓ All new medicines and significant indications will have an appropriate NICE 

appraisal, unless there is clear rationale for not doing so 

✓ Development of enhanced horizon scanning process

✓ NHSE account management approach

✓ Option to align devolved nations commercial arrangements

QALY thresholds should be maintained at the 

current levels in the NICE appraisal process

✓ Maintenance of the baseline CE threshold

✓ NICE commitment to TA and HST methods reviews in 2019/20. 

Clarity on how rebate is used to support innovation 

and patient access to medicines

✓ Transparency on total payments made

✓ NHS was involved throughout negotiations

Government and industry should explore multi-

indication pricing, outcomes- based pricing and 

greater transparency in decision making

✓ Some options for additional flexibility for confidential Commercial Access 

Agreements

✓ Development of a clear process for integrated commercial discussions 

with NHSE and NICE

Expanding the use of conditional approval -

government and industry should consider the 

strengths and weakness of introducing managed 

access fund for all disease areas

✓ CDF continues

✓ Alignment of oncology & non-oncology appraisal timings

✓ Potential for Commercial Access Agreements which include a data 

collection element for non-oncology medicines

Commitments to improve data collection and 

infrastructure

✓ Commitment to further discuss and develop data infrastructure

Accountability for delivery ✓ Regular performance review meetings

✓ Continued development of the Innovation Scorecard and other uptake 

measurement tools to tracking uptake



• Expected savings of £930m for the NHS across the UK in 2019, that will help to fund vital NHS 

services across the country.

• Existing processes for access to medicines remain in place initially (including Patient Access 

Schemes, CAA, BIT, CDF, MAA) whilst commitments made in the 2019 Voluntary Scheme are 

developed. This includes:

– NICE increases capacity (2019/20) to facilitate all new medicines and significant indications having 

an appropriate appraisal;

– NHS England, working with NICE and ABPI, develop and publish Commercial Framework 

– NICE BIT Review 2019; scoping NICE TA Methods Review 2019/20 & NICE HST Methods Review 

2019/20

What does this mean from January 2019 onwards



QUESTIONS & 
DISCUSSION


