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A resource for the NHS to
help with budget setting,
prescribing planning and

medicines management.
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Managing new medicines

Managing new treatments is different from managing other
service developments. The NHS Constitution gives patients
the right to expect local decisions about funding medicines
and treatments to be made rationally, so there is a need for
high-quality, evidence-based and systematic decision
making. The number of high-cost treatments makes the
task of allocating resources one of the most politically
sensitive and complex issues facing the NHS.

There are a number of new government initiatives that will
impact the way medicines are managed in the NHS.
Underpinning the strategic direction for managing new
medicines is the recently published Innovation Health and
Wealth, Accelerating Adoption and Diffusion in the NHS
document. This outlines the importance of early adoption
and diffusion of clinically and cost effective innovative
practices, including medicines. Among other initiatives it
recommends establishing new relationships with industry,
based on partnerships that deliver mutual value.

Inevitably, an important aspect of uptake of new medicines
by the NHS is cost. In Prescribing Outlook we try to predict
the financial impact a new medicine may have. There are
many factors, including market and political factors, that
determine how much a new medicine will cost. The current
Pharmaceutical Price Regulation Scheme (PPRS), a
voluntary scheme agreed between the Department of
Health (DH) and the pharmaceutical industry, comes to an
end in 2013. Following a wide-ranging consuitation on
future pricing structures, the government’s response is to
move to a value-based pricing scheme that reflects value
to the NHS. The objectives for value-based pricing are to:

o improve outcomes for patients through better access to
effective medicines;

e stimulate innovation and development of high value
treatments;

o improve the process for assessing new medicines,
ensuring transparent, predictable and timely decision-
making;

o include a wide assessment, alongside clinical
effectiveness, of the range of factors through which
medicines deliver benefits for patients and society;

e ensure value for money and best use of NHS
resources.

As with any new scheme, a phased introduction is
necessary so value-based pricing will focus primarily on
new medicines marketed from January 2014. There will be
a successor scheme for medicines licensed before 2014
that will operate under a similar framework to earlier PPRS
agreements. Exactly how value-based pricing will operate
is yet to be decided; discussions between the
pharmaceutical industry and the government are ongoing.
However, it is likely that where drugs have different
indications there will be different pricing strategies based
on the assessed ‘value’ of the drug for each indication.
There are a number of drugs listed in this edition of
Prescribing Outlook with an anticipated launch date of
2014. The introduction of value-based pricing makes the

© UKMi September 2012
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task of assessing the potential financial impact of new
medicines available after 2013 more difficult. There are
already situations where the same medicine has a different
pricing strategy for different indications. This is especially
true for medicines that have an grphan designation for one
or more indications. In this case, the medicine will have a
different brand name for the non-orphan and orphan
indications, and different price tag attached. This further
adds to the complexity of estimating the financial impact of
new medicines and indications.

With the high cost of bringing a new drug to the market it is
inevitable that the pharmaceutical industry will put more
effort into looking for new uses or formulations for licensed
products. This trend is reflected in the content of
Prescribing Outlook where 43% of entries this year are for
licence extensions or new formulations compared to
around 30% in previous years. These applications are
processed through licensing systems faster as less safety
and technical data are required. In addition, there is
generally less publicity about licence extensions and new
formulations so they are less likely to feature in horizon
scanning systems.

Another mechanism aimed at delivering value from new
medicines to the NHS is the patient access scheme (PAS).
PASs, also known as risk sharing schemes, may allow
NICE to recommend treatments that it might otherwise
have found not to be cost effective. PASs are increasingly
being used as a mechanism to manage entry of new and
expensive medicines into the NHS and can be either cost
(discounts, free stock etc) or outcome (price variation is
linked to patient outcomes) based. Manufacturers may
submit a PAS proposal for any technology in the NICE
appraisal process. Since 2009, PAS proposals have been
considered by the NICE Patient Access Scheme Liaison
Unit (PASLU), which advises the DH on the feasibility of
PAS, within the NHS. Further information on the work of
PASLU, together with a list of NICE technologies with an
approved PAS can be viewed on the NICE website.
Implementation of PASs can be complex. Research into
the uptake and challenges of operation of PASs has been
published. In this edition of Prescribing Outlook current
PAS schemes are highlighted if they are relevant to a new
medicine in the same therapeutic area.

Details of a scheme which would allow patients access to
new medicines prior to licensing were put out for
consultation by the Medicines and Healthcare products
Regulatory Agency (MHRA) in July 2012. The intention of
the scheme, which is part of the government’s life sciences
strateqy, is to widen access to "promising new medicines
that will treat, diagnose or prevent life threatening, chronic
or seriously debilitating conditions without adequate
treatment options". Other regulatory schemes that allow
earlier access to medicines in the EU and UK include
‘individual patient supply’ and ‘conditional approval’. Where
relevant, details of these are included in Prescribing
Outlook. These schemes make predicting UK availability
dates more difficult.

page 1
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As part of the government’s initiatives for the NHS, the
central role of NICE is to be strengthened. A new
department dedicated to supporting implementation of
NICE guidance is to be established. Where relevant, links
are provided in Prescribing Outlook to NICE pathways,
commissioning guidance and quality standards. Quality
standards are designed to drive and measure priority
quality improvements within a particular area of care. They
will be reflected in the Commissioning Outcomes
Framework and will inform payment mechanisms and
incentive schemes such as the Quality and Outcomes
Framework (QOF) and Commissioning for Quality and
Innovation (CQUIN) Payment Framework. The National
Prescribing Centre (NPC), now the NICE Medicines and
Prescribing Centre (MPC), produced a number of
documents to support medicines management in local
decision making. They can be accessed through the ‘Local
decision making’ section of the archived NPC website and
include a bulletin entitled ‘Tough Decisions’. The MPC has
recently been commissioned to develop good practice
guidance on formularies.

Implementation strategies include how and where
medicines are delivered to the patient. Hospital medicine
homecare services deliver ongoing medicine supplies and,
where necessary, associated care, initiated by a hospital
prescriber, direct to a patient's home. The annual value of
medicines supplied by this route is estimated to be over
£1billion and is increasing year on year. Procurement
guidance for provision of homecare delivery service of
medicines and a DH review “Homecare Medicines -
Towards a Vision for the Future” into the supply of
homecare services have been published. There are a
number of factors that increase the likelihood of homecare
delivery. The medicine is:

e for a therapy area/condition which is currently treated
through homecare,

o currently distributed to patients’ homes for another

indication,

suitable for ongoing outpatient administration,

expensive,

initiated in secondary care,

generally safe to administer.

® e © o

About Prescribing Outiook

The aim of the annually published Prescribing Outlook
series is to assist NHS organisations in planning,
implementing and budgeting for new medicines or licence
extensions and national guidance. It provides support to
commissioners and providers by highlighting new
medicines and service developments that may require
dialogue about financial and operational resource
implications. The Prescribing Outlook series is produced
for primary and secondary care with a national perspective.
This document is the first in the series that comprises
Prescribing Outlook - New Medicines and Prescribing
Outlook - National Developments, and is supported by an
electronic Cost Calculator. These are all available at
www.nelm.nhs.uk >evidence>horizon-scanning. NeLM
registration is required and is available to all with an NHS
email address. The component documents of the

© UKMi September 2012

Solely for use within the NHS and not for commercial use.

Prescribing Outlook series are published each autumn in
line with annual budget planning timeframes and key
outputs from NICE. Updates on the progress of individual
medicines at other times throughout the year can be found
on the UKMi New Drugs Online database.

The content and presentation of the Prescribing Outlook
series has evolved following consultation with users of the
documents. Due to the nature of these documents they are
all now only published electronically but are formatted to
make them suitable for printing. Further specialist
information on medicines not included in the series can
also be obtained from local and regional medicines
information centres. See www.ukmi.nhs.uk for details.

Prescribing Cutlook — New Medicines is produced by UK
Medicines Information (UKMi). It aims to provide advance
information about new medicines (and new licensed
indications) with anticipated market launches in the next 18
to 24 months. In addition, brief details of drugs launched in
the last 12 months are included as this is useful for local
planning purposes. The content is not comprehensive but
focuses on medicines with the potential for significant
clinical or financial impact on the NHS. Estimates of
potential uptake, patient, service and financial implications
are included where possible. Reference is made to relevant
national guidance and links to in-depth independent
reviews are included, where available.

How is the content decided?

Various criteria are applied to prioritise those medicines in
the pipeline likely to have the largest impact. These
include considering whether:

e the medicine is expected to provide a significant
improvement in disease management,
o the medicine is first in class or has a major new
indication,
there are limited other alternatives,
the medicine cost will be high,
the target population is large,
there is likely to be a significant effect on service
implications e.g. route/ formulation/ method of delivery,
e the medicine or disease area is considered an NHS
priority,
e the medicine has significant additional indications in the
advanced pipeline stage,
the medicine is in the EU licensing process,
there is likely to be significant media interest.

e @ © @

There will be additional, unquantifiable, factors that have
implications for the NHS such as local demographics and
prescribing preferences which cannot be accommodated in
a national document.

More detailed information on the medicines listed can be
obtained from the UKMi New Drugs Online (NDQ)
database which can be accessed directly from the generic
name hyperlink in this document.

Payment by Results (PbR)

Payment by Results (PbR) is the national tariff based
system for paying trusts for activity. However, as standard
tariff prices do not always allow fair reimbursement of some
interventions a list of drugs and services excluded from the
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