
The government raised the prospect of
value-based pricing (VBP) for new

branded medicines in 2010, anticipating
implementation in 2014. Its consultation
document stated that VBP “must strike a
balance between delivering reasonable
prices for the NHS and ensuring that
industry is incentivised to undertake
research, develop and market new and
improved medicines”.1

One year after the deadline for imple-
mentation it seems the NHS is no closer
to VBP and the attention of the public and
the professions has been diverted to con-
cerns about NHS funding and staffing
crises. But the topic is still live and, as
explained by the Parliamentary Office of
Science and Technology’s briefing Value
Based Assessment of Drugs,2 it remains
part of a wider reappraisal of the relation-
ship between society, the NHS and the
pharmaceutical industry.

Where are we now?
There are now three pricing mechanisms
for branded in-patent medicines available
to the NHS. The Pharmaceutical Price
Regulation Scheme (PPRS), which applies
throughout the UK, is a voluntary agree-
ment between the government and the
pharmaceutical industry that caps profits
and allows flexibility in pricing individual
drugs; the current agreement runs until
December 2018. The second is NICE,

which determines whether new drugs
offer value for money primarily for NHS
England using a threshold cost-effective-
ness ratio of £20,000–£30,000 per 
quality-adjusted life-year (QALY). Its con-
clusions are generally followed by the All-
Wales Medicines Strategy Group but
separate mechanisms apply in Scotland
(Scottish Medicines Consortium) and
Northern Ireland (Department of Health,
Social Services and Public Safety). The
third mechanism is the Cancer Drugs
Fund (CDF), which was established to pro-
vide access in NHS England to medicines
that NICE has not recommended or pend-
ing a NICE appraisal.

A role for NICE
The government decided that NICE would
carry out value-based assessments of
new medicines (VBA), which the DH could
use to negotiate a value-based price with
its manufacturer. NICE proposed develop-
ing VBAs from its current methodology by
raising the cost-effectiveness threshold
for three new categories of medicines:
those for conditions associated with a
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Everyone agrees that current
funding mechanisms struggle
to meet the demand for 
new treatments, but what is
the alternative? Here we
outline the current situation
and possible options for 
the future.



high burden of illness (based on quality
of life and length of life); those that have
demonstrable wider societal benefits
(return to work or contribution to society);
or those showing innovation or improve-
ments compared with other medicines.
This is the mechanism by which NICE cur-
rently allows wider scope when assessing
end of life treatments and entails increas-
ing the cost-effectiveness ratio by a factor
of up to 2.5: a cost-effectiveness thresh-
old of £50,000–£75,000 per QALY pro-
vides more room to accommodate a
higher price or (as measured by QALYs) a
smaller health benefit.
Difficulties have arisen with measuring

wider societal impact and burden of ill-
ness. Wider societal impact would be
assessed by the absolute QALY shortfall –
that is, the total QALYs expected due to a
condition subtracted from the total QALYs
expected for people with the same age
and gender without the condition. Burden
of illness would be the proportional short-
fall in QALYs – the absolute QALY shortfall
divided by the number of future QALYs
expected by people of the same age and
gender who do not have the condition. 
Both measures may be discriminatory

because they favour treatments that offer
highest value to society – young people
fare better than old people because they
lose more QALYs – and in any case there
is little sound evidence about what soci-
ety actually values. There are also ques-

tions about the arbitrary thresholds NICE
applies. What justifies a factor of 2.5
when adjusting the cost-effectiveness
threshold? Is the £20,000–£30,000
threshold, unchanged since its introduc-
tion, still appropriate?
After considering responses to a con-

sultation exercise, NICE concluded that
this approach to VBA won’t work. It stated:
“just changing NICE’s methods will not
overcome concerns about how the NHS
accesses new treatment”.3

Future of the CDF
Several changes were implemented follow-
ing a consultation on the role of the CDF.
An element of VBP was introduced by
requiring treatment evaluation to include
clinical benefit. In addition, the scope to
add new drugs is now limited by the avail-
able money and patient access schemes
should be used when a drug is not cost
effective at the asking price. However, the
emphasis on cost conflicts with NICE’s
preference for cost per QALY and there are
additional concerns about duplicating
effort and the transparency of decision-
making. The CDF has recently been criti-
cised as inequitable;4 its future beyond
2016 is unknown.

Scottish New Medicines Fund
The Scottish government has announced
that it will double to £80 million the
money available through the New

Medicines Fund for new medicines and
treatment for rare or end of life conditions
not approved by the Scottish Medicines
Consortium.5 This fund is financed by the
rebate to the Scottish government by the
pharmaceutical industry under the PPRS
and has not been subject to criticism
comparable with that inflicted on the CDF. 

New funding mechanisms
Both NICE3 and the ABPI6 have called for
new ways to fund treatments for rare con-
ditions, cancer treatment and innovative
drugs. NICE has said: “We also need to
look at other processes, including the
model of pharmaceutical research and
development, the expectations that com-
panies and patient groups have about
how risk and reward is shared between
the industry and a publicly funded NHS,
and in the arrangements for commission-
ing expensive new treatments”.3

The ABPI is concerned about access
to potentially expensive drugs for the
treatment of small groups of people, in
whom it is difficult to accumulate suffi-
cient evidence. It has called for “a frame-
work [for NICE and NHS England to] align
with the wider health goals of society,
such as the importance of helping those
in greatest need and society’s willingness
to pay more for medicines at the end of
life and for rare conditions”.6

Current mechanisms that might meet
this demand include wider use of PPRS
rebates to fund additional spending and
NICE’s highly specialised technology eval-
uations for drugs to treat rare conditions.
Real world data on quality of life and clin-
ical benefit are needed for novel ways of
appraising drugs (see Table 1).
In 2014 the government launched

the Innovative Medicines and Medtech
Review to “make recommendations to
government on reforms to accelerate
access for NHS patients to innovative
medicines and medical technologies
(including devices and diagnostics)…”.7

This will include a review of medicines
regulation, reimbursement mechanisms
and “how the NHS can better support and
drive medical innovation”… “while consid-
ering cost pressures on the system”. 
NICE, the Medicines and Healthcare

products Regulatory Agency, the CDF, the
PPRS, VBP and the mechanisms listed in
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Table 1. Novel funding mechanisms based on real world data2

Commissioning through
evaluation

Funds a small number of new treatments so that
evidence on clinical and cost effectiveness can be
acquired

Outcome-based schemes Used where limited or no data are available to
assess a treatment’s cost effectiveness (eg the 
Multiple Sclerosis Risk-Sharing Scheme)

Systemic anti-cancer therapy
dataset

Collates national data on chemotherapy

Early access to medicines Access to unlicensed medicines when there is a
clear unmet medical need for patients with life
threatening or seriously debilitating conditions

Adaptive licensing Early licensing of a medicine to treat a restricted
patient population; iterative evidence-gathering
subsequently enables the licence to be adapted to
broader patient populations
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Table 1 will all come under the spotlight,
as will ways to discontinue less effective
treatments. The Review’s recommenda-
tions will cover a 10-year timespan and
are expected this summer.

Conclusion
Everyone agrees that current funding
mechanisms struggle to meet the
demand for new treatments and that they
are ill-suited to providing access to high-
cost medicines for small groups of
patients. The government’s review should
provide guidance on tackling this increas-
ingly challenging issue but, as the
Parliamentary Office of Science and
Technology concludes, “one of the things
it will have to consider is whether the NHS

should only be aiming to maximise health
gain from its budget or whether it has a
wider role to play, for example in stimulat-
ing UK medical innovation”. 
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