CANCER RESEARCH UK

Cancer Research UK’s response to Professor Mike Richards’ review of the
consequences of additional private drugs for NHS care

Summary

o We consider that the introduction of a system by which patients could be asked to
pay privately for drugs not funded on the NHS has the potential to create more
problems than it solves;

o We strongly believe that, for cancer drugs at least, a solution to the current difficulties
can be found in existing systems, providing action is taken in four areas:

1. the introduction of a more rapid, informed (by clinical expertise) and
sophisticated system of NICE appraisals (with a more flexible cost per QALY
threshold);

2. ensuring that exceptions panels are uniform, streamlined and transparent;

3. an increase in the UK cancer drug spend, bringing it closer in line with the
European average;

4. the development of more relevant drug pricing structures for NHS drugs, with
wider consideration of value-based pricing and risk sharing approaches.

e Without urgent action the top-up route will have to be given serious consideration.
This must carry with it certain practical safeguards including independent unbiased
information for patients, and protection against undue pressure to pay for their care.

e The Government needs to engage the public in a debate about how the NHS is
funding treatments.

Comments on the scope of the review

Although the terms of reference of this review relate to patients who, in choosing to pay
privately for drugs not funded on the NHS, are required to pay for the NHS care that they
would otherwise have received for free, we believe that this issue cannot be seen in
isolation. This problem must be viewed in the broader context of the policy environment
in which it has arisen.

The role of NICE, exceptional case committees and the other bodies involved in making
decisions about which drugs are to be made available to patients as part of their NHS
care, must also be considered.

While we recognise that it is important to consider the options available to patients if all
other avenues of redress are closed, too narrow an approach could lead to even greater
inequalities within the NHS.

Cancer Research UK’s position

Co-payments for cancer treatments should only be a last resort if (and only if) we have
exhausted all other avenues and still cannot meet the needs of patients.
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We need to safeguard the fundamental principle of equal access to NHS care, free at
the point of use, regardless of ability to pay. The NHS provides a unique and laudable
system of providing health care which serves the needs of millions of patients every
year.

We already know that cancer hits the poorest members of society the hardest. There are
significant inequalities in cancer incidence, mortality and survival between
socioeconomic groups; and because improvements in these areas have occurred most
rapidly in the affluent, inequalities within cancer have also been increasing.

We also know that people with the same cancer, at the same stage of development,
often do not receive the same type of treatment. There is some, limited, research to
show that less educated people are less likely to navigate the health care system
effectively. It follows therefore that those who understand the system better are more
likely to get the results they want in terms of accessing treatments not otherwise
available on the NHS. A system by which those who can afford to pay will be invited to
‘top-up’ their NHS care will only act to perpetuate these existing inequalities that the
Government, and others, are working hard to overcome.

However, if these changes are not implemented rapidly, and we don’t see any increase
in access to greater numbers of new medicines, it is inevitable that the Government, the
medical research community and most importantly patients will be faced with weekly
media reports of dying patients asking for the right to pay for an non-recommended drug
without jeopardising the rest of their care.

If the Government is not, as a matter of urgency, prepared to take action to raise the UK
spending on cancer drugs, to amend the way NICE assesses treatments for life-
threatening diseases and further address the issue of drug pricing in relation to value,
then the top-up route will have to be given serious consideration. Otherwise, cancer (and
other) patients in the UK will not be able to access drugs that are clinically effective in
extending life and are in widespread use in the rest of the developed world.

Such a system would naturally need certain practical safeguards:

1. there should be no diversion of NHS resources from other patients;

2. any additional fees for drugs should include the marginal costs of administration and
managing any side effects;

3. clinicians and healthcare providers should not be allowed to receive any financial or
indirect benefit from administering these drugs.

4. patients will need to be sufficiently informed to enable them to make difficult choices
about their treatment options. Patients must have access to good impatrtial
information about their treatment, and possible treatment options, based on sound
and unbiased clinical advice;

We must also account for the thousands of patients across the country for whom co-
payments is not an option, and never will be.
Changes needed to the current system

1. Therole of NICE
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Cancer Research UK fully understands and supports the role that NICE plays in
providing guidance to clinicians and the NHS both on clinical effectiveness, and on
whether a new medicine constitutes value for money for the NHS. The number of
innovative new anti-cancer therapies being approved puts pressure on NICE and the
NHS to make these therapies available to patients.

It is widely accepted that NICE has high level expertise in the methodology of technology
appraisal. However, we question whether these processes are always appropriate for all
types of drugs. We believe that there are circumstances where variations to NICE’s cost-
effectiveness rules should be made, with the principle of rescue being appropriate in
some instances of severe illness. Examples of this include orphan indications and
conditions for which there is a therapeutic void. It is important that the Government
considers how flexibility may be built into the current process to address this need.

NICE’s recent decision on four drugs for metastatic renal cell carcinoma demonstrated
that in some cases NICE struggles to make appropriate cost effectiveness judgements
where data is lacking or patient populations are small. Both factors added together in
this case meant that although NICE’s appraisal committee accepted that these drugs
had proven clinical effectiveness, in an area where there are few or no other treatment
options, they could not find evidence of cost effectiveness to recommend the drugs for
use in the NHS.

There is also broad agreement that NICE is divergent from the views of both clinicians
and patients in how it judges value. This confusion is not helped by uncertainty among
the health community around the method by which NICE appraisal committees apply
their ‘willingness to pay’ threshold, which is generally accepted to be around £30,000 per
QALY (cost per quality adjusted life year).

2. Exceptional case committees

Where NICE has made the decision that a certain drug is not sufficiently cost-effective to
recommend its use across the board, it falls to local ‘exceptional case’ committees to
make decisions on an individual basis, taking into account whether they think that an
individual patient is particularly likely to benefit from this drug.

These exceptional cases are often dealt with in a closed process, and there is great
disparity in procedures between different commissioning bodies. This leads to confusion
and delay in many cases.

Currently, exceptional cases panels run by PCTs are widely regarded as unfair and
immensely wasteful of clinical and administrative time. We continue to see huge
variations in responses across the country, perpetuating the postcode lottery which the
system was designed to remove, but which it has failed to do.

Possibly more disturbing are recent moves towards a system whereby those who
threaten to take their cases to court are much more likely to get a positive response from
their prescribing PCT. These approaches threaten to further increase inequalities in
access to treatment, and place inappropriate pressure on patients at a time of great
distress and likely failing health, and are another striking failure of the present system.
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Although we accept that there needs to be a process by which ‘exceptional’ individual
cases can be considered, patients should be able to expect a standardised approach to
be adopted by these committees across the country. We would like this review to make
recommendations on appropriate membership and processes to be adopted.
Exceptional case committees must be as transparent and iterative as possible, with a
focus on good communication with both the patient and their clinician.

3. UK cancer drug spend

The NHS in the UK lags significantly behind other European countries in the amount of
money we currently spend on cancer drugs. An increase in our cancer drug spend so
that it is more in line with that of the rest of Europe, combined with a more flexible cost-
effectiveness threshold would see the great majority of our current problems with the
availability of cancer drugs disappear.

The ABPI estimate that UK per capita spending on cancer medicine currently stands at
just 60% of the European average.

Per capita cancer drug expenditures as a percentage of the European average;
1995-6 and 2006

Mean 1995-99 2006
France 125.6 159.4
Austria 12.43 123.1
Switzerland 93.7 115.4
Denmark 55.8 104.4
Spain 124.6 99.7
Sweden 103.2 96.9
Netherlands 80.7 96.7
Germany 107.6 90.6
Italy 83.7 85.5
Norway 85.0 75.8
UK 71.4 64.7

Data show that UK spending on innovative cancer therapies is still far behind the rest of
Western Europe. According to IMS figures, despite a 90% increase in prescribing of
oncology medicines in the UK from 2002-2006, we still fail to keep pace with the other
countries which saw an average increase of 107% over the same period. In September
2006, UK per capita spending on oncology medicines was £10.13, compared with an
overall European average of £16.01.

By 2006 rates, additional investment of £403m a year would be necessary for the UK to
achieve the existing average per capita expenditure on cancer medicines in 11
comparable countries. In addition, uptake of innovation is slow, with major cancer
medicines still being prescribed in the UK at under two-thirds of the European average,
five years after licensing.

4. The cost of cancer drugs

We are concerned that the introduction of a system by which patients are encouraged to
pay for treatments which have been deemed non-cost-effective would have a negative
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impact on the hard work done by the Government to get the best value for money for the
NHS for the drugs that it is purchasing.

We believe that there should be a greater role for agreements on drug acquisition costs
between the Department of Health and pharmaceutical companies to improve access to
treatment. Recent examples of these risk-sharing agreements have resulted in cancer
patients being able to access drugs which would not otherwise have been available.

We believe that pharmaceutical companies with confidence in the new treatments they
are developing shouldn't be afraid of schemes aimed at pricing treatments according to
their benefit. Enabling the NHS to get value for the money it spends on drugs will
improve its ability to afford new treatments for cancer patients in the future.

Practical considerations

There are some very real concerns about how a system of co-payment would work in
practice. We already see NHS hospitals struggling to mix private and NHS caseloads. A
system which introduced a new group of patients, paying for individual treatments either
out of their own pockets or through an insurance company, would only add to this
confusion. There are serious concerns over whether the NHS actually does have the
capacity to deliver these expensive treatments, which may carry only marginal benefit,
without detriment to existing patient groups.

There are clearly ethical concerns about situations whereby two patients on the same
ward may be receiving different treatment, from the same clinician, based solely on their
ability to pay. This would doubtless place clinicians in a very compromised position.

It is unlikely that the introduction of private sector providers would provide a simple
solution to ease this pressure on the NHS. There are major concerns about how such a
system would operate, how the cost to patients would be controlled and how the mix of
clinical responsibilities between private and NHS providers could be safely and equitably
distributed.

It is clear that there are challenges with mixing private and NHS care, where different
consultants are prescribing NHS and private drugs for the same patient, particularly from
a clinical governance point of view. There does exist some anecdotal evidence in areas
where a system similar to the proposed ‘top up’ system already operates. Our
understanding is that even on a small scale these existing arrangements are
ambiguous—and likely to prove even more complicated on a large scale.

Another practical consideration concerns what a PCT would do if an individual, who had
chosen to ‘top-up’ their care with additional cancer drugs and was responding positively
to treatment, were to find themselves running out of resources. What responsibilities
would the NHS have in these situations? How could these be reconciled with the NHS’
responsibilities to other patients not able to pay?

Impact on research
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We are concerned about the impact that introducing a system of co-payments could
have on our ability to carry out research in the NHS. The low rate of uptake for new
cancer drugs is almost certainly already damaging our ability to design and run
internationally competitive studies at several levels (lack of experience with the agents,
reluctance by pharmaceutical companies, general stagnation of innovation in UK
oncology). It has been argued that introducing a system of co-payments for cancer drugs
would reverse this. However, in reality the numbers opting to pay for new treatments are
likely to be too small to show any distinct positive effect.

More likely, recruitment to studies could be more difficult because patients will opt to pay
for the experimental arm of a study, rather than entering into a randomised controlled
trial—which carries the risk that they will be randomised not to receive the new drug.
This would clearly undermine attempts to prove cost-effectiveness where NICE has
decided that better evidence is needed. This is already a problem in the US, and our
current ability to undertake these trials, due to the nature of the NHS, is a unique selling
point for UK research.

It is also likely that a system of co-payments will affect 'standard care' in unpredictable
ways. This is an important consideration in terms of future research. While there may be
a positive impact by providing a comparative group of patients who receive the
'international standard' by paying for it, this is likely to only be a small number of patients,
and these patients may well be quite a trial-averse group. Taken to its farthest
conclusion, the heterogeneity introduced by co-payments could mean that it is
impossible to find an agreed standard arm.

Conclusion

We recognise that his is a hugely complex and difficult issue. While we find it
unpalatable that although some patients who can pay to top up their treatment cannot do
so, without having to pay for their whole care privately, we believe that a system of co-
payments for cancer drugs would inevitably lead to inequalities and present more
problems than it solves. We believe that solutions to many of the current difficulties
associated with access to cancer drugs can be found by making changes within the
current system.

We look forward to the outcome of this review. We would be happy to provide additional
information on any of the points raised above.



