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Top-up payments:
the lessons from elsewhere
NHS patients in England are now allowed to pay for private treatment with drugs that
are not funded by the NHS. But as Monica Desai and colleagues describe, it may not be
easy to maintain a distinction between public and private care
The use of so called top-up payments for drugs
that are not available on the National Health
Service has caused controversy. Some people
believe that it will result in increased access
to medications1 while others warn that such
payments contradict the founding principles
of the NHS and may lead to greater inequalities.2 Mike Richards’s review Improving access
to medicines for NHS patients and the government’s response to the review have acknowledged that additional payments, which are
already used in a non-uniform manner, must
be accepted into practice.3 4 The review does,
however, recognise that the right to pay for
additional specialist care that is not funded by
the NHS should be invoked rarely so as to
minimise compromising the founding principle of the NHS—namely, to provide a comprehensive service to all on the basis of need,
not ability to pay.4
The Department of Health has set out a
series of safeguards to ensure that patients
opting to pay for additional private care do
not lose their entitlement to NHS care while
minimising the risk of public funds being used
to subsidise private care.3 We discuss some of
the challenges posed by these new proposals
and their implications for the NHS against the
background of international experience.
Background
The Richards review attempts to conclude a
longstanding controversy surrounding payment for high cost medicines in the NHS.
In England, funding decisions for drugs are
informed by the National Institute for Health
and Clinical Excellence (NICE). Medicines
recommended by NICE must be funded by
primary care trusts (PCTs), the local purchasers of health services, to promote uniformity
of access. However, for medicines not yet
appraised or approved by NICE, individual
PCTs decide on funding. They may fund
the drugs through their service development
budget or individual patients may apply to the
PCT for exceptional funding if their condition
is considered to have exceptional need for the
drug in question.
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Exceptional funding requests in England,
2006-8: evidence from selected audits
• 102 applications for cancer treatments made by
Christie Hospital, Manchester, were for six types
of chemotherapy: cetuximab and bevacizumab
(colorectal cancer); lenalidomide and rituximab,
(haematological malignancies); and sunitinib
and sorafenib (renal cell carcinoma)5
• In an audit by the Rarer Cancers Forum most
exceptional case applications were for drugs
for very advanced cancer. The largest number of
requests were for sunitinib, erlotinib, cetuximab,
and bortezomib.6 The audit did not report on the
indications for which applications were made
• Of applications made by Leeds Teaching
Hospitals NHS Trust, two of the most common
requests for non-cancer treatments were
for ranibizumab for wet age related macular
degeneration and monoclonal antibodies for
inflammatory conditions related to rheumatoid
arthritis or Crohn’s disease4

PCTs receive an estimated 15 000 requests
for exceptional funding each year, with around
a quarter relating to cancer drugs (box).4
Approval rates vary widely, but about two
thirds of requests for cancer drugs and three
quarters of requests for other treatments are
accepted. There are no common procedures
for decision making, and some drugs are
funded by some PCTs but not others, making
access a supposed “postcode lottery.”5 6 Differences in PCT decisions to fund medicines
not yet appraised or approved by NICE have
resulted in several court cases—for example,
against a decision by West Sussex PCT not to
fund lenalidomide for multiple myeloma.7
One other avenue for patients who wish to
access these drugs is to agree to pay for them
privately. However, until recently, standards
of practice in England stipulated that a person
could not top up their NHS care with additional private treatment. Specifically, a patient
could not be both a private and an NHS
patient for the treatment of the same condition during the same visit to an NHS organisation.8 Applying these standards led to a few
cases in which patients who chose to pay for
unfunded treatments were then considered pri-

vate patients and denied all of their NHS care
for the specific condition.9
Recommendations
The Richards review clearly rejects top-ups
within the NHS but has made provisions for
patients who might wish to purchase additional drugs to receive these in a separate setting from their NHS care. Under this separate
care option, any private care must be given in
a separate private facility in parallel to NHS
care. The aim is to maintain the entitlement
to NHS care for those who opt to make additional payments, while ensuring that patients
within the NHS are not disadvantaged.
Such provisions are recommended to be put
in place against an overarching goal to minimise the number of patients who may want
to top up their NHS care in the first place. To
this effect, the review recommends continuing
to put measures in place to improve the timeliness of NICE’s technology appraisal process to
ensure more timely decisions on new technologies; encouraging collaborative commissioning
among PCTs for drugs not yet appraised or
rejected by NICE, as has been done by the
North of England Cancer Drug Approval
Group 4 and the London Cancer New Drugs
Group (www.lcndg.org.uk); and for drug companies to work with the Department of Health
to promote greater flexibility on the pricing
and availability of new drugs. In addition,
NICE has recently introduced a higher cost
effectiveness threshold for treatments aimed at
extending the life of terminally ill patients.10
Implications for the NHS
The separate care model proposed by the
Richards review is similar to existing practice in some places in the NHS. For example,
organisations use “episodes of care” to separate
NHS and private treatment, permitting private
payment for a single visit while maintaining
the patient’s entitlement to NHS care. This
approach was initially used for elective surgery,
where treatment is generally time limited and
specific. However, defining separate care is
more difficult for complex conditions, several
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is a well considered effort to resolve a set of
difficult trade-offs between conflicting policy
imperatives. But the risk remains that the introduction of additional payments may herald the
start of overt integration of publicly and privately financed health care with implications
for equity.
Several of the drugs that will be available
under the policy of additional payments are
expensive, particularly cancer drugs and those
that require multiple cycles of treatment. Thus
top-up insurance policies have already been
marketed,16 and transparent procedures need to
be put in place to ensure that patients are protected not only from large additional payments
but also from potential exploitation by insurance companies and drug manufacturers.
The Richards review and the Department of
Health’s guidance emphasise the importance
of training clinicians to ensure that they are
not only aware of the options available to their
patients but are able to have an informed conversation with patients when advising them
on the costs and benefits of making additional
payments.3 4 Patients vary in their preferences
for care and the importance they place on different health outcomes, and among patients
with advanced cancer there is substantial variation in attitudes towards intensive treatment
for improved survival and willingness to trade
greater toxicity of treatment for improved
quality of life.17 18 Recent work from the
United States shows how informed end of life
conversations between clinicians and patients
can improve patients’ quality of life in the
final weeks of life as well as lower healthcare
costs because of more limited use of intensive
interventions.19 There is thus a need to train
healthcare professionals so that they can take
patients through their options in an informed
manner.
The Department of Health’s
guidance seeks to clarify the
scope of additional payments,
stipulating that patients will
have to meet any additional costs that may
be associated with the
private treatment, such
as management of side
effects.3 It also provides
guidance on choice
of treatment settings
to ensure maximal
safety for patients who
opt to use additional
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of which involve drugs that account for a con- now beginning to have unfunded drugs adminsiderable proportion of exceptional treatment istered at Ontario public hospitals under the
requests4—for example, monoclonal antibod- care of their oncologists, but for private payies to treat rheumatoid arthritis. Treatment of ment, so blurring the initially clear separation
such conditions requires several visits and close between private and public care.
follow-up because of the potential side effects
New Zealand, which also has a universal tax
and complications of many of these drugs, funded system, allows patients to pay for drugs
which are often new and may not have been that are not publicly funded only in a private
evaluated in phase III trials.
setting. The only exception to this is if there is a
The Richards review acknowledged that direct benefit to publicly funded patients, such
there is a risk that the NHS may have to cover as an improvement in clinical quality or effisome of the costs of complications resulting ciency of a service. However, this distinction
from the use of unfunded drugs. The Depart- has become more blurred with the increase
ment of Health’s guidance seeks to clarify the in the number of high cost drugs. There has
boundaries between what should be publicly been pressure to allow certain unfunded cancer
and privately paid for. Using the example of drugs to be administered in public facilities,
an unfunded cancer drug, it notes that, in addi- especially in regions that have a shortage of
tion to the cost of the drug itself, the patient private facilities. The Ministry of Health is conshould have to cover the costs of any staff who sidering allowing this to occur under certain
administer the drug and any
limited conditions, such as when
related tests needed as a result NHS providers need
there are no resource implicaof taking the unfunded drug. to ensure that NHS
tions for the public sector, the
Non-emergency complications resources are not
treatment is time limited, and
resulting from the drug treatment reduced as patients
there is a probability of a posishould also be paid for privately, make additional
tive response to the drug that
although the NHS “should private payments
may offset costs of alternative
never refuse to treat patients
management.
simply because the cause of the complications
Elsewhere, the approach to topping-up
is unclear,”3 suggesting that, in practice, the under the statutory system varies widely.12 In
distinction between what is publicly and what countries such as Australia, Italy, and Spain,
is privately funded cannot be made on clear patients who purchase an unfunded (licensed)
predetermined grounds.11
drug can remain under the statutory system
for the treatment of that condition if the drug
International experience
was prescribed by the treating practitioner. In
Experience in other countries that have used Australia, the prescribing doctor takes clinical
the principle of separate care shows that the responsibility for the treatment of that patient.
distinction can indeed become blurred.12 In Spain and Italy the national health service
Canada, for example, has a universal health takes clinical and financial responsibility for
system with single payer schemes in each supervising the administration of the unfunded
province that cover drugs for inpatient care. drug and for monitoring any side effects.
However, access to outpatient prescription
In contrast, Norway and Sweden have
drugs is through a mix of public and private attempted to minimise mixing public and priinsurance and access to certain drugs, such as vate health care. In Norway, cancer patients
cancer drugs, varies between provinces.13 In may choose to receive treatment abroad,
Ontario, patients are able to pay for cancer where alternative treatments may be purchased
drugs that are not funded, but these cannot be privately.12 Those patients will have to cover
administered in public hospitals.14 Unfunded the entire costs of the treatment themselves.
cancer drugs initially had to be administered In Sweden, patients can buy licensed drugs
in a private clinic. However, there was concern (mainly as outpatients) that are not part of the
about safety, with, for example, some patients pharmaceutical reimbursement scheme and
approaching untrained staff in primary care to have them administered by private providers,
receive them.15 Other safety issues related to although such cases are few.
the implications of having to give several drugs
that should be received simultaneously but Questions remaining
only one of which was paid for by the patient The international experience shows that there
and loss of continuity of care, with care for the are no easy solutions to balancing access to
same disease process being provided by differ- treatments outside the publicly funded system
ent clinicians. A provincial working group was with the principle of equal treatment within
set up to provide clarification and to ensure the public system, and that it is difficult to prepatient safety without compromising the public vent a blurring between public and private
health system. As a result, some patients are financing and provision. The Richards review

Top-up fees for drugs
such as rituximab
could, in the long run,
pose a challenge for
equity of care
1361

ANALYSIS

payments—for example, allowing exemption
from the principle of separation if patient safety
would otherwise be put at risk. However, these
provisos highlight that the distinction between
public and privately funded care in the NHS
risks becoming increasingly distorted. NHS
providers will need to ensure robust clinical
governance measures to minimise blurring
and steps to prevent conflicts of interest; they
also need to ensure that NHS resources are
not reduced as patients make additional private
payments. Ensuring that the NHS provides a
comprehensive service to all on the basis of
need not ability to pay, as recently reaffirmed
in the NHS constitution,20 will continue to
present a policy and practice challenge.
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Statistical question
Allocation bias
None—Matching for age and sex may reduce bias for
these two characteristics but will not eliminate bias
due to other characteristics. The more characteristics
that are used for matching, the harder it is to find
comparable people. Even so, there may be important
prognostic factors unknown at the time of the study
that can still be unevenly balanced between groups.
Randomisation ensures that any imbalance is slight
and owing only to chance.
In order to avoid bias, not only must the allocation
mechanism be free from bias but the allocation must
also be concealed at the time people enter into the
study.
Tossing a coin is unlikely to be biased, but it is almost
too tempting for clinician and patient to toss the coin
again if their preferred treatment does not come up
heads!
Allocating by initial letter may introduce ethnic or
cultural biases; for example, a lot of Chinese people
have last names beginning with X or Y. Date of birth
would seem to be an unbiased way of sorting people
into two groups. It’s hard to see how even v odd birth
date could be associated with personal characteristics.
Any method that reveals the likely allocation before
people are entered into a trial can result in one group or
the other being less likely to participate. If, for example,
it was known that people with an even birth date would
receive placebo, then either the clinician or the patient
might decide not to take part if they were particularly
troubled by their condition, because they would want
to receive an active treatment. This approach could
introduce bias by allocating sicker patients to the active
treatment arm.
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Picture Quiz
The tired patient
1 The electrocardiogram shows PR interval prolongation, ST segment depression, QT interval prolongation,
T wave flattening, and U waves.
2 The arterial blood gas shows metabolic alkalosis, with some respiratory compensation.
3 A urea and electrolytes blood test should be performed to assess concentrations of sodium (normal range
135-145 mmol/l), potassium (3.5-5.3 mmol/l), urea (2.5-7.5 mmol/l), and creatinine (53-100 µmol/l).
4 The diagnosis is profound iatrogenic hypokalaemia (potassium level 1.1 mmol/l) as a result of treatment
with both a thiazide diuretic and a loop diuretic. The urea and electrolytes blood test revealed a sodium
concentration of 126 mmol/l, a potassium concentration of 1.1 mmol/l, a urea concentration of 22 mmol/l,
and a creatinine concentration of 102 µmol/l.

case report
Persistently raised alkaline phosphatase in a woman with osteomalacia
1 This patient is an atypical presentation of coeliac disease. Patients presenting with gastrointestinal
symptoms are thought to have “classic” or typical coeliac disease, but those presenting with no
gastrointestinal symptoms are described as atypical. A substantial proportion of patients with
coeliac disease have no gastrointestinal symptoms and present with extraintestinal manifestations
or associated conditions such as weight loss, arthralgia, arthritis, aphthous ulcers, or skin rash.
Osteoporosis and neurological symptoms can also be presenting features of coeliac disease. This
patient presented atypically with a raised concentration of alkaline phosphatase.
2 Possible causes of a raised concentration of alkaline phosphatase include: vitamin D deficiency;
coeliac disease; and autoimmune liver disease. Untreated coeliac disease is the most likely cause and
adherence to a gluten free diet should normalise serum alkaline phosphatase. Autoimmune hepatitis,
autoimmune cholangitis, and primary biliary cirrhosis are unlikely in the absence of anti-nuclear and
anti-mitochondrial antibodies.
3 Repeat endoscopy and duodenal biopsy are the most effective methods of monitoring patient
adherence to a gluten free diet and assessing recovery of intestinal lesions. Serological tests are not
sensitive enough to monitor recovery of the intestinal mucosa.
Recent BMJ Practice articles:
Silvester JA, Rashid M. Coeliac disease and a gluten-free diet. BMJ 2009;338:b380.
Willis HWM, Willis NM, Willis GW, Ali FR, Ball C. Coeliac disease in childhood. BMJ 2009;338:a3066.
Jones R, Sleet S. Coeliac disease. BMJ 2009;338:a3058.
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