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Policies for improving timely access 
to new cancer drugs

Single Technology Appraisal (2005)

NICE End-of-Life policy (2008/9)

Cancer Drugs Fund (2010/11)

Orphan drugs evaluation (2013/14)

Value Based Assessment (2014/closed down) 

CDF as part of NICE (2016)



The launch of NICE’s End-of-Life policy 
(2009)

• “A QALY is a QALY is a QALY” NICE Methods Manual 1999-2009

• NICE is asking that its advisory committees 
“consider recommending seemingly cost-ineffective 
treatments which are life-extending for patients 
with short life expectancy, and which are licensed 
for indications affecting small numbers of patients 
with incurable illnesses.” NICE Supplementary Guidance to its Advisory 

Committees – January 2009



End of Life decisions as of May 2014

100%

0%

% of decisions

cancer other diseases

But NICE’s committees still find some cancer drugs not to be 
good value for money or clinically effective



Cancer Drugs Fund in pre-election manifesto

“We will create a Cancer Drugs Fund to enable patients to 
access the cancer drugs their doctors think will help them…”



An election promise



ALL DISEASES ARE EQUAL BUT CANCER IS 
MORE EQUAL THAN OTHERS…

What does 
the evidence 
say about 
what the 
people think?



The view of the UK’s 
major cancer charity

• “Any healthcare system has to make difficult decisions about 
how to allocate its finite resources. Cancer Research UK 
believes that, in general, NICE performs this difficult job well, 
and should be properly resourced to continue to do so, and 
to improve into the future. This is especially important in the 
context of the current financial pressures on the NHS…” 

• Health Select Committee, written evidence from Cancer Research UK 
(Oct 2012)



• “While there may be support in principle for greater 
weighting of QALYs provided to patients with severe 
conditions, there is currently no robust evidence in the 
literature to support a particular magnitude of weighting.  It 
should also be noted that no evidence has been found for 
prioritising cancer above other severe conditions, or for 
prioritising drug treatments above any other interventions 
for cancer.”

DoH compulsory prelaunch policy evaluation



All diseases are equal, but cancer is more equal 
than others,

…or is it?
• His team surveyed more than 4,000 people across Wales, 

England and Scotland to find out whether they valued delivering 
health benefits to cancer patients more highly than to patients 
with other conditions.

• "The result that we found were that the majority - about 64% -
were not in favour of prioritising one or the other. They wanted 
fair allocation, regardless of the disease, all else being equal. 
There was a consistent message that there wasn't general 
support for cancer [being a special case] versus other 
conditions.” [Linley and Hughes, 2013, Health Econ, 22(8), 948]



The English 
Cancer Drugs 
Fund

Origins

Evolution

The 
present

The 
future...





CDF: a temporary solution that 
became (semi) permanent…

March 2013:

• Government confirmed that “NICE 
will be responsible for the full 
value assessment of medicines 
under the future system.”

March-June 2014:

• Based on DH Terms of Reference, 
NICE went to consultation on a 
possible approach to what is now 
known as ‘value based 
assessment’.

• Following a wide and inconclusive consultation, the 

working group at NICE decided to recommend to 

the NICE Board that “no changes to the technology 

appraisal methodology should be made in the short 

term”. The NICE Board agreed.

• But thw CDF, meant to bridge the gap until VBP was 

launched, survives…



Sep 2015: the country’s 
National Audit Office 
investigates

• “Did it improve outcomes? Due to a 
lack of data, it is not possible to 
evaluate the impact that the Fund 
has had on patient outcomes, such 
as survival.

• What impact did it have on prices? 
The cost of the Fund from 2010 to 
2015 was £968 million, slightly 
above the allocated budget. In the 
early years [it] was underspent. 
However, taking 2013-14 and 2014-
15 together…the cost of the Fund 
rose by £241 million – an increase 
of 138%. Over half of the rise was 
because of an increase in the 
average cost of treatment per 
patient…”



February 2016: The country’s 
Parliament investigates

• “There is no assurance that the 
Department and NHS England are 
using their buying power 
effectively to pay a fair price for 
cancer drugs, including drugs paid 
for through the Fund.

• It is unacceptable that the 
Department and NHS England still 
do not have data to evaluate the 
impact of the Fund on outcomes 
for patients five years after the 
Fund was set up.”



The press

"a populist gesture that gives the impression 
of benefiting patients, but in fact rewards 
poor quality drugs while benefiting a handful 
of pharmaceutical companies at the expense 
of the taxpayer and the full range of NHS 
patients” Dec 2014

"This mechanism for diverting taxpayers’ 

money to enhance, to little or no purpose, 

the profits of Big Pharma might be more 

aptly named “the Drug Company Fund”” 
Dec 2014





• Access to promising new 
treatments, via managed access 
arrangement, while further 
evidence is collected to address 
clinical uncertainty.

• Interim funding for all newly 
recommended cancer drugs, 
giving patients access to these 
treatments many months 
earlier than before.

• The expenditure control 
mechanism ensures that the 
CDF will not overspend.

The Payer takes back control: NHS England 



The new arrangements cap the total, set 
up companies and products to compete 
against one another and make the whole 
idea of the CDF “unappealing”





PharmaForum, Leela Barham, 2017

CDF budget balance

NICE risk sharing schemes

NICE cancer appraisals



Multiple methodological and process ‘fixes’ to 
accommodate pressures…



Cancer not the main/only problem…
Sovaldi: “Cost-effective” but unaffordable?

23

The price offered by Gilead in the UK is 
almost £35,000 for a 12-week course. 
Many patients will need a 24-week 
course, costing £70,000. In its final draft 
guidance on sofosbuvir, Nice said it was 
allowing NHS England to postpone 
implementation for four months, until 
the end of July instead the beginning of 
April. NHS England failed to comment.

© NICE 2015

http://www.nice.org.uk/guidance/indevelopment/gid-tag445
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The new PPRS: capping growth—industry 
reimburses the NHS

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/668673/PPRS_Payment_percentage_2018.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/761834/voluntary-scheme-for-branded-medicines-pricing-and-access-chapters-and-glossary.pdf

As the unadjusted 
payment percentage for 
2018 falls outside the 
agreed range of 2.38% to 
7.80%, the actual payment 
percentage for 2018 will 
be set at 7.80%.

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/668673/PPRS_Payment_percentage_2018.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/761834/voluntary-scheme-for-branded-medicines-pricing-and-access-chapters-and-glossary.pdf


The future: Accelerated Access Review – Nov 2016
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Putting a break on NICE…
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Further reform needed according to leading 
UK academics

• Once introduced, hard to 
disinvest

• Real world observational data 
unreliable, biased and undermine 
RCTs

• Link to national cancer registers 
and Clinical Practice Datalink non-
existent

http://www.bmj.com/content/354/bmj.i5090

http://www.bmj.com/content/354/bmj.i5090


Did the CDF deliver value 
for the English society?

The evidence: 

 Of the 47 CDF approved indications, only 18 (38%) reported a statistically 

significant OS benefit, with an overall median survival of 3.1 months 

 When assessed according to clinical benefit scales, only 23 (48%) and 9 (18%) 

of the 47 drug indications met ASCO and ESMO criteria, respectively. 

 NICE had previously rejected 26 (55%) of the CDF approved indications because 

they did not meet cost-effectiveness thresholds. 

 Four drugs—bevacizumab, cetuximab, everolimus and lapatinib—represented 

the bulk of CDF applications and were approved for a total of 18 separate 

indications. 13 of these were subsequently delisted by the CDF in 2015 due to 

insufficient evidence for clinical benefit—data which were unchanged since their 

initial approval.
 The majority of patients were exposed to unpleasant side effects for no benefit. 
 £1.27 billion was spent on the fund during the period studied.
 No usable data was collected on what happened to patients whose treatment was 

funded - such as measuring how long they lived, their quality of life or side-effects. 

Conclusions
We conclude the CDF has not delivered meaningful value to patients or 

society. There is no empirical evidence to support a ‘drug only’ ring 

fenced cancer fund relative to concomitant investments in other cancer 

domains such as surgery and radiotherapy, or other noncancer 

medicines. Reimbursement decisions for all drugs and interventions 

within cancer care should be made through appropriate health 

technology appraisal processes.



The CDF is gone but the 
problem of cancer 
exceptionalism when it comes 
to evidence, is here to stay…

Conclusions Most pivotal studies forming 

the basis of EMA approval of new cancer 

drugs between 2014 and 2016 were 

randomised controlled trials. However, 

almost half of these were judged to be at 

high risk of bias based on their design, 

conduct, or analysis, some of which might 

be unavoidable because of the complexity 

of cancer trials. Regulatory documents and 

the scientific literature had gaps in their 

reporting. Journal publications did not 

acknowledge the key limitations of the 

available evidence identified in regulatory 

documents.



Cancer Drugs Fund: “a difficult legacy”

“But the real change to help get these 
drugs into the market in the UK will 
not come from siloed funds, but 
rather from these drugs costing less in 
the first place. 

Both the government and pharma 
play on the fear surrounding cancer 
for their own ends, but pricing a 
cancer drug artificially high simply 
because it treats a feared disease 
does not seem fair to the NHS or, 
more pertinently, to patients”

PharmaFile, Feb 2014; http://www.pharmafile.com/news/182224/cancer-drugs-fund-assessing-difficult-legacy

http://www.pharmafile.com/news/182224/cancer-drugs-fund-assessing-difficult-legacy
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Senegal’s government says that women suffering from breast or cervical cancer will be offered free 
chemotherapy in public hospitals from the beginning of October. For other types of cancers, 60% of the 
costs will be reimbursed, the government says. For other types of cancers, 60% of the costs will be 
reimbursed, the government says. Other countries, like Rwanda, Namibia and Seychelles, also offer free 
chemotherapy. An estimated $1.6bn has been allocated by the Senegalese government for this new 
measure.
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