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The pharma industry taking the NHS to 
court over drugs pricing is never going 

to be a good look, but that is what’s hap-
pening as the Association of the British 
Pharmaceutical Industry (ABPI) seeks a 
judicial review into the legality of NICE’s 
new £20m budget impact test.
 On p9, Joy Ogden examines the rea-
soning behind and the arguments for and 
against the impact test. Under the plans, 
which came into force on 1 April, any new 
drug likely to cost the NHS in England 
more than £20m a year will be subject 
to negotiations on price between NHS 
England and the drug company involved. 
If discussions fail to reach an acceptable 
conclusion, NHS England can then ask 
NICE to phase in the new treatment grad-
ually, beyond the current 90-day period 
post-NICE approval.
 The ABPI argues that the £20m 
threshold is too low and will lead to unac-
ceptable delays in patients getting the 
drugs they need.
 “These new arrangements will delay 
access to cost-effective medicines and 
deny treatments to patients suffering 
from rare diseases,” said chief executive 
Mike Thompson as he announced the 
unprecedented legal challenge
 Of course, many will respond along 
the lines of ‘he would say that wouldn’t 
he?’ but the patient groups and chari-
ties are siding with pharma to create a 
groundswell of opinion against the test.
 Cancer Research UK claims the 
test “could have a significant impact on 
cancer patients” while the Alzheimer’s 
Society warns of delays to “long-awaited 
new drugs for dementia”.
 Labour’s Shadow Health Secretary, 
Jonathan Ashworth is also opposed to 
the impact test. “These plans are a clear 
breach of the NHS constitution, which 
promises to introduce any treatment 
deemed cost effective by NICE within 90 
days of approval.”

 One can of course understand the 
frustration at a perceived moving of the 
goal posts by NHS England from cost-ef-
fectiveness to cost alone but the pros-
pect of the already unpopular global 
pharma industry forcing the NHS to 
spend significant sums in legal costs to 
defend a decision to better manage lim-
ited resources will not play well with the 
public. 
 There are even suggestions of dissent 
within the ABPI itself as to the appropri-
ateness of suing the NHS. Recent reports 
in The Sunday Telegraph allege that 
British-based members feel legal action 
is unconstructive and will hamper future 
price negotiations. The majority of com-
panies on the ABPI board are global multi-
nationals who presumably have few such 
qualms about briefing our learned friends 
to go to war with the health service.

Not all bad news
Accompanying the budget impact test 
are changes to the assessment of highly 
specialised technologies, also known as 
ultra-orphan drugs. NICE has introduced 
a new maximum threshold of £300,000 
per Quality Adjusted Life Year (QALY) 
gained, up from the previous £100,000 
and 10 times higher than the standard 
NICE treatment threshold.
 This move, coupled with fast-track 
approval for high-value treatments cost-
ing less than £10,000 per QALY gained, 
shows that the NHS is making significant 
progress in delivering new treatments.
 But, as the cost of providing com-
prehensive healthcare free at the point 
of delivery continues to rise, tenacious 
negotiation and careful financial planning 
are keys to the survival of the NHS. A 
reality the ABPI and its lawyers would do 
well to acknowledge.
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