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OBJECTIVE
There are two ways that the United Kingdom’s National Institute for Health and Care Excellence (NICE) can 
limit patient access to drugs: by issuing a “do not recommend” decision and by restricting reimbursement 
for the drug to a subset of the population approved in the market authorization. The objective of this study 
is to determine how often NICE recommendations are more restrictive than the market authorizations.

METHODS
We evalutated161 NICE Technology Appraisal decisions from 2007 to 2013. These reviews included 
80 unique drugs from 37 disease conditions. For each drug included in a review, the corresponding 
market authorization was retrieved from the European Medicines Agency (EMA) or the United Kingdom’s 
Medicines and Healthcare products Regulatory Agency (MHRA). Each positive decision from NICE was 
compared to the corresponding market authorization. Any decision that included language that restricted 
the population eligible for reimbursement for a given therapy was categorized as “recommend with 
restrictions.” NICE positive decisions that were not more restrictive than the market authorization were 
categorized as “recommend.” Negative decisions were categorized as “do not recommend.” Restrictions 
were also quantified and categorized.

RESULTS
NICE issued “do not recommend” decisions in 32% of the reviews from 2007 to 2013. The overall rate at 
which NICE issued “do not recommend” decisions increased after 2010, but this did not pass traditional 
levels of statistical significance (p=.21). NICE issued positive decisions in 68% of reviews, but the 
decisions were more restrictive than the market authorizations in 52% of the positive decisions. NICE’s 
restrictiveness has decreased since 2007, with the exception of 2013 where 60% of NICE’s positive 
decisions were “recommend with restrictions.” For the “recommend with restrictions” reviews, there are 
1.7 restrictions on average (range 1 - 4, s.d. 0.11) added to the market authorization. The most prevalent 
type of restrictions were for “contraindication or intolerance.” 

CONCLUSIONS
From 2007 to 2013, NICE issued “recommend with restrictions” decisions in 36% of reviews and 
“recommend” and “do not recommend” decisions, each, in 32% of reviews. NICE was more restrictive 
than the market authorization in 52% of positive decisions, although NICE’s restrictiveness seems to be 
declining over time. Our analysis of NICE decisions from 2007 to 2013 resulted in a statistically significant 
distribution of decisions that was different than the distribution of decisions reported on the NICE website 
(p=.01). The NICE reported distribution included decisions from March 2000 through August 2014 and 
can be found at http://www.nice.org.uk/News/NICE-statistics.
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OBJECTIVE
There are two ways that the United Kingdom’s National Institute for Health and Care Excellence (NICE) can 
limit patient access to drugs: by issuing a “do not recommend” decision and by restricting reimbursement 
for the drug to a subset of the population approved in the market authorization. The objective of this study 
is to determine how often NICE recommendations are more restrictive than market authorizations in 
oncology reviews compared to non-oncology reviews.

METHODS
We evaluated 161 NICE Technology Appraisal decisions from 2007 to 2013 — 95 non-oncology and 
66 oncology reviews. For each drug included in a review, the corresponding market authorization 
was retrieved from the European Medicines Agency (EMA) or the United Kingdom’s Medicines and 
Healthcare products Regulatory Agency (MHRA). Each positive decision from NICE was compared to 
the corresponding market authorization. Any decision including language that restricted the population 
eligible for treatment or reimbursement for a given therapy was categorized as “recommend with 
restrictions.” NICE positive decisions that were not more restrictive than the market authorizations were 
categorized as “recommend.” Negative decisions were categorized as “do not recommend.” 

RESULTS
Oncology reviews were more likely to be issued “do not recommend” decisions than non-oncology 
reviews (56% vs. 16%, p<.001). Over time, there were no statistically significant trends in rates of “do 
not recommend” decisions for non-oncology reviews and oncology reviews, although the rate of “do not 
recommend” decisions has increased for oncology reviews since 2008. There were no differences in the 
rates of “recommend” and “recommend with restriction” decisions between oncology and non-oncology 
reviews (p=.87). Over time, there was a significant decrease in the rate of “recommend with restrictions” 
decisions for oncology reviews (p=.07), but no statistical trend in non-oncology reviews.

CONCLUSIONS
NICE was more likely to issue “do not recommend” decisions for oncology reviews than for non-oncology 
reviews, but there was no difference in the overall rates of “recommend with restrictions” decisions. Over 
time, NICE appears to be replacing “recommend with restriction” decisions with “do not recommend” 
decisions in oncology reviews, but this did not pass traditional levels of statistical significance. 
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