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What is the funding directive?

When NICE recommends a treatment in a Technology Appraisal (TA), the treatment must be 
funded by the NHS, by law, through the funding directive.1 

Usually the NHS has 90 days to make the treatment available if it is recommended in a single TA.1

The NHS is in a time of considerable challenge. It is more important than ever to use available 
funds effectively and fairly.1
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Allow drugs that offer exceptional value for money to be available to 
patients within 30 days of NICE approval1,3

“Commissioners have a statutory responsibility to make funding available 
for a drug or treatment recommended by a NICE TA or highly specialised 
technology guidance (HST) and to begin doing so no later than... 30 calendar 
days... for products appraised via the Fast Track Appraisal process after the 
guidance is published, unless otherwise specified in the guidance”4

This applies to drugs costing up to £10,000 per quality-adjusted life year (QALY) gained 
[basecase analysis], and it is likely that the most plausible incremental cost-effectiveness ratio 
(ICER) is less than £20,000 per QALY gained, and it is highly unlikely that it is greater than 
£30,000 per QALY gained.3

Fast track appraisals

“You have the right to drugs and treatments that have been 
recommended by NICE for use in the NHS, if your doctor says  

they are clinically appropriate for you.”
- NHS Constitution: Patient rights2

Nationally approved treatments, drugs and programmes.
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     AGREE: Clinicians will need to be aware when NICE TA and HST guidance are part 
of their organisation’s clinical pathways.

     INFORM: Providers will need to have processes in place to inform patients and staff 
of the availability of the treatment.

     OFFER: Clinicians can then offer their patients access to clinically appropriate 
NICE recommended medicines and treatments within the given timeframes and in 
accordance with the NHS Constitution. 

     RECORD: Clinicians can then record their decision making to show that the available 
options have been discussed with their patients and their preferences are considered.

     AUDIT: Providers will need to have publicly available audit processes in place to 
demonstrate appropriate usage by clinical condition. 

What does NICE mean when it recommends a treatment as ‘an 
option’?

‘An option’ DOES mean:
An option for the clinician and 
patient to consider alongside  
other potential treatments4

‘An option’ DOES NOT mean:
It is optional for commissioners 

or providers to make the 
treatment available4

What does compliance with guidance mean?

Compliance is achieved when a clinician, after discussion with a patient, is able to choose a 
NICE-recommended treatment without any local funding or formulary restrictions.4

How is compliance with guidance proven?

Commissioners publish policy statements, service level agreements and/or contracts 
which demonstrate funding is in place and that they require medicines and treatments 
recommended by NICE TA and HST guidance to be available for use, in consultation with the 
patient, and when recommended as part of their treatment.4

Providers publish their formulary, policies and care pathways 
to demonstrate that medicines and treatments recommended by NICE TA and HST guidance 
are available for use, in consultation with the patient, and when recommended as part of 
their treatment.4

Organisations publish audit data and patient surveys 
to demonstrate the use of NICE TA and HST guidance by clinical indication. This would 
include evidence that patients believe treatment options were discussed with them and their 
preferences taken into account.4

Service providers and healthcare professionals4
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Frequently asked questions relating to local formularies

These FAQs have been provided by NICE on their website and were last updated 5 March 
2018 – Text has not been changed, but bolding has been added to help direct the reader to 
key points in the answers provided by NICE:5  

1.    Can providers or commissioners take affordability into account when developing 
local formularies*? 

Commissioners have a statutory responsibility to make funding available for a drug or 
treatment recommended by a NICE technology appraisal (TA) or highly specialised 
technology evaluation (HST) within the timeframe recommended in that guidance, 
usually within 3 months of the TA or HST being published. Under the NHS Constitution, 
patients† have a right to receive all medicines and treatments recommended by NICE if 
they and their healthcare professional think that the medicine is right for them.

In practical terms, the effect of this legal obligation and the NHS constitution is that 
all NICE-approved treatments‡ must be included in local formularies for use in line 
with the TA or HST recommendations and with no additional funding or formulary 
restrictions (see questions 2–3). The only exception is if the technology is not relevant 
to the care provided by the organisation; for example, cancer treatments would not 
need to be included in the formulary of a mental health trust, and treatments for 
dementia would not need to be included in the formulary of a specialist children’s 
hospital.4§  

There is no provision to take affordability into account when adding NICE-approved 
medicines to local formularies. 

2.   Can providers or commissioners recommend that one NICE-approved medicine‡ is 
used routinely in preference to another NICE-approved medicine, or recommend 
that a medicine that has not been assessed by NICE is used routinely in preference 
to a NICE-approved medicine? 

All NICE-approved treatments must be included in local formularies* for use in line 
with the guidance. 

If there is more than one NICE-approved medicine for the same indication, local NHS 
organisations may indicate that a particular medicine is preferred locally if one of the 
medicines is cheaper than the other(s), or there is a clear local clinical consensus, or 
to achieve optimal stock control. However, clinicians and their patients must remain 
able choose any NICE-recommended treatment if, after an informed discussion, they 
consider it appropriate to do so.
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3.   Can providers or commissioners specify criteria regarding use of a NICE approved 
medicine‡ in addition to or different from those specified in the TA or HST?  

Providers and commissioners must not restrict access to NICE-approved medicines 
by adding to or modifying the clinical eligibility criteria stated in the TA or HST. 

As explained in question 1, such treatments must be included in the local formulary1 
with no additional restrictions. NICE guidance on developing and updating local 
formularies recommends that, where appropriate, local formularies should identify 
the place of a NICE-approved medicine in the care pathway, in line with NICE 
recommendations. It may be helpful for a local formulary to indicate arrangements 
for use of NICE approved medicines (for example, recommending that a particular 
medicine or group of medicines should be started by a particular specialist team). 
However, this advice must not conflict with the TA or HST guidance, must be justified 
for clinical or patient safety reasons†, and must not result in an unreasonable restriction 
in access to the medicine, whether this is intentional or unintentional.
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* As defined in Developing and updating local formularies (NICE MPG1, published December 2012); ‘local 
formulary’ means the output of processes to support the managed introduction, utilisation or withdrawal of 
healthcare treatments within a health economy, service or organisation.
† The term ‘patient’ includes all people cared for by the NHS including women cared for in maternity and 
obstetric services and mental health service users.
‡ That is, a medicine recommended in a TA or HST as an option for use.
§ If a NICE-approved medicine has not been included in an organisation’s formulary because it is not relevant to 
the care usually provided by that organisation, this must not be a barrier to a person under its care receiving it in 
line with the TA or HST guidance if they and their healthcare professional think that it is right for them.


