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Funding of medicines
Once a medicine has received its licence, 
decisions need to be made as to whether 
the drug is considered a cost-effective 
use of NHS resources – a process  
called HTA.

Due to limited NHS resources, reimbursement 
bodies don’t always make medicines available 
to all patients indicated within the licence, 
and instead may limit it to patients where the 

cost-effectiveness is believed to be highest. 
The decision makers differ across the UK; in 
England NICE is responsible for evaluating 
clinical and cost-effectiveness, and the SMC 
has this responsibility in Scotland. Wales 
has their own process, but generally follow 
NICE guidance if the product is referred for 
technology appraisal. Northern Ireland follow 
NICE or SMC guidance (dependent on the 
recommendation and timing).

The Road to Accessing 
Medicines in the UK

TIME

Approx. 15 years
— 

to licence stage, and trials continue even 
after licence has been granted in order to 
continue assessing the long-term safety  

and efficacy of a medicine. 

Licensing of medicines 

Once the company believes it has enough clinical trial data, 
it will submit an application to the EMA and/or the MHRA.

The CHMP (part of the EMA) will then decide whether the medicine 
should be given a licence based on the scientific data, and therefore 
whether it is allowed to be marketed.

Up to 210 days 
— 

from submission or 150 days  
if an ‘accelerated assessment’  
(for medicines deemed to meet  

an urgent medical need) has  
been granted.

TIME

Clinical trials 
In order to decide whether a medicine can be widely used, 
its safety and effectiveness are thoroughly tested through 
a comprehensive series of clinical trials.

These trials involve a medicine being tested first in a laboratory (known 
as pre-clinical trials) and then in humans (known as clinical trials).

TIME

Scoping stage: approx. 7 months
— 

(and process can begin prior  
to licence being granted). 

From formal invitation to participate  
to manufacturer submission:

STA: 9 weeks
HST: not specified

From manufacturer submission to decision:

STA: approx. 25 weeks
HST: approx. 24 weeks

NICE
NICE decides whether medicines are cost-effective for the NHS. 
First, NICE selects a ‘route’ to assess a medicine (known as 
scoping) before the official appraisal can begin using the STA  
or HST route.

Next, NICE completes the appraisal and publishes its decision.  
If positive, it will develop guidance detailing how the medicine  
should be used, and the medicine will usually be made available  
to patients within 90 days.

Patients and healthcare professionals are encouraged to share their 
experiences and views throughout the NICE process to allow input  
from those who are directly affected by the condition.
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National Health Service (NHS)
The NHS is responsible for paying for medicines once they are 
deemed cost-effective by the relevant reimbursement body. 

If reimbursement bodies have issued a ‘not recommended’ guidance, 
a medicine may still be made available to some patients through the 
NHS in specific circumstances or via private healthcare.

SMC
The SMC is responsible for determining whether a medicine 
offers value for money to the NHS in Scotland.

The SMC has a similar methodology as NICE when reviewing the 
cost-effectiveness of medicines. For medicines to treat very rare 
diseases, the SMC provides the opportunity for a Patient and 
Clinician Engagement (PACE) group to be part of the process, 
allowing people living with the condition and experts in the field to 
have a voice during the appraisal.

Once the appraisal is complete, a Detailed Advice Document (DAD) 
is made public to explain how a medicine should be used.

What is the EMA / MHRA?

Where in the world a pharmaceutical 
company wants to market its product 
determines which regulatory body they 
apply to. For countries within the European 
Union this could be the European Medicines 
Agency (EMA). Direct country-by-country 
applications can also be made, for the 
UK this is the Medicines and Healthcare 
products Regulatory Agency (MHRA). These 
bodies evaluate clinical trial data and 
decide which diseases and patient types a 
medicine can be marketed for. 

What is the CHMP?

The Committee for Medicinal Products 
for Human Use (CHMP) is the EMA’s 
committee responsible for conducting 
scientific reviews of new medicines. 
A positive CHMP Opinion will be 
published a short time before marketing 
authorisation is decided.

What is HTA?

A Health Technology Assessment (HTA) is 
the process reimbursement bodies, such 
as NICE, undertake to decide whether a 
medicine is cost-effective for the NHS. This 
process involves looking at the clinical data 
and assessing whether the drug provides 
good value. Most reimbursement bodies 

use specific framework when making this 
decision. Value is usually measured using 
quality adjusted life years, (QALYs), which 
takes into account the impact that a 
medicine has on the patient. One QALY is 
equal to one year of life in perfect health.

What is NICE?

The National Institute for Health and 
Care Excellence (NICE) is an independent 
organisation, responsible for providing 
national guidance on promoting good health 
and preventing and treating ill health. 
NICE guidance provides recommendations 
on the use of new and existing medicines 
in the NHS.

What is STA?

A Single Technology Assessment (STA) 
route (usually the most common) is 
designed to review a single medicine, with 
a single indication. Generally, medicines 
are deemed a cost-effective use of NHS 
resources providing they cost less than 
£30,000 per QALY gained. NICE also offer 
a ‘fast track’ STA route for medicines 
offering ‘exceptional value for money’, or 
less than £10,000 per QALY gained. A 
Multiple Technology Assessment (MTA) 
can also be applied if there is more than 
one medicine to look at or there are 
multiple indications under consideration.

What is HST?

Medicines may be reviewed under the 
Highly Specialised Technology (HST) 
framework if they meet certain criteria. 
This route is generally reserved for orphan 
or ultra-orphan medicines i.e. if they are 
likely to treat a small number of people, 
have significant benefit to patients, 
caregivers, the health system and broader 
society, and will be administered via very 
few centres in the NHS. Within HST, 
the cost threshold for a medicine to be 
considered cost-effective rises initially to 
£100,000 per QALY gained, and may be 
increased dependent upon the magnitude 
of benefit. 

What is SMC?

The Scottish Medicines Consortium (SMC) 
evaluates new medicines to determine 
whether they represent good value for 
money to the NHS in Scotland.

6 months
— 

from manufacturer 
submission to DAD 

TIME
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