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Introduction
Increasing the use of best-value biological and generic medicines, 
including biosimilar medicines where appropriate is a core part of 
NHS England’s Medicines Value Programme.1 Although the focus 
so far has been on high-cost, specialist-led biological medicines, all 
pharmacy professionals will need to be able to support patients and 
other healthcare professionals to work towards this aim. Especially as 
attention turns to more widely used biologicals such as insulins and 
low molecular weight heparins.

Learning objectives
After completing all aspects of this programme you should be able to: 

	n explain the differences in the regulatory approval process for biosimilar medicines 
compared to biological and generic medicines

	n discuss the benefits and challenges of using best-value biological medicines 
(including biosimilar medicines) in order to support the selection process 

	n apply a person-centred approach to address any concerns a patient may have 
about changes to their medicines and help them engage in shared decisions about 
their care.

National expert and programme 
contributor: Stephen Brown, 
regional pharmacist, NHS England/
NHS Improvement, South West 
and South East England

Ensure medicines use is as safe as 
possible

Consider the points below and how you can apply 
these in your area of practice to ensure safe patient 
care:

	n Biological medicines, including biosimilar 
medicines, must be prescribed by brand name.2

	n All biological medicines, including biosimilar 
medicines, approved after 1 January 2011, 
are subject to additional monitoring for safety 
(black triangle monitoring).3

	n Adverse drug reaction (ADR) reports for a 
biological medicine should include the brand 
name and batch number. Patients/carers should 
also be given this information to help them to 
report any ADRs.4

	n The safety and efficacy of the medicine should 
be monitored in practice and data should 
be recorded on relevant local or national 
registries.5

Evidence-based choice of medicines – task

Look at the NHS document What is a biosimilar medicine? Read 
Section 3.3 on How are biosimilar medicines authorised for use.

www.england.nhs.uk/wp-content/
uploads/2019/05/what-is-a-biosimilar-
medicine-guide-v2.pdf

This will help you to understand the evidence 
base required for approval of biosimilar 
medicines.

Make medicines optimisation part of routine 
practice – task

Service providers will work with NHS England or clinical 
commissioning groups (CCGs) to agree protocols or pathways for 
the use of the best-value products. Find out where you can access 
local guidance (including shared-care guidelines) and support on 
best-value biological medicines. For example, this might be in your 
trust formulary or on your area prescribing committee website.

Aim to understand the patient’s experience – 
task

Watch the section of this video of an interview with Dale (patient), 
Stephen and Vanessa (pharmacists) from 7 minutes 13 seconds to 
10 minutes 13 seconds: https://vimeo.com/365261715

What concerns might patients have about using a best-value 
biological medicine, including biosimilar medicines? Think about 
their needs, preferences and values.

Improved patient outcomes

Implementing best practice as part of a best-value biological 
approach leads to:

	n increased patient confidence – the patient has a contact 
in case of any questions and knows the plan for their 
treatment and review

	n improved monitoring for ADRs

	n improved safety through better communication between 
primary and secondary care.

http://www.england.nhs.uk/wp-content/uploads/2019/05/what-is-a-biosimilar-medicine-guide-v2.pdf
http://www.england.nhs.uk/wp-content/uploads/2019/05/what-is-a-biosimilar-medicine-guide-v2.pdf
http://www.england.nhs.uk/wp-content/uploads/2019/05/what-is-a-biosimilar-medicine-guide-v2.pdf
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10 minute activity

Clinical decision-making

Ramona is a 34-year-old woman living 
with severe plaque psoriasis. For the 
last three years her condition has 
been successfully treated with Enbrel 
(etanercept). Since her last flare eight 
months ago, Ramona has remained on 
Enbrel 50 mg once weekly to maintain 
her remission. Her consultant is now 
considering a switch to the etanercept 
biosimilar Benepali, in line with local 
policy.

	n What factors should you take into 
account when deciding if a switch is 
appropriate for Ramona? Discuss in 
your groups.

	n What would your advice be on 
whether to offer Ramona a switch? 
Justify the reasons in your groups.

5 minute activity

Cloud busting

What features, apart from cost, 
contribute to making a biological 
medicine ‘best-value’? Discuss in your 
groups.

Next steps

Go to the CPPE website 
(using the web link 
below or this QR code) 
to find your next steps 
and follow-up exercises.

Visit the CPPE website to complete and 
record you learning.

10 minute activity

Clinical controversy

In groups, debate the following issue:

The local consultant says: “Switching to biosimilar 
medicines puts patients at risk of a loss of disease 
control and increased ADRs.” What do you say?

10 minute activity

Clinical consultations

Jerry is 63 years old and has been discharged from 
hospital recently after an episode of chest pain. You see 
him in the practice cardiovascular disease review clinic 
and expect to discuss the new medicines for his heart. 
However, Jerry wants to talk about the medicine he 
injects for his ulcerative colitis. His colitis has been well 
controlled since he started on Humira (adalimumab) 
last year, but now he’s had a letter from the clinic saying 
that they want him to change to “something called 
Hulio” (a biosimilar adalimumab). Jerry asks what you 
think about it.

Discuss in your groups how you would respond to Jerry. 
Think about the actual words you would use.
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