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The NHS
• Launched 1948
• Free at the point of use for UK residents (currently more than
65 million people)
• Largest publicly funded health service in the world
• Covers everything from antenatal screening and routine
treatments for long-term conditions, to transplants, emergency
treatment and end-of-life care
• The NHS deals with over 1 million patients every 36 hours
• Overall the NHS in England spent £16.8bn on medicines in 2015–
2016
• Drug with greatest overall cost in the same year was a biologic:
adalimumab

NHS spending power
Medicine
Total cost in 2015/16
Adalimumab
£417,000
Ranibizumab
£249,000
Etanercept
£231,000
Aflibercept
£198,000
Infliximab
£178,000
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UK landscape
Political commitment to supporting life-sciences industry
- Embed clinical research in all aspects of care
“A global hub that makes the UK the home of clinical research and medical
innovation”
“A globally-unique and internationally competitive life sciences ecosystem
supported by collaboration across industry, the NHS, academia and research
funders to delivering health and wealth Increase number of clinical trials”
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UK Biosimilar landscape
• Technology appraisal adoption support: infliximab (July 2015)
• NHS England: Biosimilar guide (September 2015)
• NICE advice: Biosimilar medicines (February 2016)

UK landscape: a plan for the future
Provides guidance for the NHS to integrate biosimilar treatment
into common practice & achieve its goals
Supports commissioners, providers, prescribers and patients
Aims
• Prescribe at least 90% of new patients with the best value
biologic within 3 months of the launch of a biosimilar
• Prescribe at least 80% of existing patients within 12 months
Potential to deliver savings of £200m to £300m per year by
2020/21

UK landscape: a plan for the future
• Experience in recent years has shown this plan is realistic and achievable
Existing biosimilars now in widespread use has reportedly saved the NHS
approximately £160m per annum

• Potential future NHS savings for Rituximab, Trastuzumab and
Adalimumab biosimilars expected in the coming years

Biosimilars: Outlook
• Competitive edge
The UK is 10 years ahead of the US in accepting biosimilars
= more accessible market
= more attractive market
Biosimilar
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The NIHR
• The National Institute for Health Research
(NIHR) - the research arm of the NHS
• Funded by the Department of Health to improve
the health and wealth of the nation through
research
• Plays a key role in the Government’s strategy for
economic growth, attracting investment by the
life-sciences industries through its world-class
infrastructure for health research.
• It represents the most integrated health
research system in the world.

National Institute for Health Research:
integrated health-research system
Early-phase clinical Research

Invention

Evaluation

Early-phase clinical Research

Adoption

Late-phase clinical Research

NIHR Biomedical Research Centres
NIHR Clinical Research Facilities
Experimental Cancer Medicine Centre
Medtech and In vitro diagnostic Cooperatives (MICs).

> £0.5 billion p.a. investment in
relevant infrastructure to
support clinical research at all
points in development pipeline

NIHR Clinical Research Network

Collaboration for Leadership in Applied Health Research and Care

CRN: One national network
• Research active engaged clinicians across
all 30 therapy areas
• Detailed understanding of care pathways
• 15 Local Clinical Research Networks
(LCRNs)
• Allows flexible deployment of resources
• Links with rest of UK

The CRN: a year in numbers
Financial year 2017/18:
And since 2006:

2070 new studies
697 commercial

725,333 patients
recruited
50,122 commercial

99.9% NHS trusts
research active
82% commercial

1,000+ CDAs
signed since 2006

NIHR Clinical Research Network biosimilar campaign
New campaign highlights benefits of biosimilar trials
in the NHS and advertises the “CRN Biosimilar Offer”
Launch of new biosimilar website:
www.nihr.ac.uk/biosimilars

NIHR CRN biosimilar offer
Free of charge Study Support Service for life
science companies:
•
•
•
•
•
•
•

Advice on support available
Feasibility (national and site level)
Site identification
Study set-up
Costings and contracts negotiations
Performance monitoring
Educated clinical and research-ready
workforce
Delivering high quality research to time and
target in the NHS.

Feasibility services
850+ clinical investigators
primed for conducting
biosimilar clinical trials in
specific therapeutic areas:
● Gastroenterology

●
●
●
●
●

Diabetes
Musculoskeletal
(rheumatology)
Oncology
Ophthalmology
Dermatology

Feasibility: Case Study
Virtually all of our studies now go via
the NIHR Clinical Research Network
and benefit from the Study Support
Service package, especially the Site
Identification service. The Network
team can rapidly tell us which sites
are best placed to do which studies

- spokesperson from a global CRO

• Therapeutic area: Rheumatology
• Global CRO
• The sponsor provided the CRO with a list of
50 suggested investigator/sites
• The CRO UK team recognised that the list
was not current and advised the sponsor to
use the NIHR CRN Site Identification Service
• The CRO contacted the list of 50
investigators: 2 responses, both declined to
take part
• The Network approach: Site Identification
turned up 19 NHS sites/investigators willing
to deliver

Study set-up: Faster set-up and reduced costs
• HRA Approvals System for gaining hospital
permission
– Do paperwork once only for multi-centre trials
– Network staff in the National Health Service work on your behalf,
using relationships to push study set-up through on the inside
• Commercial costing templates
– National single costing methodology October 2018
– Transparent prices to assist planning
– Speeds up cost negotiations

• Model agreements
– Standard contract accepted across the NHS
– Eliminates the need for lengthy legal review

Study delivery and management: managing performance quality
• A research-ready workforce
10,000+ GCP-trained research staff embedded in
the NHS to support investigators with patient
identification, recruitment, clinical delivery
• ICH GCP training
– Free to any staff working on NIHR CRN clinical
trials
– Supported by MHRA
– Added to the list of GCP programs mutually
recognised by TransCelerate

‘The usual suspects’ challenge
• Global companies approaching clinicians with whom they had existing
relationship from previous research with novel biological medicinal
product(s)
• Failed to generate enough interest or enthusiasm for biosimilar trials
• Partly - lack of understanding of this new class of medicine
• Partly - desire of certain groups to conduct research solely with novel
medicines
Result: Skewed perception/reputation as a destination for conducting
biosimilar clinical trials

Solution: CRN biosimilar offer
● CRN has identified a cohort of over 850 investigators
● Primed and willing to undertake biosimilar clinical trials
● High demand specialty areas identified
○
○
○
○
○
○

Gastroenterology - 94
Diabetes -108
Musculoskeletal (rheumatology) - 108
Oncology (cancer) -271
Dermatology - 118
Ophthalmologists - 102

12 reasons to bring your biosimilar trial to the UK
Our services are free
Personalised one-to-one advice about the different areas of support
that are available to you
15 dedicated regional Industry Operations Managers embedded in the
NHS to support study set-up, management and delivery of clinical trials
Rapid feedback on the compatibility and deliverability of your study in
the NHS environment (national feasibility)

12 reasons to bring your biosimilar trial to the UK
A single online submission enables expressions of interest from
investigators from 240+ NHS organisations and 10,000+ General
Practices (GPs)
Easy access to standard tools and processes to expedite costings and
contract negotiations
Local site intelligence (site, study and performance data and expertise) to
sense check site recruitment targets
Streamlined study set-up to ensure your research is up and running as
quickly and efficiently as possible

12 reasons to bring your biosimilar trial to the UK
Proactive performance monitoring provides national and local oversight
to pinpoint areas requiring additional support
Access to free, internationally recognised Good Clinical Practice (GCP)
training for study delivery staff
Access to a 10,000+ professional research-ready workforce, available on
a full cost recovery basis

Success stories – Southampton
• Managed switching programme of 150 patients from Infliximab to CT-P13
• Robust data collection allowed monitoring and provided a longitudinal
dataset to highlight impact of the programme
• Patients were a key stakeholder, they were
interested and supportive of the programme
• Something in it for the patient, slice of the
savings - Band 7 IBD nurse funded, band 3
administrator & 2 additional sessions of
pharmacy support
• £80,000 per month saved

Rheumatology case study
• NHS cost savings achieved by introducing biosimilar
medicines
https://www.youtube.com/watch?v=RVYdCfOAIy0&t=7s

Conclusions - Networking locally to deliver globally
• Government framework provides support for biosimilars
• Biosimilars are now part of our everyday clinical practice
• Uptake and access of biosimilar medicines is accelerating as a result of greater
clinical, patient and public understanding
• Further real world evidence will provide greater confidence for uptake
• The CRN Study Support Service and the Biosimilar offer are here to help
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