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Welcome to the May 2018 
issue of Specialised 
Commissioning—a 

publication that highlights best practice 
and the opportunities and challenges 
in the commissioning and provision of 
specialised healthcare.

Drug costs remain a significant funding 
pressure for the NHS. A recent report 
by the Kings Fund1 indicates that 
between 2010/11 and 2016/17 drug 
costs rose by 30% from £13.0 billion 
to £17.4 billion at an average rate of 
5.0% per year and in hospitals, where 
specialised services are predominantly 
provided, cost increased by 12.1% per 
year from £4.2 billion to £8.3 billion 
with the share of NHS spending on 
hospital medicines growing from 32.1% 
to 47.6% over the same period. Drugs 
and particularly cancer drugs, which 
account for £1.7 billion, will continue 
to be a significant cost pressure 
irrespective of any uplift the NHS 
specialised commissioning budget may 
receive. It is therefore imperative that 
the NHS gets value for money and 
seeks to control costs in this area.

NICE has been successful in getting 
the pharmaceutical industry to limbo 
dance under its financial thresholds to 

make drugs more affordable. However, 
NICE produces its guidance using 
the quality adjusted life years (QALY) 
assessment based on the outcome 
evidence derived from clinical trials 

where patients are closely monitored 
and supported to go through a course 
of treatment, which will deliver the 
optimum outcome. In approving a 
drug, NICE has to assume all future 
patients will go through the optimum 
number of treatment cycles and 
therefore the full benefit of the drug 
will be achieved.  However, as shown 
in a report by Jacky Turner—former 
Principal Oncology Pharmacist at 
Guy’s and St Thomas’ NHS Foundation 
Trust and NHS England—the uptake of 
cancer drugs and associated efficacy 
benefit may not actually carry through 
to the real-life setting. As many of the 
cancer drugs approved via the Cancer 
Drugs Fund (CDF) have only shown 
an average overall survival benefit of 
just over 3 months it could be that a 
drug showing marginal benefit could 
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easily become an ineffective drug in the 
real-life setting; find out more about 
the study in Jacky Turner’s article on 
pp.8–15 of this issue. 

NHS England, through NICE and 
the CDF, needs to ensure that it is 
getting value for money in respect to 
cancer drug expenditure. The 2016 
reform2 of the CDF has enabled NICE 
to recommend use of a drug in the 
CDF while more evidence and data 
on clinical effectiveness is collected. 
The Systemic Anti-Cancer Therapy 
(SACT) database, which records all NHS 
chemotherapy delivered in England, 
provides the ability, on an ongoing 
basis, to understand real-life efficacy 
of drugs approved via the CDF as well 
as the potential to review past NICE 
decisions. Such work may result in the 
decommissioning of therapies, which in 
real-life are less efficacious, and free up 
funding for the ever-increasing number 
of new cancer drugs on the horizon. 

In our second feature on cancer drugs 
(see pp.16–19), David Thomson—
Chemotherapy Pharmacist, NHS 
England Chemotherapy Clinical 
Reference Group (CRG) and National 
Cancer Drugs Fund—explores the 
changes to the CDF and the work of 
the Chemotherapy CRG. Although 
drug appraisal has now passed to NICE, 
David points out that the role of the 
CRG has never been more relevant 
through its partnership with NICE in 
making the CDF a success, improving 
service capacity and efficiency, and in 
the improving value agenda. 

Moving the focus to cancer services, 
Baroness Delyth Morgan of 
Drefelin—Chief Executive of Breast 
Cancer Now and Chair of the National 
Cancer Research Institute—discusses 
the challenges in improving cancer 
services and the need for leadership 
and action to ensure that breast cancer 
breakthroughs reach patients who 
need them; turn to pp.20–24 for more 
information.

Our conference report this month 
(see pp.25–28) covers the Westminster 

Health Forum’s event on Access 
to medicines: pricing, regulation 
and implementing the life sciences 
strategy held on 1 March 2018—Dr 
Nicole Mather, from Deloitte, outlined 
the opportunities in implementing 
the Life Sciences Industrial Strategy 
and Accelerated Access Review and 
Professor Mike Hannay, Managing 
Director, East Midlands Academic 
Health Science Network reported on 
the strategic approach to the adoption 
and spread of innovation in the NHS.

In our final piece in this issue, and 
providing a perspective of the 
pharmaceutical industry, Leslie 
Galloway—Chairman of the Ethical 
Medicines Information Group 
(EMIG) —argues how a system 
underwritten by industry could pay 
for drugs supported by a specialised 
commissioning policy (see pp.29–30). 
With drug costs increasing year on year, 
as highlighted at the beginning of this 
editorial, the pharmaceutical industry 
needs to be seen as an important part 
of the solution rather than simply the 
problem. 
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NHS England, 
through NICE and 
the CDF, needs to 
ensure that it is 
getting value for 

money

Claire Green, MRPharmS 
claire.green@mgp.co.uk 
Editor, Specialised Commissioning 
 
Hello and welcome to the third issue 
of Specialised Commissioning, the 
home of news, debate, and reflection 
about specialised healthcare in the 
UK. I am delighted to be able to 
introduce myself as the new Editor of 
this exciting and unique publication. 

Last year, the team at MGP identified 
a need for a journal that brings 
together a diverse community of 
healthcare professionals, managers, 
patient and professional groups, 
and industry representatives to 
offer stimulating information in 
this rapidly growing field. As Leslie 
Galloway’s article on pp.29–30 cites, 
a third of the newest medicines are 
already specialty medicines and 
this is predicted to increase. Only 
through open collaboration and 
enthusiasm to overcome roadblocks, 
can these innovative treatments 
fulfil their potential and find their 
place in the jigsaw puzzle of national 
healthcare. 

Our aim is to promote best practice 
in specialised commissioning, which 
at heart means that people with rare 
and complicated conditions get the 
best treatment and the smoothest 
patient journey possible, while 
respecting the needs of taxpayers 
and industry. It is certainly an exciting 
time to be joining the discussion.

P.S. Do fill out the brief survey card 
enclosed with this issue and mail 
it back to us (freepost) to help 
shape future issues of Specialised 
Commissioning and for your chance 
to win either a 1-week stay in a 
beautiful grade II listed cottage or a 
£100 Amazon voucher. 
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BHIVA STANDARDS OF CARE FOR PATIENTS WITH HIV UPDATED
The British HIV Association (BHIVA) has 
published Standards of care for people 
living with HIV 2018.

These evidence-based standards are 
designed to encourage the delivery of 
consistent, high-quality HIV services. 
To meet the growing demand for more 
efficient and cost-effective services, the 
standards will be an important source 
of guidance and information for the 
commissioning of services affecting 
people with HIV.

To outline what effective HIV services 
look like, the BHIVA standards focus on 
eight key areas of interest:

• testing, diagnosis, and prevention
• person-centred care
• HIV outpatient care and treatment
• complex HIV care
• sexual and reproductive health
• psychological care
• HIV across the life course
• developing and maintaining excellent 

care.

Through these areas of interest, the 
standards cover the range of care 
needed by people living with HIV from 
the point of diagnosis. Outcomes for HIV 
treatment in the UK are generally good, 
but HIV is still a condition that presents 
significant challenges. 

HIV is still a stigmatised condition that 
disproportionately affects vulnerable 
populations. Furthermore, an estimated 
13% of the estimated 101,200 people 
living with HIV in the UK were unaware of 
their infection. Late HIV diagnosis is still 
associated with higher risks of morbidity, 
mortality, reduced life expectancy, and 
increased rates of hospitalisation.

Despite excellent advances in 
antiretroviral treatment and the 
development of pre-exposure 
prophylactic strategies, there is room for 
improvement. Reducing the rate of new 
transmissions and ensuring consistently 
high rates of viral suppression will help 
ensure that HIV care in the UK remains 
world-class.

Rob Coster, National Programme of 
Care Manager for Blood and Infection 
at NHS England, said: 'NHS England 
welcomes the work by BHIVA to update 
the standards, which will be taken 
into consideration when NHS England 
reviews its HIV service specification.' 
bit.ly/2FfYrq8

NHS England to fund balloon pulmonary angioplasty for 
patients with CTEPH
NHS England has confirmed that 
it will provide routine funding for 
a pioneering procedure known as 
balloon pulmonary angioplasty 
(BPA) for patients with chronic 
thromboembolic pulmonary 
hypertension (CTEPH). 

Around 2–4% of patients with 
pulmonary emboli will develop CTEPH, 
where chronic blood clots obstruct 
blood flow and increase blood 
pressure in the lung. It can result in 
heart failure and premature death. 

Oxygen is often necessary just for 
patients with CTEPH to remain 
comfortable when resting, and some 

are not suitable for existing forms of 
pulmonary surgery. 

The gold-standard treatment for 
CTEPH is pulmonary endarterectomy 
(PEA) to remove blood clots in lung 
blood vessels, but not all patients 
are eligible and PEA is not always 
successful at resolving blockages.

The BPA procedure involves the 
insertion of a wire and small balloon 
which can subsequently be inflated 
to restore blood flow in blood vessels 
in the patient's lungs. The national 
service to carry out the procedure 
will be offered at the Royal Papworth 
Hospital in Cambridge.

With successful BPA treatment, 
patients living with CTEPH will no 
longer be dependent on long-term, 
high-cost drug therapy to manage 
their condition; one patient described 
it as 'getting their life back'.

James Palmer, Medical Director for 
specialised commissioning at NHS 
England, said: 'As the NHS approaches 
its 70th anniversary, this intervention, 
available for patients across the 
country, is another fantastic example 
of the innovations the health service 
adopts each year to enable clinicians 
to deliver the best possible outcomes 
for their patients.'
bit.ly/2HOwxqB

NEWS



Prescribing information can be found overleaf

Decapeptyl ® SR (triptorelin) is the UK’s  
ONLY LHRHa with 1-, 3- AND 6-monthly 

dosage options in patients with  
prostate cancer (PCa*) 1-4

TRI-UK-003145. Date of preparation: April 2018

References: 
1. Decapeptyl SR 22.5mg Summary of Product Characteristics  
2. Decapeptyl SR 11.25mg Summary of Product Characteristics  
3. Decapeptyl SR 3mg Summary of Product Characteristics
4. MIMS Online Available from: www.mims.co.uk [accessed April 2018]  
5. Khan A. et al. Int J Clin Pract 2012:66 (Suppl 1):6-11  
6. Cornford P et al., Poster presented at the International Society for 

Pharmacoeconomics and Outcomes Research meeting, 7-11, Nov 2015

Abbreviations:
LHRHa = luteinising hormone-releasing hormone agonist

PCa = prostate cancer 

* Please refer to the Summary of Product Characteristics  
for a full list of prostate cancer indications

† Data from an Ipsen sponsored study

Decapeptyl® SR offers the option of 
6-monthly injections – a possible 
patient-preferred choice over more 
frequent LHRHa injections in PCa 1-3,5

Decapeptyl® SR 6-monthly injections 
may help reduce NHS resource-use 
associated with PCa care compared 
to 1 and 3 monthly frequencies 6 †

DECAPEPTYL_SC-MGP-SpecialisedComissioning_Dec17_v4_ARTWORK.indd   1 02/05/2018   12:58
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Commissioning policy for 
mechanical thrombectomy 
in acute ischaemic stroke 
published by NHS England

NHS England has published 
Clinical commissioning 
policy: mechanical 
thrombectomy for acute 
ischaemic stroke (all ages).

Ischaemic stroke, in which a 
blood clot obstructs blood 
flow to part of the brain, 
accounts for 85% of all 
strokes. Symptoms may be 
mild and resolve, but can 
also be life-threatening.

Currently, interventional 
treatment for ischaemic 
stroke involves drug 
treatment to dissolve the 
clot as soon as possible, 
but many patients cannot 
benefit due to the size or 
resilience of the blood 
clot. Others may not 
tolerate the treatment 
due to contraindications 
like recent surgery or 
ongoing treatment with 
anticoagulant therapy.

Under this policy, NHS 
England will make an 
alternative treatment 
available in which blood 
clots are recovered 
mechanically by a 
catheter inserted into 
the artery—mechanical 
thrombectomy. When 
used in combination with 
other medical treatments, 
mechanical thrombectomy 
can significantly reduce the 
severity of disability caused 
by a stroke. NHS England 
has determined that there 
is enough evidence to make 
the treatment available.

Areas covered by the policy 
include:
• evidence base
• criteria for commissioning
• patient pathway
• governance arrangements
• mechanism for funding
• audit requirements.
bit.ly/2Fg76ZP

DECAPEPTYL® SR (triptorelin) 3mg, 
DECAPEPTYL® SR (triptorelin) 11.25mg and 
DECAPEPTYL® SR (triptorelin) 22.5mg 
See full summary of product characteristics 
(SmPC) before prescribing. 
Available at www.medicines.org.uk
Presentation: Powder and solution for 
suspension for injection. Vials for all 
preparations contain an overage to ensure 
the licensed dose is administered. Decapeptyl 
SR 3mg: Triptorelin acetate 4.2mg. 
Decapeptyl SR 11.25mg: Triptorelin pamoate 
15mg. Decapeptyl SR 22.5mg: Triptorelin 
pamoate 28mg. Uses: Treatment of locally 
advanced, non-metastatic prostate cancer, 
as an alternative to surgical castration, and 
treatment of metastatic prostate cancer. As 
adjuvant, or neoadjuvant treatment prior 
to radiotherapy, in patients with high-risk 
localised or locally advanced prostate cancer. 
As adjuvant treatment to radical prostatectomy 
in patients with locally advanced prostate 
cancer at high risk of disease progression. 
Dosage and Administration: Decapeptyl 
SR 3mg: One intramuscular (IM) injection 
every four weeks (28 days). Decapeptyl 
SR 11.25mg: One IM injection every  
3 months. Decapeptyl SR 22.5mg: One 
IM injection every 6 months. Additional 
dosing information: No dosage adjustment 
necessary in the elderly. The injection site 
should be varied periodically. Inadvertent 
intravascular administration must be 
avoided. Contraindications: Hypersensitivity 
to luteinising hormone releasing hormone 
(LHRH), its analogues or any of the listed 
excipients. Precautions and Warnings: Long-
term use of LHRH agonists is associated with 
an increased risk of bone loss and may lead 
to osteoporosis and increased risk of bone 
fracture. Particular caution in patients with 
risk factors for, or established osteoporosis 
is necessary. Rarely, LHRH agonist treatment 
may reveal the presence of a gonadotroph 
cell pituitary adenoma. There is an increased 
risk of incident depression (which may be 
severe) in patients undergoing treatment with 
LHRH agonists, such as triptorelin.  Patients 
should be informed accordingly and treated 
as appropriate if symptoms occur. Patients 
with known depression should be monitored 
closely during therapy. Initially, Decapeptyl SR, 
like other LHRH agonists, causes a transient 
increase in serum testosterone levels. As a 
consequence, isolated cases of transient 
worsening of signs and symptoms of prostate 
cancer (tumour flare) and cancer related 
(metastatic) pain may occasionally develop 
during the first weeks of treatment and should 
be managed symptomatically. During the 
initial phase of treatment, consideration should 
be given to the additional administration of 
a suitable anti-androgen to counteract the 
initial rise in serum testosterone levels and 
the worsening of clinical symptoms. As with 
other LHRH agonists, isolated cases of spinal 
cord compression or urethral obstruction have 
been observed. Careful monitoring is indicated 
during the first weeks of treatment, particularly 
in patients suffering from vertebral metastases, 
at risk of spinal cord compression, and in 
patients with urinary tract obstruction. After 
surgical castration, Decapeptyl SR does not 
induce any further decrease in testosterone 
levels. Androgen deprivation therapy may 
prolong the QT interval. In patients with a 
history of or risk factors for QT prolongation 
and in those receiving concomitant drugs 

that might prolong the QT interval, physicians 
should assess the benefit risk ratio including 
the potential for torsade de pointes prior to 
initiating Decapeptyl SR. From epidemiological 
data it has been observed that patients 
may experience metabolic changes (e.g. 
glucose intolerance), or an increased risk 
of cardiovascular disease during androgen 
deprivation therapy (ADT). Patients at 
high risk for metabolic or cardiovascular 
diseases should be carefully assessed before 
commencing treatment and their glucose, 
cholesterol and blood pressure adequately 
monitored during ADT at appropriate intervals 
not exceeding 3 months. Administration 
of triptorelin in therapeutic doses results in 
suppression of the pituitary gonadal system. 
Normal function is usually restored after 
treatment is discontinued. Diagnostic tests of 
pituitary gonadal function conducted during 
and after discontinuation of therapy with 
LHRH agonists may therefore be misleading. 
Interactions: Drugs which raise prolactin 
levels should not be prescribed concomitantly 
as they reduce the level of LHRH receptors 
in the pituitary. When Decapeptyl SR is co-
administered with drugs affecting pituitary 
secretion of gonadotropins, caution should 
be exercised and it is recommended that the 
patient’s hormonal status be supervised. Since 
androgen deprivation therapy may prolong the 
QT interval, concomitant use of Decapeptyl SR 
with drugs known to prolong the QT interval 
or able to induce torsade de pointes, such 
as class IA (e.g. quinidine, disopyramide) or 
class III (e.g. amiodarone, sotalol, dofetilide, 
ibutilide) antiarrhythmics, methadone, 
moxifloxacin, antipsychotics etc. should be 
carefully evaluated. Pregnancy and Lactation: 
Not applicable. Undesirable effects: Very 
common: Asthenia, hyperhidrosis, libido 
decreased, back pain, paraesthesia in lower 
limbs, erectile dysfunction and hot flush. 
Common: Hypersensitivity, hypertension, 
dry mouth, nausea, injection site reaction 
(including erythema, inflammation, pain), 
oedema, musculoskeletal pain, pain in 
extremity, pelvic pain, dizziness, headache, 
depression, mood change, weight increased 
and loss of libido. Prescribers should consult 
the Summary of Product Characteristics in 
relation to other side effects. Overdosage: 
No human experience of overdosage. 
Pharmaceutical Precautions: Do not store 
above 25oC. Reconstitute only with the 
suspension vehicle provided. Decapeptyl SR 
is a suspension, therefore once reconstituted, 
it should be used immediately. Legal 
Category: POM. Basic NHS cost: Decapeptyl 
SR 3mg £69.00 per vial. Decapeptyl SR 
11.25mg £207.00 per vial. Decapeptyl 
SR 22.5mg £414.00 per vial. Marketing 
Authorisation Numbers: Decapeptyl SR 3mg: 
PL 34926/0002. Decapeptyl SR 11.25mg: 
PL 34926/0003. Decapeptyl SR 22.5mg 
PL34926/0013. Marketing Authorisation 
Holder: Ipsen Ltd., 190 Bath Road, Slough, 
Berkshire, SL1 3XE, UK. Tel: 01753 627777. 
Date of preparation of PI: July 2017. 
Ref:TRI-UK-002736. 

Prescribing Information: 

Adverse events should be reported. 
Reporting forms and information can be 
found at www.mhra.gov.uk/yellowcard
Adverse events should also be reported 

to the Ipsen Medical Information 
Department on 01753 627777 or  

medical.information.uk@ipsen.com

TRI-UK-003145.
Date of preparation: April 2018
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NEWS

The King's Fund has published 
Developing new models of care in 
the PACS vanguards—a new national 
approach to large-scale change?

A primary and acute care system, or 
PACS, is a model of care intended to 
bridge the divide between different 
sectors of the health service. 

The PACS model involves a single 
entity or group of providers taking 
responsibility for the delivery of a full 
range of primary, community, mental 
health, and hospital services for their 
local population.

This new model of care aims to 
improve co-ordination of services and 
provide more proactive support for 
the health needs of populations and 
individuals. 

In 2015, nine areas across England 
were selected to implement and 
test the PACS model. Receiving 
just over £100 million of national 
transformation funding, they also 
received expert support on:
• designing new care models
• evaluation and metrics
• integrated commissioning and 

provision
• governance, accountability, and 

provider regulation
• empowering patients and 

communities
• harnessing technologies
• workforce redesign
• local leadership and delivery
• communications and engagement.

The findings of the formal evaluation 
of the PACS vanguards are not yet 
available, but this report details a 
number of perspectives on how 
participants and observers felt the 
programme had progressed.

Broadly speaking, feedback was 
positive. Despite the pressures on 
the health and care system, it was 
possible to innovate and harness 

the enthusiasm of local leaders. The 
reduced focus on central control 
and the emphasis on reforming from 
within was reported as a positive step, 
as was the ability to connect with and 
learn from other vanguard sites.

Some difficulties were reported as 
part of being a vanguard; substantial 
data reporting to NHS England and 
the impetus to show progress against 
national metrics was seen to influence 
local conversations in ways that were 
not always helpful. This highlights 

a challenge for national providers 
in balancing their role as a catalyst 
for reform and as a performance 
manager.

Commenting on his perspective 
on the programme, Don Berwick 
(international visiting fellow at the 
King's Fund) said: '[The vanguard 
programme] was a far more 
sophisticated invitation for ambitious 
local systems to think boldly and to 
get the headroom to innovate and 
learn for the nation as a whole.

'The vanguard experiment has 
important lessons for any large-scale 
innovation investment, especially in 
health care.' 
bit.ly/2vxyPWy

Report on new models of care from pacs vanguards published

The reduced focus 
on central control 
and the emphasis 

on reforming 
from within was 

reported as a 
positive step

News in brief

On 5 May 2018, a 60-day public 
consultation launched by NHS 
England ended. The consultation was 
on recommendations for an algorithm 
to direct the use of disease-modifying 
drugs in the treatment of multiple 
sclerosis (MS).

Considerable variations in practice 
with respect to treatment of MS exist, 
and the algorithm is designed to 
provide a decision-making framework 
that will help reduce these excessive 
variations.

The algorithm covers various 
MS presentations and provides 
recommendations on:

 • first-line therapy

 • alternative first-line therapies due 
to intolerance

 • second-line therapy, for disease 
activity while on first-line therapy

 • rescue therapy, for continued 
inflammatory activity while on 
second-line therapy.

bit.ly/2HYzy5x

'The vanguard 
experiment has 

important lessons 
for any large-scale 

innovation 
investment, 

especially in health 
care'
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NICE produces its guidance using 
the quality-adjusted life year 
(QALY): a measure of the state 

of health of a person or group in which 
the benefits, in terms of length of 
life, are adjusted to reflect the quality 
of life. One QALY is equal to 1 year 
of life in perfect health.1 QALYs are 
calculated by estimating the years of 
life remaining for a patient following a 
particular treatment or intervention. 
For treatment with cancer drugs, 
the QALY is based on the outcome 
evidence derived from clinical trials 
where patients are closely monitored 
and supported to go through the 
whole treatment, which will deliver 
the optimum outcome. NICE assumes 
that all patients will go through as 
prescribed, that is, have the full number 
of cycles of the cancer drugs and, 
therefore, achieve the full benefit.

NICE now has a process whereby drugs 
approved through the Cancer Drugs 
Fund (CDF) can be monitored for up to 
2 years while more evidence is gathered 
on effectiveness.

However, clinical trial populations, 
on which NICE makes assessment, 
tend to be younger and to have fewer 
co-morbidities than real-life patients, 

About the author

Jacky Turner
Oncology Pharmacist. Jacky worked as the lead cancer pharmacist for Guy’s and 
St Thomas’ NHS Foundation Trust (2006–2015) and Cancer Commissioning 
Pharmacist for NHS England, London region from (2013–2015).
Jacky was a key member of the London Cancer New Drugs Group and worked with 
them to lead the implementation of the CDF in London. Jacky was the SE London 
representative for the Chemotherapy CRG and the National CDF panel.
* turnerjacky@aol.com

Jacky Turner reports on the implications of a study 
that found patients did not receive the same number of 
cancer treatment cycles as predicted in clinical trials

Uptake of cancer 
drugs falls short 
of clinical trial 
predictions

who are often older, can experience 
severe toxicities and, therefore, are 
more likely to require dose adjustment 
or even stop treatment prematurely. 
This situation reduces the efficacy 
of the drug and throws into question 

the evidence on which the drug was 
approved and funded in the first place.

The Systemic Anti-Cancer Therapy 
(SACT) database has been running 
since April 2012.2 It is the national 
mandatory collection of SACT activity 
from all NHS England chemotherapy 
providers,3 which includes 43 data fields 
across four key areas:
• patient and tumour characteristics
• trust and consultant details
• treatment characteristics including 

drug names and drug combinations 
(regimens)

• outcome fields.

The SACT database has been designed 
to:
• provide a clear picture of patterns 

of SACT being given across England, 
including chemotherapy

Clinical trial 
populations … 

tend to be younger 
and to have fewer 

co-morbidities 
than real-life 

patients
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• support patients and their clinical 
teams in choosing appropriate 
treatments and care

• understand patterns of service 
provision and support rational 
clinical decision-making to improve 
patient care.

The Cancer Drugs Fund

The 2010 white paper Equity and 
excellence: liberating the NHS 
introduced the concept of a CDF to 
help patients get access to the cancer 
drugs their doctors recommended.4 

The interim CDF was implemented in 
October 2010 and the CDF of £200 
million per year for 3 years was made 
available from April 2011. National 
guidance on the implementation of 
the CDF was issued in March 2011 and 
revised in April 2012.5,6 Each of the 
10 strategic health authorities in England 
was tasked with the implementation of 
this fund for their population.

Implementation of the CDF in 
London
In London, implementation of the 
CDF built on processes already in 
place for making recommendations 
to commissioners for new cancer 
medicines. The London CDF (LCDF) 
process introduced a LCDF list 
comprising drugs and indications that 
showed a minimum 2 months’ survival 
benefit over the previous existing 
standard of care expressed, for example, 
as overall survival or progression-free 
survival. The LCDF list was dynamic: it 
was maintained and supported by the 
London Cancer New Drugs Group as 
new drugs and indications were added 
at its bi-monthly meetings. Clinicians 
wanting to access the fund made 
individual applications on behalf of their 
patients, for drugs on the LCDF list, 
to the cancer network management 
teams in London. Applications were 
authorised, usually within 48 hours, 
and clinicians could then prescribe the 
medication for patients.

At the time of data collection for the 
study reported here, London comprised 
five cancer networks, including the 
South East London Cancer Network 
(SELCN), which served a population of 
1.52 million.

Aims

The aims of the study reported here 
were to identify:
• if all patients who had a successful 

application to the LCDF in SELCN 
started treatment

• how many cycles of treatment 
patients who accessed their 
medicines through the CDF actually 
received, compared with the number 
of cycles predicted in the clinical trial 
for the particular cancer drug and 
indication under study.

For each drug and indication on the 
LCDF list, the number of cycles of 
treatment each patient was likely to 
receive was estimated using the median 
number of cycles administered from 
the clinical trial that showed the clinical 
benefit for that drug and indication.7-27

Data collection
SELCN comprised four acute trusts—
Guy’s and St Thomas’ NHS Foundation 
Trust, Lewisham Healthcare NHS Trust, 

King’s College Hospital NHS Foundation 
Trust, and South London Healthcare 
NHS Trust—across three sites at Queen 
Elizabeth Hospital Woolwich, Queen 
Mary’s Hospital Sidcup, and Princess 
Royal University Hospital.

Consultants at each of these acute 
trusts had made applications to the 
LCDF since its inception as the interim 
CDF in October 2010. Patients were 
those registered with GPs from primary 
care trusts in SELCN who had been 
approved to receive treatment from the 
CDF to be administered at one of these 
acute trusts. Patients were identified 
from the monthly reports provided by 
the LCDF audit office.

Each lead cancer pharmacist at each of 
the acute trusts in SELCN completed 
a data collection form for each patient 
who had received an approval to start 
treatment for a drug/regimen on the 
LCDF list from 1 October 2010 to 
31 December 2011. The data were used 
to calculate the time taken from the 
date of approval for the application to 
the start of treatment. If patients did 
not start treatment within 12 weeks 
of the approved application, it was 
assumed they did not receive treatment.

For the patients who had completed 
treatment, the number of cycles 
actually received was recorded so 
that a comparison could be made 
with the median number of cycles 
in the clinical trial for that drug and 
indication. A range of data sources was 
used to record the number of cycles 
of treatment each patient actually 
received, including:
• pharmacy aseptic dispensing records 

for individual patients
• extracts from pharmacy stock 

information systems
• acute trust electronic patient 

records.

The data collection form recorded the:
• actual treatment start date
• number of cycles of treatment 

administered for each patient, for 
those who had completed treatment 
within the study timeframe.

the number of 
cycles actually 
received was 

recorded so that a 
comparison could 
be made with the 
median number 
of cycles in the 
clinical trial
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Results

Records were available for 229 patients: 
144 patients had completed treatment 
and 83 had treatment ongoing.

At 12 weeks after the date of approval, 
19 patients had not started treatment, 
this amounts to 8% of the 229 patients. 
Based on clinical trial data for the 
individual indications, the predicted 
total number of treatment cycles 
was 1543 for patients who completed 
treatment.

The results are shown in Table 1, 
which details the predicted outcome 
in clinical trials for each of the drugs 
and indications in this study, the actual 
number of cycles received by patients, 
and a comparison of the two expressed 
as a percentage.

In total, there was an actual uptake 
of 38% of the number of treatment 
cycles predicted. Many of the drug and 
indication lines consisted of a small 
number of patients, so data for the top 
five drugs and indications by number of 
patients were considered in more detail. 
For these top five drugs there were 422 
actual cycles administered compared 
with a predicted 1085 cycles, indicating 
39% actual uptake versus predicted 
uptake (Figure 1).

Discussion

Limitations
The number of patients for drugs and 
indications reviewed was small, so direct 
implications for each treatment line 
specified cannot be described. 

The data presented examined in detail 
those patients who had completed 
their treatment. It is possible that the 
83 patients for whom treatment was 
ongoing included those who received 
proportionally more cycles of treatment 
than those who had completed their 
treatment. Until all these patients had 
completed their treatment it is not 
possible to assess the impact of this. 
The patients who were still receiving 
treatment included many who had not 
yet reached the median number of 
cycles in the trial and this would have 
adversely skewed the data. Records 
were available for 73 patients for whom 
treatment was ongoing. Of these 
patients, 21 (29%) had received the 
number of cycles of treatment at or 
beyond that predicted in the clinical 
trial for that drug and indication, while 
52 (71%) had not yet met the predicted 
number of cycles of treatment. 

The data presented provide no 
information about the actual clinical 
benefit for the patients who had 

received treatment with drugs from 
the LCDF. However, if this work was 
routinely repeated by the SACT 
database, outcomes could be linked.

Why do patients not start 
treatment once CDF funding 
has been approved? 

This study has shown that around 8% 
of patients did not start treatment, 
assuming that if treatment had not 
started at 12 weeks after the application 
was approved, it was not given. Patient 
notes were not reviewed to identify 
why patients had not started treatment. 
Possible reasons for patients not 
starting treatment after approval for 
funding from the LCDF include:
• deterioration in the patient’s clinical 

condition
• patient choice
• individual clinicians may have made 

the application to the LCDF for an 
individual patient at a stage of the 
treatment pathway when there may 
have been more than one treatment 
option available, for example, 
recruitment to a clinical trial.

Anecdotally, it has been suggested that 
recruitment to some clinical trials has 
been difficult since the introduction of 
the CDF, because at the time of opening 
some trials, the only way the patient 
could access new medicines would 
have been by entering a trial. Many of 
these medicines have now been made 
available with funding through the CDF.

Why do patients receive 
fewer cycles of treatment 
than those in clinical 
trials?
Horizon scanning and assessment of 
actual uptake of new cancer medicines 
is not a precise science. Often little 
data are available to predict how many 
patients will be treated with a new 
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Table 1: Results detailing drugs and indications, their predicted number of cycles/doses per patient, actual number 
of cycles received, and comparison expressed as a percentage

Drug Indication

Clinical 
outcome 
specified in 
clinical trial

Predicted 
number 
of cycles/
doses per 
patient

Number of patients 
with treatment: Actual 

number 
of cycles 
received

Predicted 
number 
of cycles

Percentage 
actual 
cycles 
received 
compared 
with 
predicted

completed ongoing

Abiraterone Metastatic CRPC, post-
docetaxel

OS = 3.9 
months 8 cycles7 2 10 1 16 6%

Azacitidine Intermediate 2 and high-risk 
MDS

OS = 9.5 
months 9 cycles8 12 4 47 108 44%

Bevacizumab Second-line metastatic CRC OS = 2.2 
months 10 cycles9 22 9 89 220 40%

Bortezomib Second and subsequent 
relapse MM

OS = 5.2 
months 8 cycles10 8 3 32 64 49%

Cabazitaxel Metastatic HRPC previously 
treated with docetaxel

OS = 2.4 
months 6 cycles11 1 3 3 6 50%

Cetuximab First-line treatment of KRAS 
wild-type metastatic CRC

OS = 3.9 
months 18 cycles12 8 3 54 144 38%

Cetuximab
KRAS wild-type metastatic 
CRC, progressed after first-
line chemotherapy

OS = 3 to 4 
months 25 cycles13 23 8 173 575 30%

Cetuximab Metastatic and/or recurrent 
SCCHN

OS = 2.7 
months 18 cycles14 4 3 6 72 8%

Eribulin Metastatic breast cancer OS = 2.7 
months 5 cycles15 4 6 7 20 35% 

Everolimus Advanced and/or metastatic 
RCC

PFS = 3 
months 6–14 cycles16 6 2 10 37 27%

Fulvestrant
Third- or fourth-line locally 
advanced or metastatic 
breast cancer

OS = 2.3 
months 4 cycles17 23 17 78 92 85%

Ipilimumab Advanced (unresectable or 
metastatic) melanoma

OS = 3.6 
months 4 doses18 2 2 4 8 50%

Lapatinib Previously treated advanced 
or metastatic breast cancer 

PFS = 9.5 
weeks 9 cycles19 5 2 18 45 40%

Pemetrexed Second-line non-squamous 
NSCLC

Non-inferiority 
demonstrated 6 cycles20 1 0 3 6 50%

Pegylated 
doxorubicin

Second-line platinum 
sensitive ovarian cancer

PFS = 1.7 
months but 
non-inferiority 
demonstrated

6 cycles21 3 0 17 18 94%

Rituximab All indications on CDF Various 4 doses22–25 4 0 13 16 81%

Sorafenib First-line advanced HCC OS = 2.7 
months 6 cycles26 15 11 35 90 39%

Topotecan Recurrent carcinoma of the 
cervix

OS = 2.9 
months 6 cycles27 1 0 3 6 50%

TOTALS    144 83 593 1543 38%
CRPC=castration-resistant prostate cancer; OS=overall survival; MDS=myelodysplastic syndromes; CRC=colorectal cancer; MM=multiple myeloma; 
HRPC=hormone-refractory prostate cancer; SCCHN=squamous cell carcinoma of the head and neck; RCC=renal cell carcinoma; PFS=progression-free 
survival; NSCLC=non-small-cell lung cancer; CDF=Cancer Drugs Fund; HCC=hepatocellular carcinoma.
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cancer medicine or how many cycles 
of treatment each patient will actually 
receive. Traditionally, estimates of 
uptake are predicted using the data 
collected during the actual clinical 
trial, which show the clinical activity 
of the new medicine, often called the 
‘registration study’. This study has 
shown that the actual uptake of cancer 
drugs falls far short of that predicted, 
compared with the medians shown in 
clinical trials. This finding is supported 
by those of Stephens and Thomson.28

The patient population in the real-life 
setting differs from that in the trial 
setting. Evidence suggests that patients 
may do better in a clinical trial. Many 
factors are likely to influence this, 
including patient selection, the strict 
adherence to the trial protocol, and 
the support offered to patients by the 
health professional team involved in the 
clinical trial process.29 The medical care 
in clinical trials is often conducted in the 
better-resourced cancer centres, with 
dedicated staff to give extra support 
to patients. Therefore, it can often be 
perceived to be better than real life. 

However, work outside of the oncology 
setting challenges this position, stating 
that participation in randomised 
controlled trials (RCTs) is associated 
with similar outcomes to those receiving 
the same treatment outside RCTs.30

The inclusion and exclusion criteria 
of clinical trials often mean that the 
patient population in trials is generally 
younger and healthier than patients 
seen in routine clinical practice. One 
study reported that 59% of US cancer 
patients were older than 65 years and 
30% were older than 75. However, 
in clinical trials of cancer drugs from 
2007 to 2010, when the US Food and 
Drug Administration approved 24 new 
cancer drugs, 33% of participants were 
older than 65 and 10% were older than 
75 years.31

Stringent requirements, for example, 
for liver and kidney function, age, and 
performance status will often mean 
that patients in clinical trials also have 
better outcomes. These patients are 
also often better educated and better 
plugged into the healthcare system, so 
they are more likely to accept and take 
advantage of services their healthcare 
systems offer them. Those not entering 
clinical trials will often have increased 
co-morbid conditions, use multiple 
concomitant medications, and lack 
social/home support.32

Figure 1: Actual number of cycles received versus predicted number of cycles, for top 5 drugs

MDS=myelodysplastic syndromes; CRC=colorectal cancer; HCC=hepatocellular carcinoma 

The medical 
care in clinical 
trials is often 

conducted in the 
better-resourced 
cancer centres, 
with dedicated 

staff to give extra 
support to patients
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Many of the cancer drugs and 
indications in the LCDF list investigated 
here have been used in the metastatic 
setting, often beyond the first-line 
setting. Actual uptake may be less 
predictable than in the first-line setting, 
which may account in part for the 
findings. 

All these issues are likely to have 
influenced why patients may not have 
received the expected number of 
treatment cycles. 

Why is it important to 
monitor the uptake of the 
CDF?

The most important aspect of 
introducing a new funding system 
for any new medical intervention is 
certainty that the funding improves the 
clinical outcome for patients. The CDF 
process that ran from 2010 to 2016 has 
been criticised by media and clinicians 
alike,33 indicating that the medicines 
accessed by the fund during this time 
have been of minimal benefit.

If only 38% of the expected number of 
cycles of treatment is given to patients, 
it raises two questions:
• are they likely to attain the same 

clinical benefit as those in the clinical 
trials?

• will the introduction of a funding 
strategy like the CDF show the 
clinical outcome benefits expected?

A cancer drug with a marginal clinical 
benefit should not be transformed 
into an ineffective drug when used in 
real-life patients. Ongoing monitoring 
through the SACT database would 
record if this is happening.

This view was supported by Sanoff et 
al,34 who examined a cancer database 
run by the US National Institutes of 
Health to investigate the real-life 
experience of patients with liver cancer 
who were treated with sorafenib. In 
the clinical trial, patients on sorafenib 

lived a median of 10.7 months, while 
the comparator group (taking placebo) 
lived 7.9 months. In approximately 
400 patients, those who received 
sorafenib were more sick and 5 years 
older (70 versus 65) on average 
than those in the clinical trial. Their 
median survival was 3 months—well 
short of the 10.7 months in the trial. In 
comparable patients who received only 
supportive care, median survival was 
also 3 months.

In 2016, the national CDF process 
received a radical overhaul.35 Following 
the CDF reform, NICE now works 
in partnership with pharmaceutical 
companies to address uncertainty 
about the effectiveness of new cancer 
treatments.36 A managed access 
period was agreed, so that data on 
actual drug usage could be collated 
in real-life patients, before future 
recommendations for funding are 
made.

As the number of drugs and indications 
on the CDF increases, the number 
of patients gaining access to these 
treatments will increase. Therefore, 
actual uptake data should be recorded 
to add to the body of knowledge 
already known about the new medicine 
and compare it to published clinical 
studies.

Some clinical trials fail to incorporate 
patient-reported outcomes, which 
would enable NICE to gain a full 

understanding of the impact of cancer 
medicine on the patient’s quality of 
life. Patient-reported outcomes should 
always be measured in the clinical trial 
setting.

How can the SACT database 
be used to monitor uptake 
and outcomes?
The SACT database is an important 
and powerful resource, which has 
overcome early issues of accuracy 
and completeness and now records all 
chemotherapy delivered in England in 
the NHS. It should be able to replicate 
the work done in this study, on an 
ongoing basis, to provide real-life detail 
on the efficacy of drugs. This would 
then inform continued funding of drugs 
through the CDF and also the review 
of previously NICE-approved cancer 
medicines.

The small study presented here has 
indicated that patients do not receive 
the same number of cycles of treatment 
as would be expected in clinical trials. 
It should, therefore, be possible to 
confirm this for all approved cancer 
medicines using data collected in the 
SACT database.

Conclusion
Patients in this study received only 38% 
of the number of cycles that they were 
predicted to receive from clinical trials. 
Of patients with approved applications 
for funding from the LCDF list, 8% did 
not go on to receive treatment. This 
suggests that the median number of 
cycles of treatment reported in clinical 
trials does not represent an accurate 
indication of the number of cycles of 
treatment that patients will receive. 
Therefore, the clinical outcomes for 
real-life patients may not be as good as 
those predicted in clinical trials.

The data fields used in this study 
are routinely collected in the SACT 
database for all patients receiving 

Patients do not 
receive the same 
number of cycles 
of treatment as 

would be expected 
in clinical trials
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NICE-approved cancer drugs and those 
receiving drugs funded through the 
CDF. Therefore, it should be possible to 
determine if real-life outcomes match 
those in clinical trials and provide 
evidence of efficacy as part of the CDF 
or as part of subsequent review, to 
ensure that the NHS is getting value for 
money. 
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The specialised services 
commissioned by NHS England 
are grouped into six national 

programmes of care (NPoC):
• internal medicine
• cancer
• mental health
• trauma
• women and children
• blood and infection. 

Each NPoC has a board that 
coordinates and prioritises work across 
the services in that programme of 
care. The NPoC provides leadership 
and oversight of the development 
and delivery of a comprehensive 
work programme that achieves 
demonstrable improvements in the 
quality, equity, value, and outcomes of 
commissioned specialised services.

The cancer NPoC consists of a board 
and five clinical reference groups 
(CRGs), including the chemotherapy 
CRG, to provide clinical advice and 
leadership. These groups of clinicians, 
commissioners, public health experts, 
patients, and carers use their specific 
knowledge and expertise to advise 
NHS England on the best ways 
that specialised services should be 
provided.1

Clinical reference groups lead on the 
development of clinical commissioning 
policies, service specifications, and 
quality standards. They also provide 
advice on innovation, horizon scanning, 
service reviews, and guide work to 

reduce variation and deliver increased 
value. CRGs, through their patient and 
public voice members, also help ensure 
that any changes to the commissioning 
of specialised services involve patients 
and the public.1

CRGs are not decision-making 
bodies. They provide advice about a 
particular specialised service and make 
recommendations to the programme of 
care boards at NHS England. However, 
these groups have considerable 
influence on how specialised services 
are delivered in future. 

The chemotherapy CRG
The chemotherapy CRG covers 
chemotherapy services. Chemotherapy 
is defined as the use of certain drugs 
to treat patients with solid tumour 
cancers and haematological (blood) 
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cancers through the systemic delivery 
of agents that have anti-tumour 
effects. 

Chemotherapy may be given through a 
number of routes including intravenous 
(in a vein), subcutaneous (under the 
skin), intrathecal (around the spinal 
cord), oral (swallowed), and topical 
(applied directly to a body surface). 
Chemotherapy may be used in any type 
of cancer, often in combination with 
other treatments such as surgery or 
radiotherapy.2

Chemotherapy is the single biggest 
service area spend in NHS England 
specialised commissioning. In 2016–
2017 NHS England spent approximately 
£1.7 billion on chemotherapy, with drug 
costs being the largest proportion of 
this spend (80%). There is also a high 
rate of annual growth in these costs of 
approximately 8–10% per year.2

The key part of the CRG’s work is 
the delivery of the ‘products’ of 
commissioning: service specifications; 
policies and policy statements; 
and commissioning for quality and 
innovation (CQUIN) schemes. 

Service specifications
Service specifications are important in 
clearly defining the standards of care 
expected from organisations funded 
by NHS England to provide specialised 
care. The specifications are developed 
by the CRG to describe both core and 
developmental service standards. 

Core standards are those that all 
funded providers should be able to 
show, with developmental standards 
being those which may require further 
changes in practice over time to 
provide excellence in the field.2

The following service specifications fall 
within the scope of the chemotherapy 
CRG:
• cancer—chemotherapy (adult)3

• cancer—chemotherapy (children, 
teenagers, and young adults).4

Policies and policy 
statements
A commissioning policy defines access 
to a service for a particular group 
of patients. Any guidance by NICE 
on the same topic will replace, or be 
incorporated in, a commissioning 
policy as appropriate. These are 
important documents that are 
developed to ensure consistency in 
access to treatments for patients 
nationwide.

The following policies fall within the 
scope of the chemotherapy CRG:
• bortezomib for relapsed/refractory 

mantle cell lymphoma policy5

• glucarpidase for the urgent 
treatment of methotrexate-induced 
renal dysfunction.6

A number of other policies are in the 
NHS England clinical commissioning 
policy work programme.7 

Policy statements define the current 
commissioning position to support 
service contracting. They are 
interim documents for use while a 
full commissioning policy is being 
developed or until NICE guidance has 
been published.

The following policy statement has 
been published and falls within the 

scope of this CRG:
• docetaxel in combination with 

androgen deprivation therapy for 
the treatment of hormone-naïve 
metastatic prostate cancer.8

It is likely that these processes will 
mainly apply to off-label use of cancer 
drugs since, as part of the Cancer 
Drugs Fund (CDF) reforms of 2016 
all new cancer drugs, and significant 
new licensed indications for cancer 
drugs, are now referred to NICE for 
appraisal.9

Commissioning for quality 
and innovation 
Each provider has a single contract 
covering all the specialised services 
commissioned by NHS England. A 
specialised services CQUIN scheme 
forms part of this contract. CQUIN 
schemes apply to all commissioned 
providers, including NHS and 
independent sector providers that 
deliver specialised services. Each year 
a menu of CQUIN options addressing 
a range of specialised services is 
refreshed and commissioners choose 
from this menu when negotiating the 
annual contracts. CRGs are key to the 
CQUIN development process.

The chemotherapy CRG has been 

Key points

 • The chemotherapy CRG is active in developing the ‘products’ of commissioning, 
including:

 ɦ service specifications

 ɦ policies and policy statements

 ɦ CQUIN schemes.

 • In addition, the CRG has been involved in:

 ɦ development of national dose banding tables and standardised product 
specifications

 ɦ supporting the rapid uptake of cancer biosimilar medicines.

 • The chemotherapy CRG is no longer directly involved in CDF decision-making, 
however, a new CDF team in NHS England is working in partnership with NICE 
and other stakeholders to ensure the success of the CDF.
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involved in the development of the 
hospital pharmacy transformation and 
medicines optimisation CQUIN that 
aims to improve data quality associated 
with outcome databases and, 
specifically, the Systemic Anti-Cancer 
Therapy database.10

National dose banding 
tables and standardised 
product specifications

A chemotherapy dose standardisation 
initiative has been developed by 
the medicine optimisation and 
chemotherapy CRGs. Historically, 
when patients received chemotherapy 
intravenously their dose would be 
based on a combination of their 
height and weight, which meant that 
pharmacies would waste any medicine 
left over from vials containing fixed 
doses. Dose banding is where a range 
of doses is delivered to closely match 
a vial size. This means there is reduced 
waste and, as these doses tend to be 
ready-made, it also reduces the waiting 
time for patients in the chemotherapy 
unit. National dose banding tables have 
been developed to be used by hospital 
trust pharmacy teams to ensure a 
standard approach to dose banding 
of chemotherapy across all hospital 
trusts.2

In addition, NHS England has published 
the first set of product specifications to 

support the production and supply of 
ready-made chemotherapy medicines.11 
This supports the chemotherapy 
dose standardisation programme and 
the use of standard chemotherapy 
doses. The specifications will be used 
by procurement teams to ensure the 
NHS purchases standard, ready-made 
products across the NHS in England.

Biosimilar medicines uptake
A biosimilar medicine is a biological 
medicine that is similar to another 
already licensed for use. It is a medicine 
that has been shown to have no 
clinically meaningful differences from 
the originator biological medicine in 
terms of quality, safety, and efficacy. 
Biosimilar medicines are not considered 
generic equivalents to their originator 
biological medicine because the two 
products are not identical, although 
they are similar. However, they have 
met regulatory requirements in terms 
of comparative quality, safety, and 
efficacy and all biosimilar medicines 
introduced to the UK market are 
authorised by the European Medicines 
Agency.

Where NICE has already recommended 
the originator biological medicine, 
the same guidance will normally apply 
to a biosimilar of the originator. NHS 
England supports the appropriate use 
of biosimilars. These products drive 
greater competition to release cost 
efficiencies to support the treatment 

of an increasing number of patients 
and the uptake of new and innovative 
medicines.

The chemotherapy CRG has 
encouraged early uptake of biosimilar 
rituximab and, more recently, 
biosimilar trastuzumab through early 
communication of the NHS England 
commissioning positions to providers 
and regional teams and directing 
providers to resources to assist them. 
The Cancer Vanguard has developed 
a website (bit.ly/2oxRjkK) with a 
number of resources that are intended 
to improve healthcare professionals’ 
understanding of biosimilars and help 
them to better inform patients about 
their use.12 This website also has a 
number of resources that can assist 
providers in their implementation of 
biosimilars.

In addition, one of the hospital 
medicines optimisation CQUIN schemes 
priority areas for implementation is 
faster adoption of best-value medicines 
with a focus on the uptake of best-value 
generics, biologics, and Commercial 
Medicines Unit frameworks as they 
become available.10 

The Cancer Drugs Fund
The CDF is a source of funding for 
cancer drugs in England. In July 2016, 
a new approach to the appraisal and 
funding of cancer drugs in England 
began operating with NICE at the 
centre of decision-making on access 
to licensed cancer drugs (Box 1).9 
Before the reformed CDF process 
a subgroup of the chemotherapy 
CRG, with additional membership 
from the Association of the British 
Pharmaceutical Industry, was 
responsible for decision-making on 
which cancer drugs and indications 
would be funded from the CDF. The 
reforms included the formation of a 
team in NHS England to manage the 
CDF and the CRG is no longer directly 
involved. The chair of the CRG remains 
involved as the clinical lead in NHS 
England’s CDF team. 

Box 1: Reforms to the Cancer Drugs Fund from 20169

 • Earlier access for patients to the most promising new treatments

 • A new fast-track NICE process for companies to apply for appraisals

 • Clearer and faster decision-making about which cancer drugs are available

 • All new cancer drugs, and significant new licensed indications for cancer drugs, 
are referred to NICE for appraisal

 • Financial certainty with a fixed budget and a mechanism to control expenditure

 • Patient access, while uncertainty about a drug’s effectiveness can be assessed 
through data collection

 • Greater flexibility from NHS England in the deals agreed with the pharmaceutical 
industry to encourage the responsible pricing of cancer drugs.
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Through a partnership, NHS England 
works closely with NICE in its 
assessment of cancer drugs and, 
in particular, in understanding the 
consequences for treatment pathways 
and commissioning. NHS England also 
offers opportunities for engagement 
and dialogue about how cancer drugs 
are commissioned with companies. 
Where there is clinical uncertainty NHS 
England works with NICE and Public 
Health England to ensure the additional 
evidence required is defined, collected, 
and reported. In addition, NHS England 
manages the CDF list, provides updates 
to providers on changes to the list, and 
regular updates on CDF activity and 
spend.13,14

Since the new CDF began, 
approximately 19,700 patients have 
benefited from 58 drugs treating 97 
different cancer indications.13 Of these 
patients, just over 5900 have had 
earlier access to treatments as a result 
of interim funding arrangements. In 
addition, over 3700 patients have been 
able to access new treatments as a 
result of managed access agreements 
negotiated with companies at 
significantly discounted prices to the 
NHS, while further data are collected, 
which will inform a future NICE 
technology appraisal.13

Conclusion
The role of the chemotherapy CRG 
in decisions on access to new cancer 
drugs has been limited since July 2016 
as all new cancer drugs, and significant 
new licensed indications for cancer 
drugs, are now appraised by NICE.9 
However, as outlined in this article the 
CRG remains active in a number of 
other areas relating to chemotherapy 
services and the improving value 
agenda. The CDF team at NHS England 
and NICE works in partnership to make 
the CDF a success. The ever-increasing 
number of new cancer drugs being 
approved currently and on the horizon 
present a number of challenges that will 
need to be overcome. These challenges 
include: capacity for chemotherapy 

services to deliver them; capacity for 
NICE to appraise them in the relevant 
timescales; management of novel 
toxicities; changing funding routes, 
for example, CDF versus routine 
commissioning; and affordability. 
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Thanks to advances in diagnosis 
and treatment, survival rates 
for breast cancer in the UK have 

doubled in the last 40 years.1 But while 
the number of people surviving the 
disease has increased, too many—
around 11,500—are still dying each 
year.2–5 The number being diagnosed 
has also risen steadily and now stands 
at around 55,000 each year,2–5 with 
an estimated 700,000 living with and 
beyond breast cancer.6,7 

Breast Cancer Now is concerned that 
increasing incidence, combined with 
the unprecedented financial pressures 
on the health and social care system 
and the uncertainty created by Brexit, 
could have alarming implications for the 
outcomes and experience of those with, 
or at risk of, breast cancer. 

Stalled progress
Progress is already beginning to 
stall. The charity’s recent report 
Good enough? Breast cancer in the 
UK8 highlighted a number of these 
challenges. Obesity and alcohol 
consumption, which can increase 
breast cancer risk, are higher among 
middle-aged women. Access to drugs 

that can be used preventively, such 
as tamoxifen and bisphosphonates, is 
patchy. Breast screening has fallen to its 
lowest rate in a decade. Performance 
on waiting times has slipped gradually. 
Shortages in the breast cancer 
workforce—particularly in diagnostics 

and nursing—are reaching crisis point. 
The All-Party Parliamentary Group 
on Breast Cancer’s recent inquiry also 
uncovered widespread geographical 
inequalities in diagnosis, treatment, and 
care across England.9

As with many conditions, services for 
breast cancer are commissioned by 
several different parts of the NHS. 
Helping to prevent breast cancer where 
possible, and improving early diagnosis 
by raising awareness and through the 
breast screening programme, are the 
responsibility of Public Health England. 
Surgery and hormone therapy are the 
responsibility of CCGs. Chemotherapy, 
which includes biological and other 
high-cost drugs, and radiotherapy are 
the responsibility of NHS England.
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Ensuring that NHS patients have fair 
access to the best breast cancer drugs 
is one of Breast Cancer Now’s priorities. 
Many of the charity’s supporters report 
that the prospect of not being able to 
access the drugs they might need is 
their number one concern. And with 
good reason. For the best part of a 
decade, no new breast cancer drugs 
were approved by NICE, although 
some were made available through the 
Cancer Drugs Fund (CDF). Drugs have 
also been made available through other 
means: last year Breast Cancer Now 
and its supporters helped persuade the 
manufacturer to provide palbociclib to 
the NHS for free until a decision was 
made by NICE.10

Thankfully, things appear to be 
changing. Four drugs for incurable 
secondary or metastatic breast cancer 
that appeared to have little hope of 
getting through the NICE appraisal 
process a year ago have now been 
approved for routine use on the NHS in 
England. 

Patients with secondary breast cancer 
have an average life expectancy of just 
2–3 years. The drugs that have been 
approved can significantly increase the 
time before their condition progresses, 
or extend their lives, compared with the 
alternative treatment option. They also 
provide a good quality of life, which is 
hugely important to patients.

So what’s changed? Flexibility on the 
part of NICE, tough negotiation by 
NHS England, and the willingness 
of the pharmaceutical industry to 
compromise on price have all played 
a part. But unfortunately, flexibility, 
negotiation, and compromise often 
take time. This has led to long delays 
in decisions being made, with patients 
waiting anxiously to hear if they will be 
able to access a drug on the NHS that 
could extend the quality time they have 
to spend with their loved ones.

According to NICE, 60% of draft 
recommendations on drugs are 
negative, while 80% of final guidance is 
positive.11 NICE has now implemented 

measures to speed up the appraisal 
process, through earlier engagement 
with manufacturers, clinicians, and 
organisations representing patients, 
which it hopes will enable more final 
decisions to be reached at the first 
Committee meeting.

Challenges of combination 
treatments
The range of breast cancer research 
being undertaken suggests promising 
opportunities for patients in the 
future: precision medicine should 
increasingly enable drugs and other 
treatments to be tailored to the 
genes and characteristics of individual 
patients’ disease. Pembrolizumab, the 
first immunotherapy for breast cancer, 
is starting to make its way through 
the NICE process.12 Combination 
treatments—where new drugs 
are added to existing ones—are 
increasing the benefits of existing 
drugs. Combination treatments are a 
growing area in cancer therapy, with 
combinations of ever larger numbers of 
drugs being trialled. One phase 2 trial, 
for example, has tested the potential 
of combining four different drugs to 
shrink tumours for a particular type of 
primary breast cancer before surgery.13

But with these opportunities come 
challenges. While efforts to speed up 
the appraisal process are welcome, they 
will not address all of the obstacles that 
modern cancer drugs face in reaching 
the NHS patients who desperately need 
them. 

Combination treatments for breast 
cancer are perhaps the most immediate 
of these challenges. It can be incredibly 
difficult for them to be considered cost 
effective: while the benefits for patients 
increase, so do the costs, as patients 
will usually be treated with these drugs 
for longer. And the cost of all the drugs 
in the combination counts towards the 
£30,000 cost-effectiveness threshold 
per quality-adjusted life year (QALY), 
over which treatments are unlikely to 
be recommended by NICE for use on 
the NHS.14

This issue was highlighted in 
NICE’s appraisal for pertuzumab, 
which began in 2012. Pertuzumab 
is a biological therapy given in 
combination with trastuzumab (another 
biological therapy) and docetaxel (a 
chemotherapy drug) for patients with 
HER2-positive breast cancer. Roche, 
which manufactures pertuzumab, told 
NICE that the combination could not 
be considered cost effective even if 
pertuzumab was free. This led to NICE 
commissioning a report,15 but this was 
not considered to resolve the issue and 
pertuzumab went on the CDF. 

Fortunately for patients, several 
factors enabled pertuzumab to be 
approved for routine use on the NHS 
in England earlier this year as part of 
the reappraisal of drugs on the CDF. 
Mature and impressive overall survival 
data became available. NICE used its 
discretion in applying the ‘end of life’ 
criteria, enabling it to be considered 
against the higher cost-effectiveness 
threshold of £50,000 per QALY. And, 
of course, the deal struck between 
NHS England and Roche played a 
big part. But the underlying issue 
for combination treatments remains 
unresolved, and Breast Cancer Now 
is concerned that pertuzumab could, 
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therefore, prove to be the exception 
rather than the rule.

There is unlikely to be one solution 
to the conundrum of combination 
treatments and, more broadly, to 
ensuring that patients can quickly 
access the best new drugs at a price 
that is affordable to the NHS and 
taxpayer.

Access to innovative 
therapies
The Accelerated Access Review, 
which the government has agreed 
to implement, recommended that 
the methods, as well as the process, 
of appraisals be reviewed to ensure 
they are fit for emerging products.16 
This year’s renegotiation of the 
Pharmaceutical Price Regulation 
Scheme (PPRS), the voluntary 
agreement that controls the amount 
spent by the government on branded 
drugs,17 must have improved access for 
patients at its heart. To achieve this, 
the voices of patients’ groups must 
be heard throughout the process. 
Breast Cancer Now is particularly keen 
to see the PPRS enable more flexible 
approaches to pricing. All this is, of 
course, happening in the context of the 
Life Sciences Strategy and associated 
sector deal.18,19 Together these provide 

the perfect opportunity to help ensure 
that patients are able to access the 
innovations coming down the pipeline. 
This opportunity must be taken.

But there is a potential threat to this 
opportunity from a consultation by 
the Department of Health and Social 
Care (DHSC) that proposes reducing 
the cost-effectiveness threshold for 
vaccination programmes to £15,000 
per QALY. The consultation document 
suggests that this could also be 
considered for drugs appraised by 
NICE, to ensure consistency and 
improve allocation of resources across 
the health system.20 It is difficult 
to imagine many drugs—especially 
combination treatments—being able 
to meet a threshold that has effectively 
been halved.

Launch of trastuzumab 
biosimilars
This year will also see the launch of 
several biosimilars for trastuzumab in 
the UK market: the first for a breast 
cancer drug. Nearly £152 million was 
spent on trastuzumab in England in 
2016–201721 and biosimilars have the 
potential to save the NHS significant 
amounts of money. 

NHS England has, unsurprisingly, set 
ambitious targets for 90% of new 
patients to be given the best value 
biological medicine, which could be the 
original or a biosimilar, within 3 months 
of a biosimilar being launched, and 80% 
of existing patients within 12 months.22 

But this is not as straightforward as 
it may seem. Trastuzumab is given 
intravenously alongside pertuzumab 
and docetaxel both for women with 
incurable secondary breast cancer and 
women with primary breast cancer to 
shrink their tumour before surgery. It 
is given as a subcutaneous injection 
for women with primary breast cancer 
after surgery. However, the biosimilars 
are only available intravenously. 

For patients with primary breast cancer 
the injection is quick, convenient, and 
more comfortable than intravenous 
treatment. It also frees up time for 
hospital pharmacists and nurses who 
prepare and administer treatment. This 
is important given the pressures facing 
chemotherapy facilities.23

Patients with incurable secondary 
breast cancer who are currently stable 
on trastuzumab have told Breast Cancer 
Now that they would be extremely 
anxious and have serious reservations 
about any changes to their drug 
regimen without the opportunity for 
a full and honest discussion with their 
clinician.

NHS England must clearly communicate 
its approach about the introduction of 
trastuzumab biosimilars, particularly for 
existing patients. It is also crucial that 
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decisions about treatment are made 
collaboratively on the basis of clinical 
judgement and informed patient choice.

Radiotherapy
Radiotherapy is the other specialised 
service used by breast cancer patients 
and NHS England recently consulted 
on changes to the way it is provided. 
It proposed to group radiotherapy 
providers together in networks that 
align with the Cancer Alliances. It also 
proposed that radiotherapy should 
be given in centres where there are 
two clinical oncologists performing a 
certain number of cases each year for 
each type of cancer. This is likely to 
have more impact on patients with less 
common and rare cancers.24

However, even where radiotherapy 
is available in a larger number of 
centres, patients can still experience 
difficulties in access. In some cases, 
the long distances and amount of time 
taken to travel to centres can increase 
the fatigue patients experience as a 
result of their treatment and affect 
their responsibilities, such as caring 
for others. Some patients decide not 
to have radiotherapy because of these 
difficulties,25,26 which may affect their 
outcomes.

Conclusion
The weight of expectation in terms of 
delivering improved patient outcomes 
and experience falls on Cancer Alliances. 
Alliances are still relatively new, and 
show early promise. But they have a 
huge task ahead of them and must 
be properly supported, including 
through strong links to services that are 
commissioned by NHS England.

Leadership and action are needed to 
ensure that research breakthroughs 
reach the patients who will benefit from 
them. Breast Cancer Now is ready and 
willing to work with patients, healthcare 
professionals, governments, and NHS 
bodies across the UK to make the most 

of the opportunities ahead, and ensure 
that we continue to make progress in 
saving lives from breast cancer. 
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The Westminster Health Forum 
Keynote Seminar on Improving 
access to medicine: pricing, 

regulation and implementing the 
Life Sciences Industrial Strategy was 
held on 1 March 2018 at Glaziers Hall, 
9 Montague Close, London.

ACCELERATED ACCESS AND 
THE LIFE SCIENCES INDUSTRIAL 
STRATEGY

Dr Nicole Mather (Director, Life 
Sciences and Healthcare, Deloitte 
and former Director, Office for Life 
Sciences) gave a presentation entitled: 
‘Opportunities in the implementation 
of the Life Sciences Industrial Strategy 
and the Accelerated Access Review: 
research, investment and collaboration.’ 
She discussed the journey of the 
Accelerated Access Review (AAR)1 and 
the Life Sciences Industrial Strategy,2 
and the opportunities that both 
initiatives may offer. 

Accelerated access opportunities
Dr Mather outlined the key elements of 
the AAR:
• the AAR is intended to be patient-

centred—National Voices was a key 
part of patient engagement and 
continues to be involved 

• it is essentially about streamlining 
pathways to patients so that 
the NHS becomes a system that 
embraces innovation. There is 

an opportunity to streamline all 
pathways, not just those for a small 
number of products

• it will include improvements 
in commercial negotiation, 
enhancements to the digital systems 
underpinning evidence collection in 
the NHS, and local support for uptake 
such as strengthening the Academic 
Health Science Networks (AHSNs)

• none of this will happen unless 
there is clear support for the 
implementation, which also needs to 
be measured. 

Accelerated Access Review 
outcomes
Dr Mather said that although the AAR 
was a long time in the genesis, this gave 
many people the ability to contribute 
during development and many things 
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happened even before the response 
was published. For example, there will 
be a patient representative on the 
Accelerated Access Collaborative3 and 
there is money to fund digital products 
through the digital health catalyst. 
There is now good evidence of progress 
truly embedded into the system:
• in terms of streamlining pathways, 

the Department of Health (DH) has 
already taken some clear actions 
and NHS England has developed the 
Innovation and Technology Tariff 
to improve pathways for digital 
products4

• the first meeting of the Accelerated 
Access Collaborative has been held 
and processes are being developed. 
There is also some funding for 
evidence collection from small 
companies and medical technology 
companies 

• in terms of commercial negotiation, 
NHS England did three deals at the 
end of last year and the new Director 
of Innovation and Life Sciences will 
spearhead these activities

• digital evidence collection is 
important and although it is not yet 
clear exactly how industry will have 
the opportunity to get involved, 
there are signs of progress 

• substantial funding for the AHSNs 
was announced in order to bolster 
their role and help work locally to 
make a significant difference. 

 
A bright future for life sciences
Dr Mather then talked about the 
Life Sciences Industrial Strategy, 
which is based on work with experts 
from across the industry, including 
pharmaceutical companies, small 
and medium-sized enterprises 
(SMEs), digital organisations, medical 
technology organisations, the NHS, 
academia, and charities. The strategy 
covers:
• making the most of the UK’s 

outstanding science
• growing small companies
• leveraging the NHS and the 

opportunities to collect evidence
• the skills agenda and how important 

that will be particularly given the 
backdrop of Brexit

• the future of regulation
• supporting trade and investment.

There is also the opportunity to create 
a new organisation—similar to the 
Defense Advanced Research Projects 
Agency (DARPA) and to be called the 
Health Advanced Research Programme 
(HARP)2—that will drive forward 
research. 

The strategic vision includes ambitious 
metrics in terms of company growth 
and uptake of medicines, however these 
have not yet been tested or agreed. 
Overall, the strategy offers plenty of 
opportunity, but it is visionary and long 
term, and results are not expected 
immediately. 

There has been good progress in terms 
of substantial investments from some 
pharmaceutical companies, as well as 
Government announcements on the 
future of research and development 
funding. 

Overall, UK infrastructure in terms 
of the NHS, digital trials and the 
technology will be important, as will 
the skills agenda, and industry needs to 
talk with Government about the skills 
that are required and think creatively 
about this. The apprenticeship levy and 
other initiatives will help cement skills 
in clinical pharmacology, digital health, 
and medicines manufacturing, helping 
to anchor some of these opportunities 
in the UK in future. 

The launch of the digital innovation 
hubs was mentioned, but exactly how 
this will work and how industry can 
get involved isn’t yet clear. In terms of 
digital health and electronic patient 
records, the UK is also driving forward. 

Diagnostic imaging via artificial 
intelligence is another opportunity 
to develop world-leading diagnostic 
technology in the UK. Again, the way 
that programme will work is not yet 
clear, but NHS England is keen to 
support it. 

In terms of the growth of small 
companies, there is more and 
more capital coming in and skills 
follow the capital. There are many 
small companies in the UK that are 
world leaders in their areas and the 
opportunities are exciting. 

However, it is important to recognise 
the funding context, in that there 
may not be as much money to fund 
medicines as hoped and the potential 
impact of the Pharmaceutical Price 
Regulation Scheme (PPRS).

Overall, the UK is in a fantastic position, 
building on its academic excellence, 
policy leadership, and soft power. The 
leadership of NICE and the Medicines 
and Healthcare products Regulatory 
Agency (MHRA) and their influence 
around the world, has put the UK in a 
strong position. The UK’s biomedical 
and technical strengths are real assets 
as well as the artificial intelligence 
and digital capabilities. There are 
opportunities to develop real-world 
evidence in the NHS. There are strong 
signals from NHS England that it wants 
to collaborate to support research and 
the new director of life sciences will 
bolster its ability do that. Investment 
will be important and there are three 
key sources of investment, which will be 
from HARP, from high risk capital, and 
from big companies. 

Looking to the future, there are three 
themes of importance:
• genomics and biostatistics will 

completely reshape medicine. The 
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UK, with its asset in the 100,000 
genome project and computational 
biology capabilities, is well-placed to 
be a world leader 

• the digitisation of pharmaceutical 
and life sciences companies will 
transform their processes and 
reduce cost, for example, with digital 
trial platforms

• partnering and collaborating with 
the NHS in developing outcomes 
models will be important. There 
are some world-leading examples 
of this in the UK and the NHS is 
increasingly willing to consider 
different approaches, moving from 
selling pills to partnerships that 
deliver outcomes. The challenge is 
for industry to come forward with 
proposals to the NHS, because it 
has the capacity and the flexibility to 
think about different sorts of models 
while the NHS is constrained and 
has its head down doing the day job. 
The ability to do precision targeting 
and more focused productive 
development from industry should 
allow greater collaboration and more 
cost-effective delivery of services in 
future. 

HOW TO SPREAD INNOVATION IN 
THE NHS
Professor Mike Hannay (Managing 
Director, East Midlands Academic 
Health Science Network and Chair, 
AHSN Network) gave a presentation 
entitled: ‘Next steps for research and 
development: funding, translational 
medicine and clinical trials capacity. A 
strategic approach to the adoption and 
spread of innovation in the NHS.’ 

He talked about an approach to 
adoption and spread of innovation, 
starting with the AHSNs that were 
initiated after the Innovation Health 
and Wealth Report in 20115 and finally 
established in 2013. 

The challenges of spreading 
innovation
Most people are aware that it is hard 
to get innovations spread within any 

healthcare system and the NHS is a 
particularly challenging healthcare 
system when it comes to the adoption 
and spread of innovation. 

Professor Hannay recalled his days 
in research: ‘When I first started, I 
had the kind of naïve view that was 
reinforced by my supervisors, that the 
key thing to do was to make sure that 
you did the research, got your evidence 
published in a peer review journal, 
that journal, the Lancet or the BMJ or 
whichever one it was would land on 
the appropriate clinician or scientist’s 
desk on a Saturday morning, they would 
read it over their breakfast cereals, 
realise the error of the last 25 years of 
their clinical practice, and on Monday 
morning immediately change what they 
were doing. Sadly, and rather belatedly I 
found out that that’s not true.’

The 15 AHSNs spread across England,6 
each covering populations of around 
four to five million, are a vital part 
of the infrastructure. They were 
established to focus on the needs of 
the local systems and populations, and 
where great innovations are found, to 
transfer them nationally. 

In the first licence period (relicensing 
happens every 5 years) of the 15 AHSNs, 
over 200 innovations were introduced 
to over 11,000 health and social care 

settings, benefitting around six million 
patients. This also stimulated inward 
investment into the economy bringing 
in £330 million of investment and 
supporting the creation of more than 
500 jobs.7

Professor Hannay highlighted three 
areas of focus for his AHSN over the 
next 5 years:
• to improve patients’ lives by 

improving clinical outcomes 
and delivering a better patient 
experience, while driving down 
the cost of care. This can only be 
achieved through the introduction 
of innovation, because trying to 
become more efficient, while 
necessary, is not sufficient. We 
have to find innovative new ways of 
doing things in the NHS or we won’t 
survive for another 70 years

• to support SMEs quickly, with 
growing from what can be just an 
early idea all the way through to the 
market:

 – the NHS Innovation Accelerator 
(NIA) provides grants to 
innovative NIA fellows, either 
from within the NHS or external 
commercial organisations, to 
accelerate the uptake of high-
impact innovations8

 – the Small Business Research 
Initiative9 is supporting a number 
of interesting innovations from 
prosthetics to breath analysis for 
identifying disease

 – other useful initiatives are 
the Clinical Entrepreneur 
programme10 and an Innovation 
Technology Payment Scheme11 
that allows CCGs, GP practices, 
and trusts to access innovative 
technologies free of charge, paid 
for by NHS England  

• working with the Accelerated Access 
Review around innovation exchanges 
to capture needs and match them 
to innovations. These could come 
from industry, academia, or the third 
sector. The aim is to capture ideas, 
bring people together to look at the 
challenges and potential solutions, 
develop and adapt solutions that are 
going to work in those areas, and 
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demonstrate the economic value. 
We can then support wide-ranging 
adoption. 

In terms of timing, net savings need 
to be delivered within 12 months to 
2 years. With the financial pressures 
today, very quick returns are needed, so 
rapid innovations are needed to deliver 
savings. Clinical commissioning groups 
are often not interested in talking about 
an investment over 5 years.

Best practice examples at East Midlands 
Academic Health Science Network:
• a Unit-Dose Closed Loop Medicines 

Management System, generally 
called Optimed.12 This is a robotic, 
ward-based drug delivery system 
that avoids medicines wastage by 
cutting up blister-packs and  putting 
them into a tiny little pouch with 
a bar code. Through an electronic 
prescribing system, the patient-
needs are identified and the 
machine accurately dispenses into 
an individual patient’s wallet what 
they actually require. This goes out 
on the ward-round, and through 
barcodes, for the first time it can 
be seen when patients refuse their 
medication. Because individual doses 
are used for patients on each ward 
round, the waste within the system is 

significantly reduced 
• another area was in atrial fibrillation 

(AF), where the AHSN analysed 
which programmes worked best 
around the country, and selected 
a mobile ECG device that allowed 
them to detect and treat AF, thereby 
saving lives and producing quick 
savings for the NHS and much larger 
societal savings later on. 

Concluding his session, Professor 
Hannay said that: ‘If you look at any 
innovative organisation around the 
world, one of the defining things you 
see is that they all spend more money 
on adoption and spread than they do 
on research and development. The 
NHS, on the other hand, spends about 
25 times as much money on research as 
it does on adoption and spread.13 There 
is much to be learnt from commercial 
organisations.’

Note: This conference report is based 
on the Westminster Health Forum 
transcripts of proceedings. Despite best 
endeavours by Westminster Forum 
Projects and its suppliers to ensure 
accuracy, text based on transcription 
may contain errors which could alter 
the intended meaning of any portion 
of the reported content. Speakers have 
not had the opportunity to review their 
transcript. 
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As many as a third of the 
newest medicines are specialty 
medicines and by 2020 this 

is predicted to increase.1,2 This has 
enormous implications for NICE 
technology appraisal planning, the NICE 
commissioning support programme 
(CSP), and NHS England specialised 
commissioning.

It also presents members of the Ethical 
Medicines Industry Group (EMIG) with 
further challenges as they continue 
to provide me with examples of how 
‘promised’ specialised commissioning 
process timelines are taking longer and 
longer. I received this report from one 
member recently:

‘We have been informed that, 
although they were to complete 
within 26 weeks, it is now taking 
47 weeks to do their part of the 
process. This only takes us to the 
public consultation (1 month) 
and then there are the additional 
steps such as the Clinical Priorities 
Advisory Group (CPAG), Specialised 
Commissioning Oversight Group, 
Specialised Services Commissioning 
Committee, gateway, and 
publication. In addition, if you arrive 
in the November CPAG prioritisation 
we have been informed that funding 

is unlikely to be awarded until the 
following April, yet if the product is 
reviewed in the May prioritisation, 
funding can happen immediately.

‘The reason for the delay to the NICE 
CSP process (47 weeks), is the back 
and forth approach NICE has to face 
with NHS England in order to get 
things approved so they can move 
to the next step. If NHS England 
requires changes to any of the 
documents that NICE has drafted, 
NICE needs to make the required 
changes and have them approved 
at the next meeting before it can 
continue—it is overly bureaucratic 
and non-transparent. I cannot 
believe the NICE CSP has been 
protracted to such an extent.’

Across a range of different types of 
company, the current environment and, 
in particular, the working relationship 
between industry and NHS England is 
not healthy. 

Patients in the UK need access to 
innovative medicines and, for this to be 
realised, industry needs to better know 
where it stands.
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Plasma problems
EMIG has a number of plasma company 
members that rely on a scarce resource 
to manufacture vital products. The 
global scarcity of plasma means that 
manufacturers have to make tough 
choices about supply. Their ethics 
mean they are committed to supplying 
markets where demand exceeds 
supply, but they are also faced with 
global decision makers who remind 
them they can command higher prices 
elsewhere. When the reimbursement 
system in the UK adds to this pressure 
by becoming much more complex than 
other markets, supplying the UK market 
becomes more of a dilemma.

Encouraging Investment
Then we have the Life Sciences 
Industrial Strategy,3 which encourages 
the pharmaceutical and biotechnology 
industry to invest in high-cost 
clinical trials in the UK.3 The current 
commercial set-up for reimbursement 
acts as a deterrent: one example is 
where securing an individual funding 
request for a patient who took part in a 
clinical trial is challenging once the trial 
has completed. 

The NHS England CSP supported 
by NICE goes some way to enabling 
medicines that are not considered for 
a NICE health technology appraisal to 
get funding. However, there is a lack 
of clarity when the product is handed 
to the Programme of Care Board 

ahead of the prioritisation decision. 
When it comes to commercial offers 
to enable market access for medicines 
in Commercial Medicines Unit tenders 
or patient access schemes, it is unclear 
how such a deal may be struck.

While it is yet unknown what any new 
commercial framework will look like, 
NHS England must show willingness 
to listen to, and share its thoughts 
with, industry. This should not be the 
traditional fait accompli where industry 
is merely informed after a framework 
has been designed.

We are on the threshold of a new 
Pharmaceutical Price Regulation 
Scheme (PPRS) from 2019 and EMIG 
has been lobbying for a ‘new medicines 
fund’, underwritten by industry rebates. 
By the end of the current PPRS, it is 
estimated that industry will have paid 
around £3 billion in rebates over the 
5-year period.4 EMIG is proposing that 

such a fund would pay for, among other 
things, medicines approved by NICE 
and those supported by a specialised 
commissioning policy. If such a fund 
could become a reality in a matter of 
months, perhaps NHS England should 
take a slightly longer-term view before 
introducing further financially driven 
structures. 
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PATIENT ACCESS

patient access schemes

New and updated TAs (from February 2018–April 2018) and associated patient access schemes

TA Ref Treatment Indication PAS Type Updated

TA464 Bisphosphonates (generic) Osteoporosis None February 2018
TA505 Ixazomib (Ninlaro) 

with lenalidomide and 
dexamethasone

Relapsed or refractory multiple myeloma CAA February 2018

TA504 Pirfenidone (Esbriet) Moderate idiopathic pulmonary fibrosis Simple discount February 2018
TA160 Raloxifene (Evista) Primary prevention of osteoporotic fragility fractures 

in postmenopausal women
None February 2018

TA161 Raloxifene (Evista) and 
teriparatide (Forsteo)

Secondary prevention of osteoporotic fragility 
fractures in postmenopausal women

None February 2018

TA507 Sofosbuvir–velpatasvir–
voxilaprevir (Vosevi)

Chronic hepatitis C Price agreed 
with CMU

February 2018

TA508 Autologous chondrocyte 
implantation using 
chondrosphere (Spherox)

Symptomatic articular cartilage defects of the knee None March 2018

TA511 Brodalumab (Kyntheum) Moderate to severe plaque psoriasis Simple discount March 2018
TA516 Cabozantinib (Cometriq) Medullary thyroid cancer Simple discount March 2018
TA510 Daratumumab (Darzalex) Relapsed and refractory multiple myeloma CAA March 2018
TA513 Obinutuzumab (Gazyvaro) Untreated advanced follicular lymphoma Simple discount March 2018
TA509 Pertuzumab (Perjeta) with 

trastuzumab and docetaxel
HER2-positive breast cancer CAA March 2018

TA512 Tivozanib (Fotivda) Advanced renal cell carcinoma Simple discount March 2018
TA517 Avelumab (Bavencio) Metastatic Merkel cell carcinoma CAA April 2018
TA518 Tocilizumab (RoActemra) Giant cell arteritis Simple discount April 2018
TA519 Pembrolizumab (Keytruda) Locally advanced or metastatic urothelial carcinoma 

after platinum-containing chemotherapy
CAA April 2018

TA=technology appraisal; PAS=patient access scheme; CAA=commercial access agreement; CMU=Commercial Medicines Unit

Patient access schemes (PAS) are innovative pricing agreements, proposed by pharmaceutical companies, designed to improve cost 
effectiveness and facilitate patient access to specific drugs or other technologies. The table below shows treatments recommended 
by NICE through NICE technology appraisals, published or updated within the last 3 months, alongside their approved PAS and 
other commercial arrangements, for use in the NHS.
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EVENTS

Events 
Upcoming Specialised Commissioning events 

Children and young people’s mental 
health: providing effective support

Open Forum Events
Venue: The Royal National Hotel, London
bit.ly/2nLo3od

Innovation in healthcare: creating a 
health service fit for the future
Open Forum Events
Venue: The Bridgewater Hall, Manchester
bit.ly/2qW5Ere

NHS Providers annual conference 
and exhibition 2018
Eventsforce
Venue: Manchester Central, Windmill 
Street, Manchester M2 3GX
bit.ly/2Jm3yrC

Health+Care

Venue: ExCeL London
www.healthpluscare.co.uk

NICE 2018: improving health, 
improving lives

Eventsforce
Venue: 303 Deansgate, Manchester 
M3 4LQ
www.niceconference.org.uk

UK Health Show (including 
Commissioning in Healthcare)

Venue: ExCeL London
ukhealthshow.com

The King’s Fund integrated care 
summit 2018
The King’s Fund
Venue: The King’s Fund, London 
W1G 0AN
bit.ly/2FfjZTW

Next steps for improving cancer 
care in England
Westminster Health Forum
Venue: Central London
bit.ly/2JwxkKS

Next steps for medical technologies, 
devices and diagnostics: access, 
regulation and funding
Westminster Health Forum
Venue: Central London
bit.ly/2JrhtN5

The future of health commissioning in 
England

Westminster Health Forum
Venue: The Caledonian Club, 9 Halkin Street, 
London SW1X 7DR
bit.ly/2nEgnVw
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SIMILAR WHERE 
IT MATTERS

Prescribing information
Herzuma®▼ (trastuzumab) 150mg powder for concentrate for solution for infusion Prescribing Information United Kingdom 

Please read the Summary of Product Characteristics 
(SPC) before prescribing.

Presentation Type I glass vials, with � uroTec-coated butyl 
rubber stopper. Each vial contains 150mg of trastuzumab.

Indications Adult patients: HER2 positive metastatic breast 
cancer (MBC): (i) as monotherapy following at least 2 prior 
chemotherapy regimens, including an anthracycline and a taxane, 
unless unsuitable. Hormone receptor positive patients must have 
failed hormonal therapy, unless unsuitable. (ii) in combination with 
paclitaxel for patients who have not received chemotherapy and 
anthracyclines are not suitable. (iii) in combination with docetaxel for 
patients who have not received chemotherapy. (iv) in combination 
with an aromatase inhibitor for the treatment of postmenopausal 
patients with hormone-receptor positive MBC, not previously 
treated with trastuzumab. HER2 positive early breast cancer (EBC): (i) 
following surgery, chemotherapy (neo/adjuvant) and radiotherapy (if 
applicable). (ii) following adjuvant chemotherapy with doxorubicin 
and cyclophosphamide, in combination with paclitaxel or docetaxel. 
(iii) in combination with adjuvant chemotherapy of docetaxel and 
carboplatin. (iv) for locally advanced (including in� ammatory) 
disease or tumours > 2cm in diameter, in combination with 
neoadjuvant chemotherapy followed by adjuvant Herzuma. HER2 
positive metastatic gastric cancer (MGC): in combination with 
capecitabine or 5-� uorouracil and cisplatin for patients who have 
not received prior anti-cancer treatment. Dosage and 
administration HER2 testing is mandatory prior to Herzuma. 
Check vial labels to ensure trastuzumab not trastuzumab emtansine 
is prepared. Only physicians experienced with cytotoxic 
chemotherapy should initiate treatment with Herzuma. Dose (MBC): 
(i) loading dose 8mg/kg body weight; subsequent doses 6mg/kg 
repeated at 3-weekly intervals; alternatively (ii) loading dose 4mg/kg 
body weight; subsequent doses 2mg/kg weekly. Dose (EBC): (i) 
loading dose 8mg/kg body weight; subsequent doses 6mg/kg 
repeated at 3-weekly intervals; alternatively (ii) loading dose 4mg/kg 
body weight; subsequent doses 2mg/kg weekly concomitantly with 
paclitaxel following chemotherapy with doxorubicin and 
cyclophosphamide. Dose (MGC): loading dose 8mg/kg body weight; 
subsequent doses 6mg/kg body weight repeated at 3-weekly 
intervals. Patients with EBC should be treated for 1 year or until 
disease recurrence. In MBC and MGC, administer until disease 

progression. Initial loading dose should be administered as a 
90-minute IV infusion; if well tolerated, subsequent doses can be 
administered as a 30-minute IV infusion. Do not administer as an IV 
push or bolus. Observe for infusion-related symptoms for at least 6 
hours following start of � rst infusion and for 2 hours for subsequent 
infusions. Interruption of infusion may help control infusion-related 
symptoms; consider resuming when symptoms abate. Resuscitation 
equipment must be available. Contraindications Hypersensitivity 
to trastuzumab, murine proteins or any of the excipients; severe 
dyspnoea at rest due to complications of advanced malignancy or 
requiring supplementary oxygen therapy. Precautions and 
warnings To improve the traceability of medicinal products, the 
tradename and batch number of the administered product should be 
clearly recorded in the patient � le. Cardiac dysfunction: Increased 
risk of congestive heart failure (CHF) or asymptomatic cardiac 
dysfunction observed in patients receiving monotherapy or in 
combination with paclitaxel or docetaxel, particularly following 
anthracycline-containing chemotherapy. May be moderate to 
severe, has been fatal. Caution in patients with increased cardiac 
risk e.g. symptomatic CHF, history of hypertension or coronary 
artery disease and in EBC or in those with an LVEF of <55%. Avoid 
concomitant use of anthracyclines in adjuvant and metastatic 
settings, only use neoadjuvantly in chemotherapy-naïve EBC 
patients and only with low-dose anthracycline regimens. There is 
limited experience of neoadjuvant use, with concurrent 
anthracyclines in patients >65 years. Avoid anthracycline-based 
therapy for up to 7 months after stopping trastuzumab. Monitor 
cardiac function at baseline every 3 months during treatment and 
every 6 months, up to 24 months, following discontinuation. Further 
monitoring recommended if anthracyclines are used; yearly up to 5 
years from last administration, or longer if a continuous decrease of 
LVEF is observed. Consider discontinuing treatment in patients with 
asymptomatic LVEF decreases, symptomatic CHF or patients who 
develop clinically signi� cantly heart failure unless bene� ts outweigh 
risks. Most who developed CHF in clinical trials improved with 
appropriate treatment and continued trastuzumab therapy without 
additional clinical cardiac events. Not recommended in EBC patients 
with history of myocardial infarction, angina pectoris requiring 
medical treatment, CHF (NHYA Class II-IV), LVEF < 55%, other 
cardiomyopathy, cardiac arrhythmia requiring medical treatment, 
clinically signi� cant cardiac valvular disease, poorly controlled 
hypertension and hemodynamic effective pericardial effusion. 

Infusion related reactions (IRRs): Serious IRRs reported, pre-
medication may reduce the risk. Should IRR occur, discontinue or 
slow the rate of infusion and monitor patient until resolution of all 
symptoms. Majority of patients experienced resolution and 
subsequently received further infusions. Serious IRRs have been 
successfully treated with oxygen, beta-agonists and corticosteroids. 
Fatal outcomes are rare and have occurred within hours and up to 
one week following infusion. Pulmonary events: Severe pulmonary 
events reported, occasionally fatal. May occur as part of IRR or with 
delayed onset. Risk factors include prior or concomitant therapy with 
other anti-neoplastic therapies such as taxanes, gemcitabine, 
vinorelbine and radiation therapy. Patients experiencing dyspnoea at 
rest may be at increased risk of a fatal IRR and/or pulmonary events 
and should not be treated with Herzuma. Caution should be 
exercised for pneumonitis, especially with concomitant taxanes. 
Interactions No formal medicinal product interaction studies have 
been performed. Clinically signi� cant interactions between 
Herzuma and the concomitant medicinal products used in clinical 
trials have not been observed. Fertility, pregnancy and lactation 
Women of childbearing potential should be advised to use effective 
contraception during treatment with Herzuma and for 7 months 
after last dose. Herzuma should not be administered during 
pregnancy unless potential bene� t outweighs risk. Oligohydramnios 
reported in post-marketing, some associated with fatal pulmonary 
hypoplasia of the foetus. Women should not breast-feed during 
Herzuma therapy and for 7 months after last dose. Close 
monitoring of pregnant women receiving Herzuma or within 7 
months following the last dose of Herzuma is recommended. Side 
effects Very common ( ≥1/10) and common ( ≥1/100 to <1/10): 
infection, nasopharyngitis, neutropenic sepsis, cystitis, herpes 
zoster, in� uenza, sinusitis, skin infection, rhinitis, upper respiratory 
tract infection, urinary tract infection, erysipelas, cellulitis, 
pharyngitis, febrile neutropenia, anaemia, neutropenia, leukopenia, 
thrombocytopenia, hypersensitivity, weight loss, anorexia, 
insomnia, anxiety, depression, thinking abnormal, tremor, dizziness, 
headache, paraesthesia, dysguesia, peripheral neuropathy, 
hypertonia, somnolence, ataxia, conjunctivitis, lacrimation 
increased, dry eye, blood pressure decreased, blood pressure 
increased, heart beat irregular, palpitation, cardiac � utter, ejection 
fraction decreased, cardiac failure (congestive), supraventricular 
tachyarrhythmia, cardiomyopathy, hot � ush, hypotension, 
vasodilation, wheezing, dyspnoea, cough, epistaxis, rhinorrhoea, 

pneumonia, asthma, lung disorder, pleural effusion, diarrhoea, 
vomiting, nausea, lip swelling, abdominal pain, dyspepsia, 
constipation, stomatitis, pancreatitis, haemorrhoids, dry mouth, 
hepatocellular injury, hepatitis, liver tenderness, erythema, rash, 
swelling face, alopecia, nail disorder, palmar-plantar 
erythrodysaesthesia syndrome, acne, dry skin, ecchymosis, 
hyperhidrosis, maculopapular rash, pruritus, onychoclasis, 
dermatitis, arthralgia, muscle tightness, myalgia, arthritis, back 
pain, bone pain, muscle spasms, neck pain, pain in extremity, renal 
disorder, breast in� ammation, asthenia, chest pain, chills, fatigue, 
in� uenza-like symptoms, infusion related reaction, pain, pyrexia, 
mucosal in� ammation, peripheral oedema, malaise, oedema, 
contusion. Uncommon (<1/100) but potentially serious or fatal: 
sepsis, malignant neoplasm progression, neoplasm progression, 
anaphylactic reaction, anaphylactic shock, paresis, brain oedema, 
papilloedema, retinal haemorrhage, deafness, pericardial effusion, 
cardiogenic shock, pericarditis, bradycardia, pneumonitis, 
pulmonary � brosis, respiratory distress, respiratory failure, acute 
pulmonary oedema, acute respiratory distress syndrome, 
bronchospasm, hypoxia, oxygen saturation decreased, laryngeal 
oedema, orthopnoea, pulmonary oedema, interstitial lung disease, 
hepatic failure, urticaria, angioedema, glomerulonephritis 
membranous, glomerulonephropathy, renal failure, oligohydramnios, 
renal hypoplasia, pulmonary hypoplasia. Please refer to the SPC for 
further information and a full list of side effects. Legal category 
POM. Presentation and basic NHS costs 1 vial of 150mg: 
£366.66. Marketing authorisation number  EU/1/17/1257/001 
Marketing authorisation holder Celltrion Healthcare Hungary 
Kft 1062 Budapest. Vácí út 1-3. 4. WestEnd Of� ce Building B 
torony. Hungary. For medical information enquiries, please contact 
medicalinformationuk@napp.co.uk. ® HERZUMA is a registered 
trade mark of Celltrion, Inc. and is used under licence © 2018 
Napp Pharmaceuticals Limited

Adverse events should be reported. 
Reporting forms and information can be 
found at www.mhra.gov.uk/yellowcard. 

Adverse events should also be reported to 
NappxPharmaceuticals Limited on 01223 424444.

PI Code UK/HER-18003
Date of preparation February 2018

Brought to you by Napp, your experienced 
partner in biosimilar medicines
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SWITCH YOUR TRASTUZUMAB BRAND TO HERZUMA AND DISCOVER 
THE BENEFITS FOR YOUR TRUST

Herzuma®  is 
trastuzumab
with proven similarity to reference i.v. trastuzumab in 
terms of clinical effi cacy, safety and immunogenicity.1,2
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