
1

Bridging 
The Gap
Turning innovation  
into patient care



2  

Introduction “I am delighted to have been asked by AbbVie to contribute to this 
work on improvements to the access to medicines landscape, 
including chairing a roundtable with representatives from 
healthcare regulators, a range of patient organisations and other 
experts to discuss this issue in more detail.

In terms of the Bridging the Gap research itself, I was surprised 
to see England behind other countries in terms of how quickly 
medicines are approved. I know that NICE and the NHS set 
a high bar in terms of conducting a thorough review process 
before medicines are approved, and this is crucial, but we should 
also always aim to make decisions as quickly as possible so 
that patients can get their life-changing medicines. Our system 
needs to be adaptable to ensure we can bridge this gap. It is 
encouraging to see NICE and the NHS are already making 
progress to improve processes. 

It is so important for the pharmaceutical sector to work in a 
collaborative way on the issue of access in order to achieve real 
change, given industry, government, charities and the NHS and 
NICE all want the best for patients’ health and wellbeing. It is 
always encouraging to see different groups work together, and I 
welcome AbbVie’s approach in doing so on access to medicines. 

This research is an excellent catalyst for tackling delays in access 
to medicines. I welcome the recommendations made in this 
report and am excited on how we take this forward.”

Chris Green MP  
Member of Parliament for Bolton North West 
Chair, Medical Research APPG

Vice-Chair, Life Sciences APPG

Officer, Health APPG

Job Code: UK-ABBV-190237 Date of Preparation: December 2019
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Summary and  
Recommendations
Bridging the Gap is a new research report with policy recommendations, funded by AbbVie and 
developed following a series of meetings with a range of policy and patient group experts. It 
looks at how to overcome delays in the access to medicines process that can prevent patients 
getting access to the most innovative new drugs. Based on stakeholder discussions and the 
findings of the Bridging the Gap research, AbbVie has developed the following recommendations 
to improve the patient access programme:

Real-world data
A wider variety of real-world data should be collected about the effectiveness of medicines, from large 
scale “big data” to smaller data sets for rarer conditions. This information should be used in the HTA and 
reimbursement process – where appropriate, supporting a “managed access” system as already seen in 
the Cancer Drugs Fund1.

Early engagement
Life science companies should commit to engaging with NICE and NHS England about potential access 
challenges as far in advance as possible, in particular working with NICE’s Office for Market Access. 

Effective resourcing
Sufficient resources should be dedicated to delivering changes to the access to medicines process,  
in order to avoid the burden of data collection being placed onto already-overworked clinicians.  
Industry should be willing to share expertise, staff and other resources where possible.

Differential Pricing By Disease
Differential pricing by disease approaches, including multi-indication pricing and outcomes-based pricing, 
should be more widely adopted by NHS England and the National Institute for Health and Care Excellence 
(NICE). By multi-indication pricing, we mean setting different prices for each condition a treatment is 
approved for, given the value of the medicine is likely to differ across different users.

Accountability
Ministers with responsibility for life sciences should continue to drive forward the debate on access reform 
and engage with patients and other stakeholders on developments in access policy. In order to measure 
progress, the Office for Life Sciences should publish clear metrics to measure the success of reforms to the 
access to medicines environment, as well as publishing data on the number of patients benefitting from the 
Early Access to Medicines Scheme.

Rare diseases need flexibility 
Medicines for smaller patient populations must not be forgotten. NICE should be increasingly flexible when 
judging cost effectiveness of medicines for rare diseases, and consider adopting a pathway similar to that of 
the Scottish Medicines Consortium (SMC) for ultra-orphan conditions2.
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In discussions following the development of the 
Bridging the Gap research, some clear policy 
recommendations have emerged that could help to 
overcome challenges with the access environment. 
These recommendations were developed by AbbVie 
based on expert insights, including from policy 
makers and patient groups, and fall into a number of 
clear categories – from data optimisation to deliver 
the best value for the NHS, to introducing increasing 
flexibility into how NICE, NHS England, and the 
manufacturers of new medicines work together.

Developing these 
recommendations
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Research

Medical regulators around the world, including 
the European Medicines Agency (EMA) and the 
Medicines and Healthcare products Regulatory 
Agency (MHRA), are introducing new, fast-track 
routes to licensing for innovative “breakthrough” 
drugs for diseases with high unmet need. But 
there are concerns that patient access to these 
breakthrough medicines is, in fact, being delayed 
by processes which are unable to easily assess 
them. These drugs are innovative but can often be 
associated with greater than average uncertainty 
around clinical trial data. This can be due to many 
reasons, including the drug being targeted at a 
small patient population leading to clinical trials 
having smaller sample sizes. This challenge 
is only likely to increase over time as scientific 
understanding allows for more targeted therapies. 

The Bridging the Gap research was designed 
to test this hypothesis and to identify whether 
such a gap exists in England. It identified a “test 
group” of medicines that had been expedited or 
accelerated via a specific regulatory route either 
by the Food and Drug Administration (FDA) and 
the EMA between 2012 and 2018. It measured the 
time from that drug being licensed to receiving a 
decision about its use from a national HTA body 
(the “time to outcome”). 

These drugs were compared to a “control” group 
of other medicines launched in the same period, 
which had been submitted for assessment that 
did not go through the access routes mentioned 
above.

The delay is greater for the innovative medicines that should be 
on fast-track access pathways. In England, NICE took 31 days 
longer to reach a decision for the test group than for the control 
group. In Scotland, decisions about these innovative medicines 
took 22 fewer days. 

While NICE may take longer to make decisions on average than 
other countries, around 80% of all medicines assessed by NICE 
over the research period were eventually approved for use.  
This is higher than other comparable countries, for example  
in Scotland.

There can still be restrictions in patient access. Around half of 
all decisions taken by NICE can be classified as “positive, with 
restrictions” – meaning that a drug is made available to only 
certain groups of patients within its licensed indication. Across 
comparable European countries, only a third of decisions are 
“positive with restrictions”. This means NICE is more likely to 
make drugs available with restrictions on use than other  
comparable countries.

NICE, England’s HTA body, takes significantly longer to make 
decisions about new drugs than other comparable European 
countries. Other European countries also have different 
appraisal and reimbursement systems to NICE, which have 
advantages and disadvantages that can change the length  
of time required to reach an outcome. NICE took an average of 
around 100 days longer to make a decision for control group 
medicines than Scotland,  more than 60 days longer than Italy, 
almost 150 days longer than France, and more than 150 days 
longer than in Germany.

NICE is seen as a world leader amongst HTA bodies, and the fact 
that it makes so many positive decisions is encouraging. The rigor 
that NICE applies to its work in England is very important and 
needs to be maintained. The challenge is now to ensure that the 
whole system, from industry to the NHS, is working as effectively as 
possible, so that decisions can be made faster.

For patients at the end of life, or with chronic and progressive 
diseases, delays can have a significant impact on their chances of 
slowing deterioration or improving their condition. It is important 
that the HTA process does not unnecessarily delay patient access 
to medicines – particularly for the most innovative drugs that are 
meant to be fast-tracked into NHS use. 

The research found that:
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Background on test group  
regulatory designations

Our research has included drugs that have received FDA Accelerated Approval, and those that have  
gained EMA exceptional approval and EMA conditional approval. The EMA exceptional and conditional 
approval drugs are mutually exclusive, with the latter focused on rare/orphan disease products with  
clinical uncertainty. 

The products that have gained FDA Accelerated Approval have previously received “fast-track” or 
“breakthrough” designation, meaning they are not assessed more quickly by the FDA, but are assessed at  
an earlier stage during their clinical development. It is theoretically possible for EMA exceptional approval  
to overlap with FDA accelerated approval – but this was not found within our cohort as the comparison  
graph shows.

We have also included graphs indicating the breakdown of HTA submissions by primary indication, noting 
the differences between indication between the control and test groups.
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Breakdown of average time to 
outcome (TTO) for test vs control
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Control ꟷ Those drugs not in the test group  
and approved in the same timeframe
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Map of average time to outcome  
(TTO) for test control

Test ꟷ Drugs that gain regulatory approval based on 
surrogate endpoints, Phase II clinical trial data, and/or 
single arm clinical studies and a regulatory designation: FDA 
accelerated, EMA conditional, EMA exceptional
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Difference in days (test vs. control) Positive

AEMPS / AQuAS - Spanish Agency for Medicines and Healthcare Products / Agency for Health Quality and 
Assessment of Catalonia (Spain) – Sample size 28 Control, 19 Test

CRUF/AIFA – Centro Regionale Unico sul Farmaca del Veneta / Italian Medicines Agency (Italy) – Sample size 
13 Control, 9 Test

SMC – Scottish Medicines Consortium (Scotland) – Sample size 253 Control, 60 Test

ZIN – National Health Care Institute (Netherlands) – Sample size 68 Control, 7 Test

HAS – French National Authority for Health (France) – Sample size 224 Control, 47 Test

TLV – Sample Size Dental and Pharmaceutical Benefits Agency (Sweden) – Sample size 110 Control, 17 Test

G-BA – Federal Joint Committee (Germany) – Sample size 138 Control, 53 Test

NICE – National Institute for Health and Care Excellence (England) – Sample size 140 Control, 60 Test
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How can we 
Bridge the Gap?

NICE and NHS England are already 
taking steps to update and improve the 
access to medicines system. Reforms 
to the access process for cancer 
medicines have allowed conversations 
between NICE and manufacturers to 
begin at a much earlier point, while 
the CDF was reformed to become a 
“managed access fund”. This gives 
patients the ability to access new 
cancer drugs, while the NHS collects 
real-world data about the impact 
that the medicine can have during 
an agreed time period.With NICE 
reviewing its methodology and NHS 
England publishing a new Commercial 
Framework, 2020 presents an 
opportunity to expand this effort 
to reform the system across other 
disease areas.  

Real World Data
Collecting real-world data can be a useful way of 
improving the way NHS resources are allocated and 
of informing and improving NICE guidance. 

In some disease areas, there is already a wealth of 
data available. The Systemic Anti-Cancer Therapy 
(SACT) dataset, for example, collects a considerable 
amount of data about cancer treatment for patients 
across England which can be used to improve clinical 
practice. However, there are many disease areas 
where this data is not yet routinely collected3. 

Some patient populations will be large enough to 
allow “big data” style analytics to help inform NICE 
and NHS decision making. For rarer conditions with 
smaller patient populations, less data will be available. 
The NHS, clinicians and patient groups should work 
closely together to identify other records and sources 
of data that could be used to inform decision making. 

NICE has already begun consulting on how it can 
routinely collect data and use this information to 
inform the development of its guidance. This ambition 
must quickly be made a reality.

Recommendation 1: A wider variety of real-world 
data should be collected about the effectiveness 
of medicines, from large scale “big data” to smaller 
data sets for rarer conditions. This information 
should be used in the access and reimbursement 
process – where appropriate, supporting a 
“managed access” system as already seen in the 
Cancer Drugs Fund.
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Differential Pricing by Disease 
Under the current NICE process, manufacturers 
typically agree one price for a medicine with 
NHS England. This price usually does not 
change, regardless of the different conditions (or 
indications) the drug is used for, or the outcomes 
achieved by patients. Alternative access methods 
can be facilitated through a process known as 
“complex patient access schemes”, but these are 
relatively rare. 

Attendees at the roundtable suggested that 
there is a growing recognition that this system 
should be reformed to allow for more flexible 
reimbursement. This would allow NICE and NHS 
England to agree different prices for the same 
medicine. This might be an agreement to offer a 
drug at different prices to ensure the medicine is 
cost-effective for the NHS when it is used to treat 
different types of disease, or a different payment 
scheme depending on the outcomes achieved 
by patients. Enabling multi-indication pricing and 
other flexible reimbursement should also be a 
key consideration when the UK Government and 
the life sciences sector next renegotiates the 
medicines pricing framework. A single medicine 
may treat many different conditions where the 
patient population, expected clinical outcomes 
and availability of other medicine options could be 
completely different.

Cancer Research UK is currently developing an 
“outcomes-based payments” model in Greater 
Manchester4. This system would see the price 
paid for a course of treatment depend on the 
clinical benefit each patient receives. This type of 
flexible reimbursement could also allow the price 
of a medicine to change over time, depending 
on the impact of a drug on clinical practice and 
patient outcomes in the real world. 

There have been recent examples of commercial 
arrangements being reached between companies 
and NHS England to help make innovative 
treatments available to patients using more 
flexible approaches (for example, CAR-T)5.  
As more personalised medicines for smaller 
patient populations become available, it will be 
important for this type of innovative and flexible 
arrangement to become the norm in patient 

access, rather than being an approach applied only to 
access challenges that are the most difficult  
to solve. 

The NHS England Commercial Medicines Unit, set up 
as part of the Voluntary Pricing and Access Scheme 
(VPAS)6, will be key to making this approach a more 
wide-spread reality. 

Early Engagement
Drugs in the test group often face challenges during 
patient access processes because of uncertainty 
arising from clinical trial data with, for example, small 
patient populations. Industry should communicate 
with NICE earlier in the process, to help NICE 
understand the data presented to them during 
appraisal and begin a discussion about how any 
gaps can be overcome. However, this engagement 
should take place when sufficient data is available 
to ensure discussions are constructive and well-
evidenced.  NICE’s Office for Market Access and NHS 
England’s Commercial Medicines Unit can play a role 
in making this a reality, as can NICE’s scientific advice 
programme and the NHSE Commercial Medicines 
Unit’s new triage function. The Accelerated Access 
Collaborative is also intended to generate more 
joined-up working between industry and the NHS 
at a systemic level. All members of the medical 
community should take full advantage of these forums 
for discussion, and industry should consider them a 
first port of call during all appraisal processes.

RECOMMENDATION 2: Differential pricing  
by disease approaches, including indication-
based pricing and outcomes-based pricing, 
should be more widely adopted by NICE and 
NHS England.

RECOMMENDATION 3: Life science companies 
should commit to engaging with NICE and NHS 
England about potential HTA challenges as far in 
advance as possible, in particular working with 
NICE’s Office for Market Access.
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Accountability
There is a need to build trust between all 
organisations involved in the medicines access 
process. There are several ways that this trust 
could be built:

 – Ministers with responsibility for life sciences 
should continue to drive forward access reform: 
The Government has appointed ministers in 
both the Department for Business, Energy and 
Industrial Strategy and the Department  
of Health and Social Care with responsibility  
for life sciences, allowing coordination between 
industry, patients, regulators and the wider 
healthcare community on access and  
health policy.

 –  Clearer demonstration of access benefits: 
Schemes such as the Government’s Early 
Access to Medicines Scheme7 and the new 
Accelerated Access Collaborative8 are positive 
developments which are intended to speed up 
access to innovative medicines. However, their 
benefits and outputs are not always celebrated 
and made clear to industry, the NHS and the 
public. Greater trust could be built in reforms 
being made to the access system if these 
benefits were more clearly communicated. 

 – Success metrics: Introduce clear, measurable, 
metrics for success. The Office for Life Science 
is currently developing ways to measure 
the success of the Accelerated Access 
Collaborative. Other indicators, such as the 

Competitiveness Indicators also offer an existing 
way of measuring success. Metrics such as the 
“time to outcome” examined in the Bridging the 
Gap research, and European comparison data, 
would be useful additions to this process. An 
annual publication of data relating to EAMS, 
such as an analysis of the number of patients 
that have benefited from EAMS medicines, or the 
number of products that have gone onto routine 
commissioning after joining the scheme.

RECOMMENDATION 4: Ministers with 
responsibility for life sciences should continue 
to drive forward the debate on access reform 
and engage with patients and other stakeholders 
on access policy. In order to measure progress, 
the Office for Life Sciences should publish clear 
metrics measuring the success of reforms to 
the access to medicines environment, as well 
as publishing data on the number of patients 
benefitting from the Early Access to  
Medicines Scheme.
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Rare diseases need flexibility
New medicines for rare diseases often do not meet 
the cost-effectiveness thresholds to be approved 
under the standard NICE HTA system but also do 
not meet the criteria for the “highly specialised 
technologies” appraisal process either.  
For patients who might benefit from these 
medicines, it can appear as if there is no way  
for these drugs to be made available. 

It is also important that patient sub-populations 
which face challenges in access, because they are 
frequently excluded from clinical trials for example, 
are not forgotten. Companies should identify 
where these evidence gaps in clinical trial data 
are likely to arise and discuss this with NICE at an 
early stage in order to ensure these groups are not 
disadvantaged by the accelerated access regime.

One way to resolve this challenge may be to revise 
NICE access methodology to provide additional 
flexibility when assessing medicines for rarer 
diseases. This would ensure the NICE access 
process can better consider the needs of these 
conditions. It has also been noted that the SMC 
has a successful access pathway for ultra-orphan 
conditions. This pathway makes drugs for these 
very rare conditions available to be prescribed for 
three years, in order to allow real world data to be 
collected ahead of a revised access process. NICE 
should also consider whether to replicate parts of 
this process in England as well. 

Effective resourcing
There are exciting opportunities to transform the 
way the NHS makes drugs available to patients. But 
these changes are not simple or straightforward, 
and there are several practical challenges that 
need to be overcome in order to make these 
reforms a success. 

Collecting real-world data about the use of new 
medicines and mapping patient outcomes to 
measure clinical effectiveness are all complex 
changes that could take significant resource.  
In the long run, these changes can provide greater 
value for the NHS; but they will require upfront 
investment to be put in place effectively. NICE 
and the NHS must dedicate enough resources to 
this process, without overburdening clinicians; for 
example by providing additional staff time for data 
collection process. The life sciences sector should 
also consider how it can provide support to make 
this a reality. This could include sharing expertise, 
infrastructure or staff secondments where 
particular experience is required.

RECOMMENDATION 5: Disease areas for 
smaller patient populations must not be 
forgotten. NICE should be increasingly flexible 
when judging cost effectiveness of medicines 
for rare diseases and consider adopting 
a pathway similar to that of the Scottish 
Medicines Consortium (SMC) for ultra-orphan 
conditions. 

RECOMMENDATION 6: Sufficient resources 
should be dedicated to delivering changes to the 
access to medicines process, in order to avoid 
the burden of data collection being placed onto 
already-overworked clinicians. Industry should 
be willing to share expertise, staff and other 
resources where possible.
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The Bridging the Gap research was produced by 
IQVIA and funded by AbbVie. IQVIA is a leading global 
provider of advanced analytics, technology solutions 
and contract research services to the life sciences 
industry dedicated to delivering actionable insights. The 
research was presented at an event in the House of 
Commons on 19th June 2019, at a roundtable discussion 
hosted by Chris Green MP. The recommendations in this 
report were developed by AbbVie following discussions 
with patient groups and other experts. The below 
contributed and attended the meetings discussing this 
research, including via a workshop, the parliamentary 
event and other engagement channels, prior to the 
recommendations being developed by AbbVie:

 – AbbVie

 – Bowel Cancer UK

 – The Brain Tumour Charity

 – Breast Cancer Now

 – Cancer Research UK

 – Cell and Gene Therapy Catapult

 – Fight for Sight

 – F-star Biotechnology 

 – Genetic Alliance

 – The Institute of Cancer Research

 – Muscular Dystrophy UK

 – Myeloma UK

 – NICE

 – The Office for Life Sciences

 – Pancreatic Cancer UK

 – Parkinson’s UK

About Bridging the Gap
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About AbbVie

AbbVie is a global, research and development-based 
biopharmaceutical company committed to developing 
innovative advanced therapies for some of the world’s 
most complex and critical conditions. We are focused 
on developing and delivering transformative therapies to 
deliverable a remarkable impact for patients in the UK.

Over 60,000 patients were receiving AbbVie medicines 
in the UK in 2018, 5 AbbVie medicines have a 
manufacturing or production process in the UK and 
we have 13 partnerships with the NHS and healthcare 
providers across the UK.

For more information about AbbVie, please visit us at 
www.abbvie.co.uk. 

Follow us on twitter: @abbvieuk.
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Contact Us

If you would like to get in touch with AbbVie regarding the 
Bridging the Gap research and the work we are doing in this 
area, please contact gary.jones@abbvie.com.
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