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: /\ Mareele Facciuto, MD, MPH
- Liver Transplant and Hepatobiliary Surgery

B THE ZWEIG FAMILY .V : :
CENTER FOR LIVING DONATION Recanati/Miller Transplantation Institute

A A The Mount Sinai Medical Center

One Gustave L. Levy Place, Box 1104
New York, NY 10029-6574

Tel: (212) 659-8711
Fax: (212) 731-7380

March 21, 2012

Dear Members of JFMC:

It is with great pleasure that I write to express my gratitude for my recent Invitation
to the Department of Surgery, at Kyushu University, Fukuoka, by the Japanese
Foundation for Multidisciplinary Treatment of Cancer.

I am a dedicated physician and motivated researcher who pursue an academic career
in Liver Surgery. Along with my clinical obligations in the Department of Surgery,
Mount Sinai School of Medicine, New York, NY. I am able to do clinical research and
publish scientific manuscripts related to my field. My goal is to accomplish the difficult
balance between clinical work and fundamental research applied on the clinical field.

During my visit at Kyushu University, I had the opportunity to participate in every
aspect of the care of patients with liver cancer and chronic liver disease, from planning
techniques, surgical resection and liver transplantation. I was delighted to learn from such
a pleasant and collegial multidisciplinary team the comprehensive approach and strategy
given to patients with liver diseases.

I had a very special interest in this JFMC Traveling Fellowship because it allowed
me to be exposed to the vast experience of Japanese surgeons in my primary area of
interest: “surgical management of liver cancer and living liver donation”. In addition, I
had the opportunity to share the clinical and scientific experience of occidental centers
like ours in deceased donor liver transplantation and right lobe living donation, and gain
experience in the more often left lobe living donation perform in Japan. The JFMC
Traveling Fellowship is a potential start point to set up collaborative efforts in pursue of a
better understanding of a common public health issue for Orient and Occident such as
liver cancer.

Sincerely,
Marcelo E. Facciuto, MD, MPH

Associate Professor of Surgery
Surgical Director, Living Donor Liver Transplant Program
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The background of the political drive to cancer care in England has been our poor survival.
The main source of political drive to improve cancer care in England has come from data that
has consistently shown that our survival rates are worse than in many otherwise comparable
countries. In [SLIDE 4], taken from the work of the International Cancer Benchmarking
Partnership, are shown the most up-to-date 5 year relative survival figures for four common
cancers, colorectal, breast, lung, and ovarian over the period from 1995 to 2007. For this
comparative analysis we only selected countries where we believe that the data are
representative of their population base. You will see that there has been a small improvement
over time in survival at 5 years for all four cancers in all countries. The black line represents the
figures for the UK and it is clear that we are really at the bottom of that range in every cancer
and that our survival rates have only improved in parallel with the other countries with the
exception of breast cancer where the gap between us and the best may have got a little smaller.
So, we are persistently at the bottom end and we have needed to know why that is and what we
can do about it. However, it is also clear that it is not only in comparison with other countries
where we fall down, but that there are problems with variation in outcomes even within
England itself.

[SLIDE 5] is a data by Primary Care Trust (PCTs) of residence, showing the proportion of
patients with lung cancer alive at 1 year in 2008. Each of these purple dots indicates the
percentage of people alive at 1 year in those areas. This dark line across the whole chart is the
best 1-year survival internationally from those countries referred to in slide 4. It is clear that
there is only one PCT where survival exceeds that of the best international comparator and that
the difference between that are and the lowest is three fold. Each of the smaller black lines
represents the average 1yr survival for the strategic health authorities, and all of them are well
below the best international comparator level. I would like to stress again that there are not

only differences between us and other countries; there are large differences within England.

Major national initiatives that have been built into English Cancer Care over the last 15 years.
The first of these was called the Calman-Hine Report. [SLIDE 7] At the time Sir Kenneth
Calman was the Chief Medical Officer for England and Dame Deirdre Hine was the Chief
Medical Officer for Wales. It was called A Policy for Framework for Commissioning Cancer
Services, and it was basically driven not by the government, although the government was
clearly involved, but this was driven by a number of senior oncologists who believed that
services at that time were very poor (Kenneth Calman was a clinical oncologist before moving
to his governmental post). At that time cancer services were not coordinated, there were no
clear referral pathways and very few examples of truly integrated care. It was very ‘ad hoc’,
and as a patient, the quality of care very much depended on where you lived. As stated above,
this was largely clinically driven and that report, as with most of those which were to follow,
was, in many ways asp rational; are all trying to define and push for universally high quality
services. It was in the Calman-Hine report that the word “cancer network” first came to be
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used.

The concept was of a large specialized Cancer Center (mostly sited within major, more general
teaching hospitals) around which would be a number of smaller Cancer Units sited in smaller,
District General Hospitals and around those cancer units would be these General Practices. The
aim was that there would be a Cancer Network in every area of the country.

The Cancer Networks are responsible for the care pathways that coordinate the services
between the Cancer Centers, Cancer Units and primary care. Their roles include the
centralization of specialist services in cancer centers, where appropriate and to ensure equal
access to high quality cancer care across the geographical area for which they are responsible.
They are also responsible for developing network-wide protocols of care, referral and audit.
They are led by network-wide site-specific clinical reference groups. The chairs of these
reference groups work with specialist representatives from all the hospitals in that network.
They work with the purchasers (Primary Care Trusts) to try and ensure that the funding goes to
the right services. The main weakness of these Cancer Networks is that they do not really have
the power that they need to achieve all that they might. They are essentially advisory and their
effectiveness has depended on how good they are at their job. We have had some very good
and effective networks and some that have been less so.

As stated above, the Calman-Hine report was published in 1995, but it took a change in
government to really being to implement its recommendations. What the new government did
in 1999 was to designate cancer as one of a small number of really high priorities which they
called National Service Frameworks (NSF). A central element of these NSFs (there was
another, for example in cardiac disease) was the appointment of the first National Cancer
Director. That individual was, and still is, Professor Sir Mike Richards (who is sometimes
called the Cancer Czar) and it is to him that I, for example, report. The establishment of an
NSF for cancer gave it a very high political and public profile and it came with significant

additional financial resource.

Slide 6 shows that the next major milestones were the National Cancer Plan and the ‘2 week
wait’ referral target. [SLIDE 13] The National Cancer Plan was, as far as I am aware, the first
ever comprehensive national strategy for the disease, certainly in Europe it was. As stated at
the outset we were aware that our services were behind many parts of the world and the
outcomes were poor, so we set this aspiration to become the best in Europe.

The Cancer Plan had all the sorts of things you would expect to be in a government document:
to save more lives, to ensure that everybody gets the correct support and treatment throughout
their care pathway, to make sure that inequalities disappear and the like — some key statements
are listed in slides 14 and 15 [SLIDES 14 & 15]. The overall aspirations were to raise
standards, reduce variation and inequalities of access to care, to build for the future, to invest in
cancer workforce, cancer infrastructure, and all the underpinning genetics and research base
that would need to be there to have a service for the future so that “....the NHS would never fall

behind in cancer care again’.
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So the Plan was very asp rational, very high level, but it did deal with many specific issues. It
included plans to reduce smoking levels, reduce the waiting times for referral and treatment.
For example, a survey that was done in 1993, showed that there was an average delay of 109
days from referral from a GP to undergoing surgery for lung cancer. With the National Cancer
Plan came around £600 million per year in additional resources, introduced over a 3-year
period, but has since been recurring income. As Dr Leonard will describe later, this has meant
employing a lot more cancer specialists, including palliative physicians and major investment
in infrastructure such as CT and MRI scanners , linear accelerators and, a few years
afterwards, PET scanners. We now do not have a major problem with access to this technical
infrastructure.

[SLIDE 19] Now I will briefly cover how we have tried to improve cancer research and
particularly the entry of patients into clinical trial. In 2001 we established the NCRI, the
National Cancer Research Institute and at the same time the National Research Network.

The National Research Institute is made up of a whole series of expert clinical study groups
which develop portfolios of trials in their specialty area that can be accessed by hospitals across
the whole NHS. We have very strong links with research funders like the National Institute for
Health Research, the Medical Research Council, Cancer Research UK, other big funders, we
work with them and they are part of the NCRI.

The NCRN, the National Cancer Research Network is the NCRI’s partner organization and is
built into the cancer networks. Each network has a group of specialist nurses and research
administrators to support clinical trial entry, and we do everything we can to get every
multidisciplinary team to enter patients into these clinical trials. This has been a success story
in that in 2000 only 3.7% of all cancer patients in England were entered into clinical trials,
whereas in 2010 the figure was 19.8%.

When this was established, our clinical trial entry was around 2% but now we have reached
about 11%. We have increased our recruitment into clinical trials by a large percentage and we

can say that this has been a very effective initiative.

I referred earlier to the fact that 15 years ago people typically had to wait typically a long time
for their diagnostic tests and treatment care. Slide 20 [SLIDE 20] illustrates the three national
governmental waiting times targets which were introduced in the early 2000s. The first target
was a 2-week interval between first being referred from a GP to their first hospital outpatient
and that was the first to be implemented. Then there was a 62-day target from this first referral
to the first definitive treatment. Then there was a 31-day target from the first ‘decision to
treat’ to getting that treatment. Every Hospital Chief Executive was made responsible for
delivering those cancer waiting time targets. At the time of their introduction it is fair to say
that these were considered aspirational but have now largely been achieved across the country
and bettered in some areas.

Slide 21 [SLIDE 21] shows the proportion of hospitals achieving the 2-week wait target from

first referral to treatment and you will see that we have achieved 100%. The apparent drop in
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2009 is an artifact of how we changed how the data were recorded. The message is that we were
able to achieve the 100% 2-week wait target relatively easily, and that it has been maintained.
[SLIDE 22] You will from Slide 22 that the 62-day target was not so easy, we actually took 3
years. It was much more difficult to implement the necessary changes to integrate and
streamline the whole care pathway from diagnosis, staging, referral for consideration of
treatment, and receiving the definitive treatment. However it is encouraging that, despite
taking longer to achieve the target, we have also been able to maintain it. Again the apparent
fall off in 2009 is a measurement artifact. Slide 23 [SLIDE 23] shows a similar picture for the
31-day target where, again it took around 3 years to be achieved.

Next, in the major policy development was the Cancer Reform Strategy [SLIDE 24]. Our
government loves these sorts of documents. This was 2007, and one of the introductory
statements in the document was: “The Cancer Reform Strategy builds on the progress made
since the publication of the NHS Cancer Plan in 2000 and sets a clear direction for cancer
services for the next five years. It shows how by 2012 our cancer services can and should
become among the best in the world. ” ... words that echo those in the National Cancer Plan. It
built on the progress made since the publication of the National Cancer Plan 7 years earlier and
set a clear direction for the following 5 years. Its aim was that by 2012 we should become
amongst the best cancer services in the world. I will leave others to decide whether we have
achieved that next year or not.

Slide 25 [SLIDE 25] is taken from that document and illustrates what we were aiming for: the
continuing reduction in cancer mortality in England. In 2007 when that report was published,
we were aiming for a further 20% reduction in mortality and essentially we have got there.
However, in all honesty, much of this fall can be explained by a continuing drop in the
proportion of the population who smoke and thus a fall in lung cancer mortality rates. So, I
think it would be difficult to confidently say that this improvement has had much to do with our

efforts us as clinicians, we simply do not know.

The other problem is every country has, we have an ageing population, and slide 26 [SLIDE
26] illustrates that with ageing there comes a higher incidence of cancer and we predict a huge
increase in the incidence of cancer by 2020, and we are attempting to build resources to deal
with this oncoming burden of disease.

The Cancer Reform Strategy is a long document, but slide 27 [SLIDE 27] highlights a few of
the important issues it tackles. The National Cancer Plan of 2000 did not put much emphasis on
late diagnosis, but we have become increasingly aware that patients in England are getting to
specialists with more advanced disease, more severe disease, and so we established the
National Awareness and Early Diagnosis Initiative (NAEDI) [SLIDE 28], and this is one of the
that I am heavily involved in, particularly from a secondary care point of view.

The NAEDI programme is a partnership between the Department of Health and Cancer

Research UK slide 28 highlights the four major work streams: 1) increasing public awareness
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of symptoms, 2) ensuring that the clinical systems for referral are optimal, 3) improving
general practitioner access to diagnostics, and 4) building up a research programme.

We have been doing a lot of work on improving public awareness and we have established a
series of campaigns under the banner: ‘Be Clear on Cancer’ [SLIDES 29 & 30]. This
campaign aims to cover a range of different cancers. It began with bowel cancer and has
recently moved on to lung cancer. We have developed a great deal of publicity around the

campaigns, using TV, radio and the press, plus local events and raising GP awareness.

The Cancer Reform Strategy also talks about improving access to treatment and a lot of work
has been done trying to improve access to chemotherapy and radiotherapy. We have just
introduced Waiting Time targets for second and third line treatment, which were not part of the
earlier targets.

My own area of particular interest is cancer intelligence, cancer information to drive up the
quality of care. In 2008 we established the NCIN, the National Cancer Intelligence Network
[SLIDE 31], in which I now spend half of my life as the Clinical Lead. Again you will see
aspirational words: “ 7o develop the best cancer information service of any large country in the
world by 2012.” This is from Professor Sir Mike Richards, the National Cancer Director who
set us this goal and it is my belief that we are well on the way to achieving that. I will come
back at the end and show some more detailed examples of what we have achieved in this field.
The most recent government policy document on cancer is called: ‘Improving Outcomes; a
Strategy for Cancer’ [SLIDE 32] and its title reflect the political drive from a new government
to put more emphasis on improving outcomes for patients. Slide 33 [SLIDE 33] shows that
this document gives a target for specific improvements to be achieved by 2015. These
improvements are centred around the aspiration to save additional lives and we’ve put a
number on this: 5000 extra lives a year by 2015, based on us achieving the average European
survival rates. We have commissioned some work which estimates the potential for this saving
of lives and the headlines from this paper are shown in slide 34 [SLIDE 34]. For example, if we
were to achieve the very best in Europe, there would be an extra 1300 lives a year saved for
lung cancer, etc.. So, we are all working very hard to try and achieve this. These targets are
clearly based on outcomes rather than the earlier more process-oriented targets and are
probably more difficult to achieve. There has been a huge range of governmental policy
documents that have come out over the last year and some of these are illustrated in slide 34
[SLIDE 34]. These policies come down like the snow the sky and it is our job to use them to
continually strive for better standards of care.
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[Slide 2] To address the issue of how prefectural cancer control can be influenced by the
experience of the implementation of the NHS Cancer plan we need to outline the priorities.
High quality cancer services can be achieved by setting out an evidence-based framework for
the configuration of services, high quality care and effective drugs and technologies. The
guidance can only be implemented with adequate resources including financial support and a
process to monitor progress to achieve the goals. The NHS cancer plan had a total of £600
invested in England to deliver on the commitments laid out.

[Slide 3] To improve the care and treatment of patients with cancer, services have been
re-organized to create multidisciplinary teams. The standards of care for each cancer type
have been agreed and from these a set of measures agreed by a central national team to act as a
benchmark against which the quality of services should be measured have been published. A
focus on improving the communications skills of senior doctors has been prioritised by
developing and launching a National course called Connected. A robust process to ensure
access to new drugs and therapeutics has been adopted and a Gold standards framework to meet

the challenges at the end of life have been developed.

[Slide 4 &5] The Department of Health defined a multidisciplinary team (MDT) as a group of
people of different healthcare disciplines which meet to discuss a given patient and who are
able to contribute independently to the diagnostic and treatment decisions about a patient.
The Calman-Hine report published in the late 90s’ found less than 20% of all cancer patients
in England had access to specialist cancer care. Similar reports from Scotland, Ireland and
Wales, all stated the need for MDT working to be established across the country to deliver
optimal cancer services. Care is delivered as specialist MDTs for e.g. breast MDT, a
colorectal MDT, a urology MDT, and so on. MDT comprises senior nurses as well as
clinicians including surgeons and physicians, radiologists and histopathologists. There is
defined set of core members who are essential to ensure best care is recommended and an
extended team who are needed for some of the wider issues to deliver holistic care.

Different cancers have different workloads and specialist treatments. Across the UK there
were large variations in the treatments used. What we learnt from the data collected was those
with a high volume of specialist work had better outcomes and less morbidity. This led to a
further refinement of MDT working with the common cancers; breast, colorectal, prostate and
lung, all being managed locally but the.rarer cancers in our populations like upper
gastrointestinal and gynaecological cancer, needed to be concentrated at larger designated
cancer centers. To ensure this delivery of care, robust pathways needed to be agreed and
rolled out. MDT working is now a standard of care in the USA, Australia, and many parts of
Europe. Effective MDT working will lead to improved consistency, continuity, and
coordination that’s really critical to the cost effectiveness of care, by ensuring the patient sees
the right person at the right time with the right tests are done in the right order in a timely
fashion. Sadly if a patient sees the wrong specialist, a whole host of inappropriate tests can be

ordered which not only is an inconvenience for the patient but wastes scarce resources and
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leads to a delay in diagnosis, specialist opinion and treatment.

[Slide 6 & 7] By working in specialist teams it is hoped there will be improved communication
between the healthcare professionals themselves, as they will share a common platform to
discuss each case. Improved collaboration should lead to improved clinical outcomes, as a
collective opinion should ensure the correct staging, the correct pathology enabling a complete
discussion between all disciplines, which theoretically should improve the clinical outcomes.
In addition the collegiate environment engendered can lead to increased job satisfaction and
psychological well being of team members, provide educational opportunities and can improve
increased opportunities to improve patient entry into clinical trials, better data collection and
opportunities to audit pathways and outcomes.

[Slide 8] Effective MDT is more than putting a group of specialist’s people together in a room.
To ensure a team is built that respects each other’s point of view and create an environment
where all participants are able to contribute equally a number of domains have been identified.
There are four main categories; the structure of a team, the clinical decision-making, the
governance of a team, and the professional development and education of those team members,
and it really is important to address each of these to have effective MDT working.

The membership of each MDT is laid out in the manual of cancer standards for each tumor type.
The MDT has membership is divided in core team members that is those professionals who
must be in regular attendance and the extended membership.

Each MDT will have a designated Lead & Chair; sometimes they are the same individual. The
Leadership of a MDT is critical to the effective functioning of a team.

Each MDT has an appointed administrator. Some MDTs may have 20 or 30 cases each week,
which is quite a workload. To complete the weekly workload effectively the coordinator will
manage a list of proposed cases checking the up-to-date results are ready, all CT & MR images
are available and ensure that reporting radiologists and histopathologists have had enough

preparation time. Administrative support is key to effective data collection.

[Slide 15] The National Cancer Peer review process is a quality assurance process for cancer
services. It is a process to ensure the standards of care set out in the Manual of Cancer
outcomes for each cancer type are met. Peer review is a driver for service development and
quality improvement. = The first round of National Cancer Peer Review (NCPR) was
contracted across England in 2001 at regional level and it was over a 3-year cycle. Keele
university undertook a national evaluation of the programme in 2001. They recommended a
national consistency be addressed, as there were too many regional differences, which
prevented assessing services across the country. A new methodology was introduced in 2004
and has been superseded by another new methodology introduced in 2009.

What is quality assured in the Peer Review process? The whole multidisciplinary team, the
structure and attendance are all quality assured. Certain benchmarks are determined and each
team is measured on a yearly basis. In addition to each cancer type undergoing NCPR the

crosscutting services undergo peer review too. Examples of a cross cutting service includes
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chemotherapy & radiotherapy delivery, as well as palliative care and pathology services. All
of these services now have a peer review process.

The measures are determined from National approved guidance issued for each cancer type.
Once the measures are written guidance the document goes out to consultation for 3 months.
Key stakeholders are invited to comment. All comments are considered before the final
guidance is published. Each measure is published with a unique identifiable code. The first
number refers to the year the measures were published.

The over-riding aim of the National Cancer Review process is to make sure services are as safe
as possible. In addition to improving the quality and effectiveness of care, the patient
experience of care is also explored with National patient surveys. Peer review is a process
where good practice can be identified and disseminated around the country.

The diagram on [Slide 15] pictorially describes the current process, which involves each
hospital undertaking an annual self-assessment. In addition to the self-assessment, three
documents have to be produced. The standard operational policy describes the service, the
team and how the team functions, what the referral pathways and processes are. The annual
report is a description of the previous financial years activity including not only what was
achieved but identifying the key challenges for the service. From the annual report a work
program for the service can be compiled.

Every other year the service is internally validated and signed off by each organizations chief
executive. Internal validation is a process by which individual trusts review their own
services with a panel of experts from within the organisation. The team usually is comprised
of a network representative, a senior cancer manager, and a senior clinician outside that
treatment group. This panel critically look at all the evidence submitted by the Cancer team to
ensure what the team are delivering what they say they are delivering.

External verification is an external desktop review of selected internally validated
self-assessments by the zonal cancer peer review co-coordinating teams. The cancer network
agrees targeted peer review visits. They are an opportunity to meet with the members of the
service to determine compliance with the quality measures.  The external team provides an
authoritative voice to the Chief Executive describing where locally teams may be falling short
of providing a safe or adequate service.

Before an external visit is undertaken each external peer reviewer is given all the
documentation usually about 2 weeks before. They visit the locality and as a team go through
the evidence. They meet with the team, draw conclusions based on the documentation
submitted and their investigation of the service. A report is written. To conclude NCPR
process is a process to confirm the quality of cancer services. If any immediate risks are
identified, they have to be rectified within 2 weeks of their identification.

Peer Review is a very effective lever for quality improvement. Peer Review measured
outcomes for all individual trusts are available to the Care Quality Commission. As the CQC
can decide based on Peer review evidence whether s service should be commissioned NCPR

has become very important lever for ensuring cancer services are fit for purpose.
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A new measure called Earned Autonomy (EA) has been introduced which means teams who
have performed well year-on-year meeting at least 75% of the measures with no serious

concerns or immediate risks will be exempt from the NCPR process.

[slide 27] From the NHS cancer plan it was documented that patients give high priority to being
treated with humanity, dignity, and respect. They complain about being seen as a collection of
symptoms. - They prefer to be seen as a person with an illness. They want good
communication with healthcare professionals and they want to be given clear information
about their condition.

Dr. Rob Buckman a recently deceased eminent medical oncologist from Canada and expert in
Canada in communication skills training said almost invariably the act of communication is an
important part of therapy, and for some of our patients who aren’t fit enough for any of our
interventions it’s often the only constituent. It usually requires greater thought and planning
than drug treatment, but unfortunately it’s often administered in sub-therapeutic doses.

[Slide 29] down the left hand side of this schema presents the traditional doctor centered model
of communication with the disease framework. Patients value the approach as demonstrated
by the illness framework model. The Connected programme is a National Advanced
Communicating skills training programme aimed at senior clinicians including doctors to
reflect on the impact their communication style has on a patient. The aim is help clinicians
take a history in a more fluid way by developing the skills to be able to make a patient feel
listened to as an individual and deliver individualized care. [Slide 30] In addition to clear
benefits for our patients, improving the communication skills of doctors can reduce stress and
burnout in health care professionals.

[Slide 31] Connected is a learner centered experiential skills based course for up to 10
clinicians per course. With a highly trained actor simulating a patient or a difficult colleague,
each delegate chooses a challenging scenario to work on. Each consultation is videoed and
played back. Effective and less effective communication is highlighted and strategies are
suggested to influence a less effective practice. Participants are given the opportunity in a safe
environment to try out a different strategy.

[Slide 32] The Connected programme was developed from this sound body of evidence.
There were three original groups. The Maguire unit in Manchester that looked at the impact of
communication skill training on a multi-professional group. A second research group led by
Prof Lesley Fallowfield conducted a randomized controlled study (RCT) with 160 doctors and
the third group led by Dr Susie Wilkinson looked at impact of a training skills programme
amongst nurses in a RCT. What all these studies showed is that communication skills can be
learned and when they are taught well can be effectively embedded in everyday practice and
can have an impact on consultations.The Connected program was launched nationally in July
2008 and to date 1293 courses from all the 28 cancer networks have been run. Over 12,000
participants with an equal split of doctors and nurses have attended. Everybody who attends

the course completes a pre-course questionnaire, post-course questionnaire, and an evaluation
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of the program. 95% of attendees stated the course met their expectations and 84 % said they
would definitely recommend the course to a colleague. 7% wouldnot. In most series there is
always a small group to whom the learning doesn’t affect. The common scenarios that senior
clinician say they find challenging include managing high emotion within the consultation.
Managing a patient when moving the patient from a curative to a palliative setting and
maintaining hope is also cited as extremely challenging by many clinicians. Managing
unrealistic expectations of treatment either generated by the patient and the family or
sometimes from a referring colleague is another scenario frequently cited by attendees as a
communication challenge. In the UK we also find very talkative informed patients particularly
those who have looked things up on the internet very challenging as well as being asked to

answer the question how long a patient has to live especially when they have a poor prognosis.

[Slide 38] The National Institute for Clinical Excellence (NICE) was established in 1999 as an
independent organization to provide National guidance on the promotion of good health and
the prevention and treatment of ill health. NICE is primarily for the NHS in England and
Wales. Scotland has its own procedures.

NICE produces new guidance on all sorts of clinical conditions. [Slide 43] shows an example
of the NICE guidance on managing lung cancer. Compared to the Improving Outcomes
Guidance NICE guidance doesn’t come with a tranche of money to deliver the suggested
services. NICE has such a strong reputation that if guidance if offered local commissioners
consider the guidance very carefully with a view to implementation within three months of
publication.

The NICE quality standards are a set of specific, concise statements and associated measures.
They set out aspirational, but achievable, markers of high-quality, cost-effective patient care,
covering the treatment and prevention of different diseases and conditions.

[Slide 49] NICE has five separate programs to evaluate innovations; Technology appraisal:
clinical and cost effectiveness of an individual technology for a specific indication,
Interventional procedure: safety and efficacy, Clinical guideline: clinical and cost effectiveness
in a broader pathway for a specific disease, Medical technology: cost saving and Diagnostics:
clinical and cost effectiveness

[Slide 52] As healthcare professionals we have responsibilities to the patient in front of us.
All our patients expect equity in access to all medicines and new treatments but we also have a
responsibility to society in making sure that we are using public money to ensure any new
treatment brings real gains for our patients. There is only one pot of financial resources so to
spend money one any new treatment means any disease area may not be funded.

[Slide 53] Assessing cost-effectiveness utilizes the concept of incremental costs versus the
incremental effects so defining the cost-effectiveness plane. If an invention lies in the
southeast quadrant it’s both less expensive and more effective than the control so will be
preferred. In the northwest quadrant an intervention is both more expensive and less effective,

and so the control will be preferred. In the other two quadrants there is a trade off between
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cost and effectiveness. One example was the appraisal for the use of erlotinib, a second line
treatment for patients with non-small-cell lung cancer. The international recognized
quality-adjusted life years came out between £20,000 and £30,000 a year. It was approved.

[Slide 54] Cost effectiveness is not the only parameter that is considered. The strength, the
reliability, and generalizability of the results of clinical studies, the validity of the assumptions
used in the economic modeling, the results of the sensitivity analysis, and how should the
severity of a condition be taken into account, and a consideration of whether the NHS should be

prepared to pay premium prices for ultra-rare conditions.

NICE came about to give greater access for clinicians to use new drugs. There was a sense
that they often said no to everything, but overwhelmingly, the majority are getting approval
these days. In the UK we are a bit slow in adopting NICE approved drugs. Within 5 years of
launching a new drug, the uptake in the UK is only 45% of the international average. After 6
years it starts rising to significant levels. Funding doesn’t explain the whole picture and
pethaps cultural attitudes need to be addressed. In 2010, the new coalition government
introduced the Interim Cancer Drugs Fund (ICDF) now known as the Cancer Drugs Fund. It
was developed as on average, it took about 14 months to move a new medicine from appraisal
submission to approval. There clearly needed to be a bridge. In the UK we will soon bring in
anew system for the marketing and approval of new drugs. It’s called value-based prescribing.
Until then the Cancer drugs fund (CDF) will be an interim measure. The CDF was launched to
enable clinicians to make collective decisions against a local framework. When first launched
the CDF cost £200 million a year. About 30% is new money, and the remaining 70% is
reallocating resources. Across the 28 cancer networks there are 10 strategic health authorities
and each of which has its own Cancer Drugs Fund.Any drug rejected by NICE either on cost or
effectiveness grounds or an approved NICE drug with a different clinical setting or one that
hasn’t yet been through the NICE may be considered for the CDF.

Before the Cancer Drugs Fund London organized itself to address the issue of funding new
drugs with the introduction of the London Cancer Drug Prioritization process (LCNDG). A
group of clinicians formed an expert panel to rate all new drugs and clinical evidence. They
assessed every drug on its survival benefit, quality of life, alternative treatments available, cost

effectiveness, and strength of evidence, and every drug got a score.

[Slide 77] The Gold Standards Framework (GSF) is framework designed to manage patients in
their last year of life. This section relates just to the framework measures within an acute
hospital program. GSF addresses improving the quality of care for all people receiving
hospital care in the final year of life, to improve the cross boundary coordination of care for
these patients before, during, and after hospital admissions, and to reduce hospitalization by
reducing length of stay, rapid discharge, admission avoidance, and thereby reducing costs and
improving cost effectiveness. In-patient cancer care in England accounts for 60% of all

expenditure in cancer. Many of our patients still die in hospital when they prefer to die at
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home.

What can we conclude if Japan and the prefectures want to learn from the NHS cancer plan?
To enable change, there’s got to be a clear documented vision, strong clinical leadership
interwoven with political support. To measure success, there needs to be benchmarking of the
essential components and desired outcomes and they have got to be consequences if these
outcomes aren’t met. Obviously, to deliver success, there needs to be financial support and a

measurable program. Thank you very much.
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WA LDNAE T = /) —MEICEOBERIL, 24 ABI /8, AmpFl1/ STR
profiler kit {ZC PCR K& 4TV, £ U7Z PCREM ZHNOHTT 5, F A
TEXE AGRB OB A R e — 7 LRSSV T R —fila s L=y M
JADREEIG L LTRD LI, ITETRICZ DELZ B HEDHEYE & A
FRHEBTICHE LT,

ATL ~DZTIEARIIFE L2 EHR L TE TS, BRIEREIX. %0 L
WET RIESCHATEO BT O DI L EETH 5, AR TIL, T
R U144 7 L DNA & BEEERNZ 0o 72 BE O R 4 Mk & OSMR
FEEREDORME /A DNA 2 [EIX LERE U CRSROIEITIZE Z 5 Z & 03,
AR EEICEDN TV 5,

@RLF

AFRICBWTEREFINTE2BEEIT, 2012481 A 31 BETIZO AT
bHolz, D5 LBRMHITEHILZ 68 ATHD, RO 1 ha—RlIz L
T, TOR2ITR LT, BEBEOSMAIL, YPLVE& 70 ha— L TH
MBAEVE —EEBRRREE LR 7 EUNEERNEDIHREEL HD
TWe S, EFEIXRRTILKRIC L DBHEATHERN CiThil, EEEOR

#F2. K0 bha— L ~DOBREGEEK

7 ha—)u HARS R & 8% FEHE B3
18 (NST1) 2001.04-2002.12 18 16
28 (NST2) 2003.01-2006.03 20 16
FE3H] (NST3) 2005.11-2011.09 26 20
FEAH (NST4) 2008.11-2011.09 26 16
58 (NST5) 2011.12-2012.01 0 0

FEOWBEEFER O Mb o7, FEE 4 A UBEOFHBEKIL NST3 25 4 {4, NST4
N 1HETHoTz, 5 HIE LBEEITH & 2oz, -, BREEITEN BE
EREBIZE L7, NST3,NST4 DBGFIIAREEFITKRT L, IRBED
BERIBT — 2 DERIZO LD DBEILR Tz,

AEBEOTRTOX A Y XLEFERIT. RHRERO-ODLBRAORKRBE
BOT-HDF A Y RLfENTE 7+ 0 —T HBEEOEFEERE 10 ASLE
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DB &, FEE 4 AU, B (2012, 1. 31) F TUT 57 {4 (REEEE R 54 14)
Tholz, SMELTBREREORM AL DNA b EE £ T2 56 il (FEE
FERIEA 56 #fE) & [EUNERE L, NST3 BHAALLE DA EHL 314 Bk & o 7=,
AR CREMT U7 AR b AME L 0 [BINARE L2 RE B IITRESE & R T
HoT,

@ A\WFFEE DOEEAH

BAFZEIZ BT, F A TN inhouse TEM L CWAEERMEITTH
B, Fi B MR RoTm 2 &, AL TDNSTI—4 ODEHERE
Blaab BRI 2T T2 728Xy, BHEDOEEME :tt%bnlfc
Wb, FFiZ, MRESETEONAZSBTOXAZHEICELY, KEMLE
T &ci&w W@Tﬁ%ﬁf%émmwﬁ%%ﬁ?m/iﬂféé
A% HEOELEHROYVR— FRKETH B,
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BRERICHD 5 ERESE OB RICHET 555

. BFRERE K4 g AT

. R EHME
Rk 234481 B~FK 2443 A 31 H

. S MRS
& B I RERFER AFRERIEER
FTE# : KBS IEHERES 1-1-1

. RAWIEE

T B FERFERFERE ARRE R R
W 4 RN

K 4. KE ®Z

. KRR

O B

YR 234 A1 HEY EFR4DOZAHEEZEDO TIZBWTIHEERICE
DLEBREEZEOERICET A% REICE L., RIOBMERICEDS
EFHEMOBRICET D —ER L L T{THI /= End-of-Life Nursing
Education Consortium Japan (ELNEC-]) a7 h U ¥ =7 AFEMHE 1
75 LAOFHHIZE L T EXEE2ITo 7,

@ NE
» ELNEC-]J a7 H VX% =T AEEMHE 727 T bLOFMIEEDORE3E

BIMERICEDIEFEEMEETRTAEOOHE S 0/ 75L LT,
ELNEC-J 27 H Y % = T LFEEMBEAE 0/ 7 5 (BLF ELNEC-] T/ 5
L) BbhbH, ZTOTarT NI, EREEARPIBEICHET L7z TELNEC-] =
THY) X 2T MgEERTA R 2011 (LLF : A )] WZESWTITHY#
Bl 9L, 10V a— (BVa—nN1:mv R eF T 547
TTICRBIAEE] EVa— V2 BADRUAV M £V 2—13:
JEW R A VM BV a— V4 R FT 5347 « XFTIBITA
WHEPORME) (TP a— 56 R 4T« A7 « FTIZBT 53X~
DEE) TP a2— 6 aa=hr—ar—BEOERREYXZ5T-
DIZ—]) BV 2= 7B - FEE - FER| [V 22—V 8 WA D 7T |
(B a— V9 BB R e AT e FGAT7 7| [ a2—110:
BOBWTY ReFT T4 7T DERR]) DOERIND, REET,
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ZDELNEC-] 7 u 7 AOMEEFTFMT A OOREELZHET I L%
BRIZE Y AT,

TP, A FORBICEL T PREAEEE 2 EK LT, 22—/ 1~9
IZOWTHE, 20 OB EMH>FAETEEE L L, TV 2—1 1012201 T
X, BEICETAFHEER L LT, EOBWZ U R FT - 5347 57T
DERICHTEIER] (o R FT 547 - T70OE,mAESED7-80
OV TAEE) (2 R LT - FGA7 -7 0EEREXES
ORIV EADERIIKTIERF] TEOBWZ VY R 47 - 547 -7
TERETAZEICHTABFBITHRERE L TVWSIZ U R FT -5 47
FTICHRT AR [T oW TEF 26 THE Z1ERL LTz, REHEE OERIC
BEL T, A ROWET A L NN—RHZEHE A VN —DERICNEDZ Y%
R LN LED, NABRIEDIEHNM 2RI THEAEY 2 [[EH
L7z (1B 134, 2@EE :214), £L T, TOMRETEE X THEE
1TV, NEZEELEBR ZHE LTz,

ZL T, FRROXIITER LIZTRAEEE ZHAWT, FRBIPED
NT=2EO 10 gk CHABHEITED HEE 1, 145 L xR, BREXE
MR E LT 72, FAEFEX, BHHOMREHIE LD EFICHER
MABA LW E, ERNELIIERRICCER Lz, &5z, #ETE
EOMABBOLNZRBEOHF T, RENELIN 200 4 EZ X512, 58
AR T HTOOBFERELEMR LTz, BEERIL TV 22—/ 1~9 D4
BRI T AEBIZOWTIE, TIELW] THE-STWA] Thbn] @3
ODRIRFE L L, TV2—V 10 OBEICETHIHEBIZOWTIE, T&TH
FIHORI] ~ T&FHIEDLRN] 05 BMEIEME Lz, Z0f, t&#H
DOEZRTFICETHEE & LT, Ein, BRBRRER. PABREOTF TR
B, B OBEDO TR, HERRFOERE LED, B, #AEIC
BRLCIX, HAEXRFEXREREZRAMARMGEREZESOEELZT., MED
BREIZ 20T,

> ELNEC-]J a7 h ) ¥ aT LAEEMBE 0/ 7 L5OHAEOFM

ELNEC-] 7' /' AOFRMEIZDOWTEHMET 2720, HFEH S CRE X
N7- 2 BM® ELNEC-] 7’1 77 AZEEITGEL, BV a2 —L 1~10 D
TRTOEY 2 — V& %H L FEHEAN 56 4 2X810, B ENEMEHAES
1Tolr. PAETERBIL, WFFEERITE LAV, ELNEC-] 70/ T ADREY
2—/VNEOLHY LT X, BRRES, BRERICBITIERE, Fur
FADEP ST - WERE Lz, BEERZ, TREZI B ~ 1£<
ZH B ©5 BEFHEE L, BRERICBWTEENIZERLORR
ELNEC-] 7'u 7 7 LD EP-> T - WER, HESEEIZE T ERIZD
WCIXEHER E Lz, AEFIEIL, ELNEC-] v/ I AOMMESDEHE
TZEECHEBEERBLIUHRAEAKZERL, 2 BEOT 2T AKT
BICEDEZEITER L, 23, AEICEL X, mENEEIZ+5S
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Bl H 2 TEELT-,

@ R

> ELNEC-] 27 # Y ¥ aT hAEEMBET 0l T A0 MEDORIIZ
W

ELNEC-] 7w 7 L DFHERIE DBRZICI W Tk, TRFAEEE O1ERL.
el /1B X OB RO ) 70— b - HE, AEABROERB X
OELAR « B, T — % OEF - SO XEEITo T2,

PVIEFAEOENEEX, 778 4 (45%) T, AZEIZHIL 762 4 (44%) T
bole, BREOHEEIELIL, 1224 (61%) Thol,

AFE TN T2 5 A CURERMNSEREZHEET LN TE, BE
T EDTNDEZATHDH, MBICETAEB T, £EV2—1 20
EHEMD I0TEBIZKRA -0 HBKNERB L OMEEEORIEL EHE L T
W5, 7o, BBEICETAHEB T, BROERFOICEBEEORIESE %
EHE L, 10~20 BIREICRY , 3N - ZUMELSHERIN-REEE 25
ELTW ZEERoTWVWB SEERITIT, TNTOFMMEEESHE L.
WEE LY EBRICTEMEL LTHEATESFETH D,

> ELNEC-] a7 # ) FaT LAEEMBE 0/ T L0HAEOFEMIZo
WC

ELNEC-] 7'u 2 J ADH AEORMIZB W TIX. HERABROER. BX
OEEEH - ST OX B EIT o717,

BN IE 56 44 T BN RIL 100% T b - 77, LB EEB T 38. 46 7% (SD: 9. 63) .
SRR BRAE ST TEY 14. 65 4 (SD:8.77) T, 2B&HZMETh-T-, FTBEIL.
36 £ (64.3%) DBBRABREEISFRE, 124 (21.4%) BFHEEER T —
valr, 8% (14.3%) BENLADIFERTH -7,

BEDa— VNEDOLN YT SITETAEMIZ, FOEY2—ICE
WTh 80%LA LD T5. REZFSES | T4 2589 LEIEZELTREY, &
BIZEBWMERAIR R b, £2F2BLTE, = R AT 547 77
DEEMENEMETEZ] LWHOERNICH LT, ZHEED 57. 4% 5. X
EExHIES), 38960 T4. 5B 5] LEIEL T\, £z, TERRFERIC
BSLoT=D2 E WO ERIC LTI 2B D 70.9%03 16, KEZ S ES .
25.5%2% T4. 2595 LEIE L, ZHEE DL  IXERERICHT 58 Atk
R L W, BEBIZIE, BxOEEERERLIRVELE=LR0 ., 4
BERIFTIZERMLS I ENRTERLLEWVWIBRRCEATEZ EEHABNG DER
WCEERIZORITROTWE W BRENE PN, £, #EREINV—T
U — 7 BHBEDLETCERTAHI LT, L OZHEH XL VEENIZT o
T RIEML, BAFEZ L ZHCOBERERIEOSTTI_Z., 22 %
BHTW, —F, WERNKLERRIZOWVWTER, IV—7U—7 O/ %
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Ho bR LIELWVWEWIBRROL S EEV2a—/VRNEDOHAL X 725
2TV BREFHESICETLIEASRLE o7, 4%IX, ZHEE
D=—XZHbE, r s L0EDFOBEBRIZOVT, £FEICERL
T, XOEDRFEEBRMN LTV BERSD LEZOND,

@ = AR