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Median Monthly Coests of new anti-cancer drugs at
launch, 1985 - 2008
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NICE....what Is It ?

The National Institute for Health and Clinical Excellence
(NICE) is the independent organisation responsible for
providing national guidance on the promotion of good health
and the prevention and treatment of ill health. It was
established in 1999 as a Special Authority and in 2005 itwas
expanded to include the functions of Health Development
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Justification for the establishment of NICE

Variation In care

Speed of innovation and surge in new information

Need to assess “value for money”




NICE’'s Programmes

1. Clinical:

— Technology appraisals
— Clinical guidelines
— Interventional procedures

2. Public health:

— Interventions and programmes

3. NICE quality standards
4. NHS evidence




The Institute produces guidance In
three areas

— guidance on the promotion of
good health and the prevention of ill health for
those working in the NHS, local authorities and
the wider public and voluntary sector

— guidance on the use of
new and existing medicines, treatments and
procedures within the NHS including
Interventional procedures

— guidance on the appropriate
treatment and care of people with specific
diseases and conditions within the NHS.




NICE guidance 2000-2008

Public
health

Interventional
procedures

Clinical
guidelines
Technology
appraisals

2000 2001 2002 2003 2004 2006 2006 2007 2008
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NICE guidance 2009-2011

Quality
standards

2000 2001 2002 2003 2004 2006 2006 2007 2008 2000 2010 2011
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Health Technology Assessment

Encompasses all approaches to:
— Prevention
— Screening
— Diagnosis
— Treatment




Technology appraisals
all decisions




Principles of NICE guidance

Robust
Inclusive
Transparent
Independent




Clinical Evaluation

1. Randomised controlled trials

Observational studies

Systematic reviews




Economic Evaluation

Overarching principles:

1. Economic perspective
— NHS and PSS

2. Cost effectiveness
— Not affordability or budgetary impact

3. Balance between:
— Efficiency (utilitarianism)
— Fairness (egalitarianism)




(]
=
@©
>
Y—
o
)
(&)
S
>
o
n

Relative

Spectrum of Value (Payers) — Broad Sources and
Perspective of HTAsS

Therapeutic Value | Health System Value Societal Value

Pharmaceutical Health System Other Budgets

Budget — NHS/PSS ' (e.g. pensions,
| social security)

France

Representative
Country
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Cost Utility Analysis

Costs (and savings):
— direct
— Indirect

Benefits:
— Improvement (change) in HRQoL (utility)
— time for which it is “enjoyed”




The Cost Effectiveness Threshold
and how NICE works It out

«— Inflexion B
£30,000

Probability

of
Rejection

<~— Inflexion A
£20,000

Cost utility (cost per QALY)

| Source: Cookson, 2007 |




NICE Appraisal-Consultation Document.
Prevention and treatment of osteoporosis In
postmenopausal women.
Bisphosphonates are recommended as treatment options

for postmenopausal women younger than 65 years of age
with a fragility fracture if they have either of the

following:

— T-score below —-3.2SD established by a DEXA scan;
— T-score below —2.5SD and either a history of maternal
hip fracture or long-term use of systematic

corticosteroids.
Bisphosphonates are not recommended for the treatment of
osteoporosis in postmenopausal women of any age who do

not have a fragility fracture.




Media View-on Osteoporosis
Treatments

Dianlty Whall, Mondery January 12, 2004
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Assessing “value for money”

How much does it cost ?

@ Low extra cost
Current a lot better

treatment

ective it is
Threshold

LSE




Decision-making

Scientific_judgements

Reliability of the evidence-base
Appropriateness of sub-groups
Generalisablity

Capture of quality of life
Handling uncertainty

Social value judgements

o  Severity of disease
End of life interventions (“rule of rescue”)
Age
Health inequalities
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Evaluating the evidence

Evidence

IO EYENLSNONIENTIEUE



Recommendations >£30,000 per QALY

Topic

Riluzole

QALY
(“000)

Severity End of life Significant Disadvantaged Children Corporate
innovation population responsibility

Temozolomide
(glioma)

Trastusumab
(breast cancer)

Imatinib
(CML)

Bortezomib
(myeloma)

Pemetrexed
(mesothelioma)

Sunitinib (renal
cancer

55

Human growth
hormone

Uncertain

Insulin pumps

Uncertain

Lenalidomide
(myeloma)
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Who Is

Involved In
developing
guidelines?

NICE
Guidelines
Team

National Clinical
Guidelines
Centre -
Acute and

Chronic Condition
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Versions of the guideline

The full guideline (owned
by the National Collaborating
Centre [NCC])

The NICE version

The quick reference
guide (QRG)

Understanding NICE
guidance (UNG)




National Center for Biotechnelogy Information

Resources
NCEIl Home

All Resources (A-Z)
Literature

DMNA & RNA
Froteins

Sequence Analysis
Genes & Expression
Genomes

Maps & Markers
Domains & Structures
Genetics & Medicine
Taxonomy

Data & Software
Training & Tutorials
Homology

Small Molecules

Wariation

Welcome to NCBI

Search | All Databases

Popular Resources

The Maticnal Center for Biotechnology Information advances science and
health by providing access to hiomedical and genomic information.

IMaore aboutthe MCBI | Mission | Organization | Research | RSS

Genome Reference Ci

Formed to improve human and
assemblies, GRC will fix loci misre
reference assembly, fill remaining
alternate representaticns of comp)

n 1 2 3 4

How To...

(Obtain the full text of an art]

Design PCR primers and

Find the function of a geng
Determine conserved synt

See all

NLM/NCEI H1N1 Flu Reso

SHARE

Publed
FubMed Central
Bookshelf
BLAST
Gene
_—
Guideli A
uidelines National Institute for
National Institute for Health and Clinical Excellence Health and Clinical Excellence
Search for Within O pubMed co |

NCBI » Bookshelf » National Institute for Health and Clinical Excellence: Guidance »

NICE clinical guidelines are recommendations on the appropriate treatment and care of people with specific diseases and conditions within

the NHS in England and Wales. They are based on the best available evidence and aim to improve the quality of healthcare by changing

the process of healthcare and improving people's chances of getting as well as possible. NICE clinical guidelines:

+ provide recommendations for the treatment and care of people by health professionals

+ are used to develop standards to assess the clinical practice of individual health professionals

+ are used in the education and training of health professionals

* help patients to make informed decisions

e improve communication between patient and health professional

NICE clinical guidelines help healthcare professionals in their work, but they do not replace their knowledge and skills.

CG80Early and locally advanced breast cancer: diagnosis and treatment

National Collaborating Centre for Cancer

CG82Schizophrenia: core interventions in the treatment and management of schizophrenia in primary and secondary care

MNational Collaborating Centre for Mental Health

CG&3Rehabilitation after critical illness

Centre for Clinical Practice

CG86Coeliac disease: recognition and assessment of coeliac disease

Centre for Clinical Practice

CGB8Low back pain: early management of persistent non-specific low back pain
National Collaborating Centre for Primary Care; Royal College of General Practitioners
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Key topics In published and
planned public health guidance

Physical activity Cancer
Smoking and tobacco Immunisation

Sexual health Accidental injury.
Alcohol Obesity

Drugs Mental well being
Maternal and child Cardio vascular
health disease.

Health and work Diabetes

Older people’s health Communicable disease




Darzi report: High quality care for all

he report stated that

‘NICE will manage the synthesis and spread of
knowledge through NHS Evidence — a new single
portal through which anyone will be able to access
clinical and non-clinical evidence and best practice,
both what high quality care looks like and how to
deliver it. Greater clarity on standards, and where to
find them, will support the commissioning and uptake
of the most clinically and cost-effective diagnostics,




Categories of information in NHS Evidence

Clinical

e Guidelines Service guidance
» Systematic Reviews Tools & models
e Other synthesises content Care pathways

(summaries & overviews) Indicators & e

= Primary research and ongoing
trials

Social care

= Social care information — assured On-line learning modules
by SCIE

Drug & Technologies

e Prescribing & safety information Public Health guidance

= Technology appraisals Systematic reviews

e Significant new drugs Primary research

e Devices, diagnostics & IP guidance

Improvement information
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NICE approach has 4 steps to assessing
evidence

Step 1: Define the clinical or public health
guestion

Step 2: ldentify the evidence

Step 3: Synthesise and assess the body of evidence

Step 4: Issue the recommendations




Voice of the Public — the citizens
councll

Home: Our Using Get News & About Search
puidance | guidance | involved | Events Advanced search -m

ith the farmal

Order NICE quidance

Mandatory public health measures Order printed
of our guidanc
ersity Evaluation report '-‘b

ncil report: Uttra Orphan drugs 2 W

Confidential enquiries
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Stakeholder involvement: Patients

Clinical effectiveness

o What the condition is really like?
o What are the expectations of treatment?

o Has the QoL measures captured all the relevant
dimensions of the condition and its treatment?

Cost effectiveness

o Are there special considerations?
e If so, have these been taken into account?




The future
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1. 2010 Reforms —White Paper &
Consultation

Overall reforms to NHS in England set out.in the July 2010
White Paper “Equity and Excellence: Liberating the NHS”

Reforms to NHS commissioning in England are set out.in
the consultation document “Commissioning for Patients”

Commissioning reforms sit alongside numerous other
changes, including:

— Care Quality Commission to monitor NHS services against a new
“outcomes framework”, including “quality standards” from NICE

Economic regulation (i.e. of prices, competition, finances) by
Monitor

Patient involvement via local and national “Health Watch”
Local Authorities become responsible for public health

Following diggram . summarises.the.new.structure




1. 2010 Reforms — The new structure
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1. NHS ‘commissioning’ Is:

“The process of assessing the needs of a local population
and putting in place services to meet those needs.” (WP

2010, Glossary)
IN THE CONTEXT OF:

Patient choice over most non-emergency care: “We
expect choice of treatment and provider to become the
reality for patients in the vast majority of NHS funded
services by no later than 2013/14.” (WP 2010, para.2.23)

And an “any willing provider” approach, in principle (CfP
2010, para.5.11)
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1. Elements of commissioning

Assessing population health needs

Determining/designing services to meet
needs, including clinical service
specification

Contracting with service providers
Monitoring services provided




1. NICE’s Iinputs to.commissioning

“Quality standards, developed by NICE,” [150 over 5
years] “will inform the commissioning of all NHS care and
payment systems.” Inspection by the CQC will be “against
essential quality standards”. (WP 2010, para.5j)

“NICE will rapidly expand its existing work programme to
create a comprehensive library of standards for all the
main pathways of care” (WP 2010, para.3.12) and will
expand to cover social care too.

NB “The Health Bill will put NICE on a firmer statutory
footing, securing its independence and core functions and
extending its remit to social care.” (WP 2010, para.3.14)




Recent developments and likely
Interpretations

GP Commissioning Groups
OFT report on PPRS (2007)

Re-negotiation of PPRS and new agreement (Jan. 2009
— Dec. 2013)

PPRS abolished and shift to VBP
Societal perspective in HTA, NICE loses mandate

HTA bodies produce guidance based on societal
perspective

GP Commissioning Groups to make decisions based
on issued guidance (but applying it as they see fit)

Post code lottery returns?




