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Outline of Presentation

« Some background on NICE
 NICE and nutritional interventions

* Issues raised by NICE'’s activities
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Disclosure of Interests (cont.)

Or, In the words of Fox News....

...... | serve on one of NICE’s

DEATH PANELS!!!



US Death Panel
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National Institute for Health and
Clinical Excellence (NICE)

Created in 1999

A Special Authority within the National Health Service
(NHS)

Remit is to consider ‘clinical and cost-effectiveness’
Programmes of work in:
- health technology appraisal
- new interventional procedures*
- clinical guidelines
- public health interventions
* Efficacy and safety only



NICE’'s Procedures

Remit received from the Department of Health
Scoping exercise undertaken

Submissions invited from key sponsors or
manufacturers of the technology

Inde
GuIc

nendent review of the evidence
ance developed (by an expert group)

Guid

ance issued to the National Health Service

(NHS): mandatory for technology appraisals
Monitoring of guidance and review (3 years)



NICE and Nutritional Interventions

* Most mentions in the clinical guidelines
programme

* In most cases the comment is that ‘there is
no evidence to support the use of...

* Full evaluation in the case of omega-3-
acld ethyl esters in the post- myocardial
Infarction clinical guideline



Treatment with Omega-3-acid Ethyil
Esters Post-M
NICE Clinical Guideline 48

 Guideline group reviewed the available clinical trials (eg
GISSI Prevenzione Investigators, 1999) and 3 economic
evaluations

« Considered the evidence to be mixed, but concluded that
treatment within 3 months post-MI could be clinically and
cost-effective

 Issued guidance that health professions should consider
treatment in patients within 3 months post-MI who were
not achieving 7g of omega-3 fatty acids per week by
dietary means

« Assessment of the clinical and cost-effectiveness of
treatment with omega-3-acid ethyl esters should be a
research priority



Issues Raised by NICE's Activities

Importance of a clear remit

Need for rigorous assessments
Methodological challenges
Extensive stakeholder involvement

Need for transparency Iin decision-making
processes

Need to manage (nhegative) public reaction

Distinction between ‘assessment’ and
‘appraisal’



Methodological Challenges

Costing perspective (eg NHS or societal)
QALYs as a measure of health gain

Broader societal considerations and the
‘threshold’

Clinical comparisons in the absence of
head-to-head trials

Extrapolation beyond trials
Characterizing uncertainty



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
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NICE Appraisal on Drugs for
Alzheimer’s Disease (AD)

Drugs can be used for patients with
moderate AD.

Drugs denied to patients with mild disease
on grounds of lack of value for money.

Appraisal challenged, through judicial
review, by the drug manufacturer and
patient groups.



Media View of Alzheimer’s Disease

Alzheimers
cover-up

Drugs watchdog refuses to reveal

why it denied thousands of patients

£2.50-a-day medication on the NHS
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The medication costs just £2.50 a
day for sufferers at the early stages of
the disease. Drug companies have
received overwhelming support from
doctors and charities by seeking to
challenge NICE'’s findings in court.

Last year, the Daily Mail launched a
campaign to retain the drugs for all
those who could benefit for them.
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Assessment versus Appraisal

Assessment

- systematic review and synthesis of the
available evidence

Appraisal

- decision-making process in which the
available evidence Is considered alongside
other relevant factors
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Key Principles: How Does NICE
Shape Up?
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POLICIES

Are Key Principles for improved
health technology assessment
supported and used by health
technology assessment
organizations?
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Previously, our group—the Intemnational Working Group for HTA Advancement—proposed
a set of fifteen Key Principles that could be applied to health technology assessment (HTA)
programs in different jurisdictions and across a range of organizations and perspectives.

In this commentary, we investigate the extent to which these principles are supported and

The Internaiional Working Group for HTA Advancement was established in July 2007 with wnresiricied funding from the Schering Plough Corporation.
The mission of the Working Groap is 1o provide scientifically based leadership to facilitate significant continuous improvement in the development and
implementation of practical, figorous methods into formal bealth technology sssessment (HTA) systems and processes, by Facilitating development and
adoption of high quality, scientifically driven, ohjective, znd tastad HTA to improve patient outcomes, the health of the pubfic and overall healtheare quality
and efficiency. We are grateful to Andrew Mitchell Sanders, Toay Tamn, and Bong-Min Yang for providing feedback on selected HTA crganizational
practices. The evaluations and views expressed in this study are those of the suthors and do not necessarily refect the opinions of any of these individuals or
their organizatioas. We are also grateful to Hannah Auerbach for excellent research assistince and to the anonymous referees for constructive comments oa
an earlier drafi
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Conclusions Based on NICE’s
Experience

e |t makes sense to consider the clinical and
cost-effectiveness of nutritional
Interventions within clinical guidelines

« Often there Is an absence of high-quality
clinical evidence

* |[n the US, ‘assessment’ could be
centralized, but ‘appraisal’ would probably
need to take place at a local level




