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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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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

• Independent review of the evidence

• Guidance developed (by an expert group)

• Guidance 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-

acid ethyl esters in the post- myocardial 

infarction clinical guideline



Treatment with Omega-3-acid Ethyl 

Esters Post-MI

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 in decision-making 

processes

• Need to manage (negative) 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



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



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





Key Principles: How Does NICE 

Shape Up?



Conclusions Based on NICE’s 

Experience

• It 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

• In the US, ‘assessment’ could be 

centralized, but ‘appraisal’ would probably 

need to take place at a local level


