Who/What is NICE?

National Institute for Health and Care Excellence
* Special Health Authority

— established 1999

— covering England and Wales ( NI)

How NICE develops guidelines

* Currently ‘arms length body’ and legally covers England onl
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* Public health guidance, clinical and social care guidance,
technology assessment (new drugs), quality standards......
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NICE principles

) Economic
Evidence evaluation
assessment and resource
_ and impact
interpretation assessment ¢ Evidence based
* Cost-effectiveness analysis
What NICE does ) ¥
Evidence - guidance — setting ¢ Stakeholder involvement

standards - sharing learning . .
* Patient/carer involvement
Web access
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+ Manage conracts with extemal
+ Qualty assure al guidelines.

NICE Commissioning team:

+ Editorial teams

+ Implemeniation

NGC

Pathways, for decision * Clear processes and transparency
guidance al’ld support and e- .
standards learning * Social values
* Equalities
NGC = NGC [z
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‘ National Guideline Centre
NICE®
National National NICE Internal NICE's clinical
g Ciance Judsines *\eam (cotm * Partnership of RCP / RCN / RCGP / RCS

Hosted by the Royal College of Physicians since 2009
(National Clinical Guideline Centre)

Commissioned and funded by NICE to produce
guidance

Other commissions e.g. CCGs, charities
TE“'-..%?.".
Centre
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National Guideline Centre

* Manage the development of guidelines
according to NICE processes

* ~20 guidelines including
— new guidelines
— updates

* Provides technical expertise and support to
the guideline committee

NGC

National
Guideline
Centre

Technical support

— Technical team of health service
researchers:

- Guideline lead

- Project manager/ Editorial assistants
- Information scientist

- Systematic reviewers

- Health economist.
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Clinical Guideline Development

National
Guideline
Centre
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What is a guideline?

Series of statements to provide advice to healthcare
professionals and services

Health and Social care act- need to take account of
quality standards

Regulatory bodies such as CQC use as benchmark

* Courts use as benchmark

National
Guideline
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What a guideline will include...and
won’t

* Not a text book

* Not a substitute for clinical judgement

* Not cover all aspects of a clinical
condition - built around series of ‘key questions’

* Not include professional advice e.g. about good
communication

* Generally not include how to deliver a service but
what service should consist of
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* The full guideline I

e The short guideline

* NICE Pathway

* Information for the Public (IFP) e —
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Main steps...... Criteria for selection of topics

Clinical guidelines commissioned by NHS England

* NHS decide on topics *+ New guidelines from:
-The quality standard library

* NICE- processes, qua“ty assurance - Previous referrals where development has not yet commenced

* Developer technical team — expertise in project
management, information science, reviewing
literature, health economics

* Guideline committee — Chair and multidisciplinary

committee mdUdmg patlents/ca rers https://www.nice.org.uk/about/what-we-do/our-programmes/nice-
guidance/nice-guidelines/selecting-and-prioritising-guideline-and-

uality-standard-topics
National ‘National
Guideline Guideline
Centre Centre
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An existing guideline topic that has been identified as needing a
significant update by NICE's Guidance Executive

* New topics

Criteria for selection of topics Development Process . ___
J N RECOMMENDATION

* Burden of disability/disease - s
* Variation in practice H cinicol B | —
+ Cost to NHS e & —
* Existence of evidence base
* Will this guideline add value?
* Inform quality standards ] ;
One guideline ~ £400,000 to develop .

What is a scope?

« Defines the key areas that the guideline will focus on

‘ — ‘ ‘ Scoping ‘ ‘ - S oo ‘ « Defines the population to be covered
{ ! ]  Identifies the health care settings that will be covered
‘ Mo ‘ ‘ Development ‘ ‘ 8 I ‘ * Sets out in detail the aspects of for example diagnosis,
i ] ] assessment, including investigations, and clinical
‘ _— ‘ ‘ Consultation ‘ ‘ ‘;’e:i‘y:s”g:;”ig‘w‘%, ‘ management that will be reviewed
T T ] * Defines the areas that are excluded
‘ Bweeks ‘ ‘ Validation ‘ ‘ : Sﬁi‘::.“.;”,“%.i?‘i’é"ﬁi.‘;ﬁ““ * Process designed to ensure scope must be manageable
1 1 e in size and areas for inclusion must be prioritised
= Guae pepared Tor
B Publication | [EE |
NGC | NGC |
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Process of Guideline Development

* Internationally agreed process
* Development of ‘Key Clinical Questions’

* Write a protocol to search for evidence
(Population, Intervention, Comparison, Outcomes)

* Clear definition of each

* Search for evidence

* Review evidence

* Make recommendations based on evidence

NGC &=
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Population Comparison
Q14) Whatis the Adults with TENS Treatment vs. no Al cause mortality,
clinical/cost diagnosed stable treatment cardiac mortality,
effectiveness of angina Spinal cord Treatment vs. cardiovascular
specialised pain -including people  stimulation placebo mortality, @ Syr,
interventions in with diabetes, South TreatmentAvs. 10yr
patients with stable  Asians, refractory  Cognitive treatment B
angina? angina, minimal Behavioural Therapy, Frequency of angina,
coronary heart improvement in
disease and women,  Temporary or exercise tolerance
patients who have  destructive (immediate relief,
recurrence of anginal  sympathectomy, ‘symptoms over
symptoms following longer period e.g.
revascularisation Analgesics (inc 5yr, 10y7)
opioids — oral,
transdermal, Procedural morbidity
epidural, eg. @ 1m, 1yr
transthecal.),
Hospitalisation e.g.
Myocardial laser Syr, 10yr
(percutaneous or
transmyocardial) Revascularisation
rates e.g. Sy, 10y
EECP (Enhanced
external Quality of Life e.g.
counterpulsation) EQ-5D, SF-36, HAD,
' etc @ 1yr? Syr, 10y
N Acupuncture Adverse events.
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Develop a review —
question
Develop the review
protocol and review
strategy
Develop the search
strategy and search
medical databases

Sift search results (titles
+ sbmtrocts of studies] el
for those that may meet
the inclusion criteria;
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Technical tasks Committee tasks
= Project management = Agrees questions
—
= Search for evidence, abstract, = Considers the evidence
distil and synthesize
P> = Direct economic analysis
= Develop economic model
= Develops and agrees

= Draft the guideline recommendations

—_—

= Edit, check and proof read = Contributes to writing and
guideline reviews drafts and

stakeholder comments
NGC

National
Guideline
Centre
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Different types of questions and
studies

* Diagnostic

* Prognostic

* Treatment/intervention

* Information and experience

Each need different types of study
Internationally agreed ways of grading evidence

NGC =
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GRADE

Grading of Recommendations: Assessment,

Development and Evaluation.
BY OUTCOME

ericus’ fuery Ri7/7s2 [pmize [rimore [uerv  [riGh
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[2.25) from 25
frore 1
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fuery pone  [as/200  [135/200 [RR033 a2 tewer [VERY [HiGH
frerious® 225%)  [675%) (001t  per 1000 [lOW
) reom 52
fewer to
la14 mere)

LDA Conference 2016 Norma O'Flynn

LDA Conference 2016 Norma O'Flynn




Overall grading

GRADE DEFINITION

High Further research is very unlikely to change our confidence
in the quality of evidence for the outcome.

Moderate Further research is likely to have an important impact on
our confidence in the quality of evidence for the outcome
and this research may change the estimate.

Low Further research is very likely to have an important impact
on our confidence in the quality of evidence for the

l outcome and is likely to change the estimate.

Very Low Our confidence in the quality of evidence for this outcome

is very low
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Questions and Evidence

Internationally agreed ways of grading evidence

Often not get evidence of high quality
* How much weight give to lower quality evidence?

¢ |s it better to make a recommendation than not
to make a recommendation?

¢ |s it better to make a research recommendation?

NGC

National
Guideline
Centre
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Questions and evidence

* Making recommendations for whole NHS
* Increasing need to look at resource impact
* Recommendations can stifle research

* Use pathways to NIHR to set priority research
recommendations

NGC

National
Guideline
Centre
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Evidence to recommendations

* Each recommendation has its own linking evidence to
recommendations table (LETR)

— Move from evidence to recommendations in a transparent and logical
way

— Outlines how we have considered the clinical and economic evidence
and developed the recommendation

Recommendations Content
Relative values of
different outcomes
Quality of the clinical
(edit or delete the word
“clinical’ as appropriate]
evidence
Trade-off between
clinical [edit or delete
the word ‘clinical’ as
appropriatelbenefits
and harms
Trade-off between net
health effects and costs
Othar considerations
" | cene
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Recommendation

Then a g wmmm ||
miracle" !

occurs

“| think we
need
Jjust a little
more detail
right here” , \USW® . ..

NICE guidelines

* Clear process for development
* Objective standard of evidence required
* Prefer evidence to consensus

* Groups usually surprised by lack of good
quality evidence or sometimes lack of any
evidence!

* Often overturning longstanding
beliefs........uncomfortable for everyone

NGC ==
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Difficulties
* Level of available evidence

competency
But:
* Research recommendations

* NICE partnership with NIHR
* Update process

NGC

National
Guideline
Centre

* Not include issues of professionalism or

* |dentify uncertainties, lack of evidence

Confidentiality

* Committee work confidential
* Allows robust discussion between committee

* Evidence often iterative — initial thoughts may
change as analysis develops

* Need to consider cost effectiveness

National
Guideline
Centre

NGC

Declarations of interest

* Various categories — financial, personal, specific
* Protect reputation of committee members

* Protect reputation of guideline

* How would others perceive this?

* Declaration of interest will be made public

web following GC approval of minutes
— Published in guideline
— Freedom of information requests

National
Guideline
Centre

NGC

— Included in minutes after each meeting and published on

Thank you to my colleagues at NGC for
use of slides

norma.oflynn@rcplondon.ac.uk
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