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What are NICE Guidelines?

+ The National Institute for Health and Care Excellence (NICE)

provides national guidance and advice to improve health and
social care

+ NICE Guidance applies to NHS England

+ Scotland has an independent Scottish Medicines Agency
+ Wales Assembly Government accepts NICE Guidance




Different Types of NICE Guidance

+ NICE Technology Appraisal Guidance

+ Recommendations on the use of new and existing medicines
and treatments within the NHS

+ These can be:
+ Medicines
Medical Devices
Diagnostic techniques
Surgical procedures

Health promotion activities




Different Types of NICE Guidance

Clinical Guidelines
+ Care for people with specific conditions
<+ Prevention, Diagnosis, Treatment, Longer term management

Public Health Guidelines
+ Interventions to prevent disease and improve health

Social Care Guidelines
Medicines Practice Guidelines
Safe Staffing Guidelines

NICE Interventional Procedure Guidance




Different Types of NICE Guidance

4+ Clinical Guidelines

+ Melanoma assessment and management guidelines
+ 29 July 2015

+ Single Technology Appraisals

+ Melanoma drug treatments




NICE Melanoma Assessment and
Management Guidelines, July 2015

+ British Association of Dermatology

+ Revised Guidelines for the Management of Cutaneous
Melanoma 2010

+ Predate new systemic therapies

+ No pre-existing NICE Melanoma Management Guidelines
+ Aim to reduce variation in practice and improve survival
+ Intended for healthcare professionals & patients

+ Not mandatory, but are used to develop national Quality
Standards, which offer guidance for commissioning of services




NICE Melanoma Assessment and
Management Guidelines, July 2015

+ Addresses areas where there is uncertainty or variation in
practice

+ Assessing and staging melanoma, including use of SLNB
+ Treating stages 0-4 melanoma
+ Treating in-transit melanoma metastases

+ Follow-up after treatment for melanoma

+ Advice on managing Vitamin D levels and drug therapy for
intercurrent conditions in people diagnosed with melanoma




NICE Melanoma Guidelines:
Practice Change —Vitamin D

+ Measure vitamin D levels at diagnosis in all people with
melanoma

+ Give people with suboptimal vitamin D levels
supplementation




NICE Melanoma Guidelines:
Practice Change - SLNB

+ Consider sentinel lymph node biopsy (SLNB) as a staging
procedure in people with stage IB — [IC melanoma with a
Breslow thickness of >xmm

+ Consider completion lymphadenectomy for people whose
sentinel lymph node biopsy shows micro-metastases




NICE Melanoma Guidelines:
Practice Change — surveillance scanning

+ Consider surveillance imaging as part of follow-up for people
who have had stage IIC melanoma with SLNB or stage Il
melanoma and who become eligible for systemic therapy as
a result of early detection of metastatic disease:

+ imaging 6 monthly for 3 years




NICE Melanoma Guidelines:
Practice change — gene mutation testing

+ If targeted systemic therapy is an option, offer genetic
testing

+ NICE Guidelines did not evaluate new immunotherapy and
targeted therapies, as they are subject to NICE Technology
Appraisals




NICE Melanoma Guidelines:
Practice Change —inclusion of ECT

+ Consider the following options as non-surgical treatment for
In-transit metastases

+ Systemic therapy
Isolated limb infusion
Isolated limb perfusion
Radiotherapy
Electrochemotherapy (ECT)
CO2 laser

Imiquimod




Quality Standards - What are They?

Quality Standards are generated following NICE Guidance

They set out the priority areas for quality improvement in health
and social care

Quality Standards are not mandatory, but they can be used to plan
and deliver services to provide the best possible care

Each standard provides
+ A set of statements to help improve quality

+ 3 dimensions of quality: safety, patient experience and clinical
effectiveness

+ Information on how to measure progress




Management Guidelines for Non-
cutaneous Melanoma

4+ NICE Melanoma Guidelines covered cutaneous melanoma
only

+ Uveal Melanoma National Guidelines, January 2015
+ Supported by Melanoma Focus

+ http://melanomafocus.com/wp-content/uploads/2015/01/Uveal-

Melanoma-National-Guidelines-Full-vs.3.pdf
+ Endorsed by NICE

+ Mucosal Melanoma Guidelines in Development
+ Supported by Melanoma Focus



http://melanomafocus.com/wp-content/uploads/2015/01/Uveal-Melanoma-National-Guidelines-Full-v5.3.pdf

Different Types of NICE Guidance

+ Clinical Guidelines
+ Melanoma assessment and management guidelines

+ 29 July 2015

+ Single Technology Appraisals
+ Melanoma drug treatments




NICE Technology Appraisals

Single Technology Appraisal (STA)

+ Usually new pharmaceutical products or new indications of existing
licensed products

+ Aim to produce guidance soon after the technology is introduced in
the UK

Multiple Technology Appraisal (MTA)
+ Assesses several drugs or treatments used for 1 condition

Fast Track Appraisal (FTA) — new since 1 April 2017
+ Fortechnologies that offer exceptional value for money

+ NHS England/commissioners will provide funding within 30 days of
guidance publication (compared with standard go days)




NICE Technology Appraisals

4+ Recommendations are based on:

4+ Clinical Evidence

4+ How well the medicine works

+ Economic Evidence

4+ How well the medicine works in relation to how much it costs
the NHS

+ Does it represent value for money?




NICE Technology Appraisal Process




NICE Technology Appraisal Process




New Drug Treatments for Advanced
Melanoma

Immunotherapeutics

and Nivolumab

Ipilimumab lPembe'izumab JL NIVO + IPI




Translating NICE Guidance into Clinical
Practice

NICE approvals are based on the Manufacturer Licensed Indication
(‘Marketing Authorisation’)

Commissioners are required to provide funding for a positive STA
within go days of publication

Since December 2016, clinicians must apply to prescribe all new
high cost drugs via the national BlueTeq on-line registration system
which was previously confined to CDF-listed drugs

Health Warning: BlueTeq criteria may well restrict patient access

+ Melanoma Working Group established to negotiate access criteria
with NHS England




Why Clinical Trials?

Clinical trials provide the evidence that justifies change in practice

A drug treatment found to be effective in clinical trials will be given
a license for use

NICE will only review licensed drugs and the clinical trial evidence
will inform NICE guidance

Clinical trials offer patients a route to early access of state-of-the-
art treatments

Not everyone taking part in a clinical trial directly benefits from
doing so, but everyone taking part in a clinical trial directly
contributes to helping future patients




Vemurafenib: the first effective treatment for BRAF mutant
metastatic melanoma showed activity in the very first patients

treated

The NEW ENGLAND
JOURNAL of MEDICINE

BLISHED IN 1812 AUGUST 26, 2010 VOL. 363 NO.9

Inhibition of Mutated, Activated BRAF in Metastatic Melan

Keith T. Flaherty, M.D., Igor Puzanov, M.D., Kevin B. Kim, M.D., Antoni Ribas, M.D.,
Grant A. McArthur, M.B., B.S., Ph.D., Jeffrey A. Sosman, M.D., Peter J. O’'Dwyer, M.D., Richard J. Lee, M.D.,
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Hazard ratio, 0.26; 95% CI, 0,20 to 0.33;
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Immune checkpoint inhibitors tested in clinical trials have
improved survival of metastatic melanoma patients
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New Drug Treatments for Advanced
Melanoma

Immunotherapeutics

and Nivolumab

Ipilimumab lPembe'izumab JL NIVO + IPI




New Drug Treatments for Advanced
Melanoma

Immunotherapeutics

Ipilimumab ][ Pembrolizumab

and Nivolumab

Life expectancy
6-12 months

Average
Life expectancy
3 years
30% long term
remissions




Year 2000:

for every 100 patients diagnosed  +jia
with cancer in the UK, 4 entered a ‘;" |

well-designed peer-reviewed
clinical study




Year 2014:

for every 100 patients diagnosed  3jis
with cancer in the UK, 20 entered ‘;" |

a well-designed peer-reviewed
clinical study




National Infrastructure for Development and
Delivery of Cancer Clinical Trials
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NCRI Skin Cancer Clinical Studies Group

+ Membership:

-+

Oncologists
Dermatologists
Surgeon
Pathologist
Statistitician
GP

Patient reps x 2

Types of Trials:
* Commercial sponsored
* Non-commercial/academic/lIT

Interventional
* Drugs, radiotherapy, surgery
Non-interventional

Phase 1,2,3

Screening
Prevention
Early Diagnosis
Treatment




How CanYOU Get Involved?

+ Access to clinical trials
+ Clinical Trials Gateway
+ https://www.ukctg.nihr.ac.uk



https://www.ukctg.nihr.ac.uk
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How CanYOU Get Involved?

+ Access to clinical trials
+ Clinical Trials Gateway
+ https://www.ukctg.nihr.ac.uk

+ NCRI Portfolio Maps
+ https://csg.ncri.org.uk/homepage/portfolio-maps/



https://www.ukctg.nihr.ac.uk
https://csg.ncri.org.uk/homepage/portfolio-maps/
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How CanYOU Get Involved?

+ Access to clinical trials
+ Clinical Trials Gateway
+ https://www.ukctg.nihr.ac.uk
+ NCRI Portfolio Maps
+ https://csg.ncri.org.uk/homepage/portfolio-maps/

+ Patient representatives needed
+ NCRIClinical Studies Groups
+ Local Research Networks




Psychosocial &
Survivorship

Breast

Bl’ain cancer Lung
“umours CSG Cancer ad €
Palliative & Head & 56 CSG ypper G

Supportive Necl< Cancer

CSC

Sarcoma
C~SG Colorectal
Cancer
Skin e
cancer Kidney
: == Cancer
Primary ~
Care Lymphoma Bladder
CS(C y cancer
Haematol. Testis
CcSsre ancer
Gynae : , _Prostate ~
C Children’s . E
ancer, ancer
Teenage & CSG CEMEET & CSG

Leukaemia

Young Adult ‘ '







