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Parliamentary and Stakeholder [nvestigation
Ipilimumab = evidence to NICE

PARLIAMENTARY AND STAKEHOLDER INVESTIGATION
Called by Pauline Latham OBE MP

Treatment of advanced melanoma
NICE’s preliminary negative guidance on Ipilimumab (Yervoy)

Report of meeting held in Parliament on 8 November 2011

On Tuesday 8 November 2011 Pauline Latham MP held a high profile stakeholder investigation in Parliament to
enable patients, carers, clinicians and Parliamentarians to vocalise their concerns about the negative preliminary
guidance by the National Institute for Health and Clinical Excellence (NICE) on Ipilimumab for previously treated
advanced (unresectable or metastatic) malignant melanoma. Attendees at the meeting discussed the clinical
effectiveness of Ipilimumab (Yervoy) and considered arguments about innovations in healthcare.

This dossier documents the background to the meeting and why this issue is important, as well as the key themes
of debate and proceedings of the meeting. The report will be submitted to NICE as evidence in response to the
Appraisal Consultation Document. It is anticipated that this evidence will be considered ahead of the NICE
Technology Appraisal Committee meeting on 16 November 2011,

Contributers:
Paullne. Latham, Conservative MP for Mid Derbyshire
. ounder and Trustee, Skcin
_ ‘Clinical Oncologist, St James' University Hospital, Leeds
- "R \clanoma patient representative
- R . melanoma patient representative
B - melanoma patient
WS melanoma patient
S melanoma patient
SN - melanoma patient representative

Gill Nuttall, Founder, Factor50
Charlotte Fionda — on behalf of the British Association of Skin Cancer Specialist Nurses

John Glen MP, Conservative MP for Salisbury
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Treatment of advanced melanoma
'NICE’s preliminary negative guidance on Ipilimumab (Yervoy)

About skin cancer and melanoma: skin cancer is the most common cancer in the UK and
can be divided into two main types: non-melanoma skin cancer and melanoma skin cancer (often referred to as
malignant melanoma). Non-melanoma skin cancer is almost eight times as common as malignant melanoma’. Skin
cancer is relatively common and affects about 100,000 L )

people in the UK each year. In most cases it is detected | “Patients with in-transit metastases have a

early and is not life-threatening. Melanoma is less | Ppoor prognosis, with a 5-year survival rate of
common but much more serious. Each year, over 2,000 only 25%. Treatment for many patients is

people in the UK die from melanoma. therefore essentially palliative.”

Melanoma is a very aggressive disease and the average | NICE Cancer service guidance CSGSTIM
survival time for advanced melanoma is just six to nine
months,

Risk factors for melanoma: uaviolet light is the main risk factor for melanoma. Ultraviolet light
comes from the sun or sunbeds. Some people are more at risk of getting melanoma than others. Risk factors
related to sun exposure include: a high number of moles; being very fair skinned; sunburn (this includes being
sunburnt as a child); where you were born — fair skinned people born in a hot country, such as Australia or Israel,
have a higher risk of melanoma throughout their life; sun exposure — on holiday, as well as sitting in the sun,
sunbathing and using sunbeds (particularly before the age of 35). Other risk factors include a family history of
melanoma or a weakened immune system.

Incidence of melanoma: There has been a marked increase in the incidence of advanced
melanoma in the UK over the past few decades, yet the outlook for patients with this aggressive disease has been
poor, with no major advances in treatment.

One of the most tragic aspects of advanced melanoma is that it

“The incidence of melanoma is : ; i
¢ : disproportionally affects younger people relative to other cancers. More
set to rise by 52% in both men than one third of all cases of melanoma occur in people under the age
and women by 2030. of 55, and in the UK it is the second most common cancer in the 15-34
- age group. Each year over 2,000 people in the UK die from melanoma,
British Journal of Cancer, 2011 and this figure is set to rise. Worryingly a study published (October

2011) in the British Journal of Cancer, Cancer in the United Kingdom:
Projections to the year 2030, claims that although overall cancer rates are projected to be stable over the next 20
years, melanoma incidence is set to rise by 52% in both men and women by 2030. The study predicts the disease
will become the fourth most common cancer in men and the fifth most common in women over this period.

Current treatment OptIOI’IS: There have been no major advances in treatment for advanced
melanoma for over three decades. For those patients who could qualify for Ipilimumab, the current treatment
available to them is a chemotherapy called Dacarbazine which was
first licensed in the 1970s. /'q am not particularly unique, m\
my journey almost all of the
The new choice of treatment for people with advanced melanoma patients | have met are family
should be welcomed, but on 14 October 2011, NICE released its people, under 60 and with very
negative guidance for Ipilimumab — the first treatment for this group good jobs and a special outlook
of patients licensed for over thirty years. The recommendation that it on life and the community.”

not be approved was made on the grounds of cost.

Melanoma patient /

" Cancer Research UK: Skin cancer — UK incidence statistics,
http://info.cancerresearchuk.org/cancerstats/types/skin/incidence/#source6 (accessed March 2011)
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Following this decision there was dismay from clinicians, patients and professional groups who believe that the
approval of Ipilimumab would be a significant addition to the limited treatment options currently available for

clinicians to prescribe.

This meeting was therefore called in order to gather expert evidence and opinion on the use of Ipilimumab, its cost,
efficacy, safety and what it would mean to clinicians, their patients and carers if this drug was to be made available.
This report will be distributed to NICE ahead of its second Appraisal Committee meeting.

Concern over NICE’s decision: Since the draft guidance was issued by NICE, the patient
group Factor0 and the skin cancer charity Skcin (The Karen Clifford Skin Cancer Charity) have received calls,
emails and letters from patients, carers and clinicians wishing to protest against NICE'’s preliminary decision. The
vast majority of the concern focuses on:

¢ Unmet need

e Rising incidence

» The importance of being able to access a wide range of effective treatment options.

Some of the comments received by Factor50 and Skcin included:
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We have also witnessed the publication of an open letter to the Prime Minister by 14 leading clinicians as well as
coverage in the press.

This backlash and outcry was the very reason that the Parliamentary and Stakeholder Investigation was called — to
allow patients, clinicians and professional associations to have a voice and debate this draft negative guidance.

Parliamentary and Stakeholder Investigation Meeting

Summary of stakeholder comments:

Efficacy

The efficacy of Ipilimumab was raised on a number of occasions. Patients and patient representatives gave
examples of case studies where patients had received Ipilimumab and were still alive a number of years later.
Attendees also discussed the social value placed on those lives and the ability to continue with work and engage in
family life after the successful use of Ipilimumab. :




