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20.

NHS GREATER GLASGOW AND CLYDE

Minutes of a Meeting of the
Area Drugs and Therapeutics Committee
held in the Board Room
J B Russell House
Gartnavel Royal Hospital
on Monday, 8 April 2013 at 2.00 p.m.

PRESENT

Dr J Gravil (in the Chair)

Mrs A Campbell Dr J MacKenzie

Mr R Foot Dr G McKay

Dr R J Hardman Dr P Moultrie

Ms L Hillan Dr G Simpson

Dr S Hood Mrs A Thompson
Mrs J Watt

IN ATTENDANCE

Mrs E Watt .. Secretariat

CHAIR’S STATEMENT

Dr Gravil reminded Members that papers and proceedings relating to SMC advice were, in some
cases, confidential and should not be disclosed before the relevant embargo dates stated in the
agenda.

She also reminded Members that they should make relevant declarations of interest in line with
Board policy as agenda items arose.

Members were advised not to speak with members of the press on ADTC business but to refer
such enquiries to the Board press liaison office.

APOLOGIES AND WELCOME

Apologies for absence were intimated on behalf of Dr A Bowman, Professor S Bryson,
Dr J Burns, Mrs J Camp, Dr G Forrest, Dr J Larkin, Dr G J A Macphee, Dr C E McKean,
Mrs M Ryan, Dr A Seaton and Dr A Taylor.

The Chair welcomed Dr Stuart Hood, Joint Chair of the Formulary and New Drugs
Sub-Committee, to his first meeting of the Committee.

ACTION BY





21.

22.

23.

AREA DRUGS & THERAPEUTICS COMMITTEE : 08 APRIL 2013
ACTION BY
MEMBERSHIP
The Chair gave an update on the membership of the Committee. A number of Acute Care and
GP representatives term of office expired on 31 March 2013. These members were all eligible

for re-election.

The Secretary wrote to the LMC with regard to GP representation and to individual Acute
members to see if they wished to be re-elected.

Dr Hopkinson and Dr Smart (Acute Care) and Dr Moultrie (GP) had indicated that they did not
wish to be re-elected for a further term. This was due to other work commitments.

The undernoted would be re-elected for a further term from 1 April 2013 — 31 March 2016.
LMC Acute

Dr Gordon Forrest Dr Adam Bowman

Dr Alastair Taylor Dr Jennifer Burns

Dr J MacKenzie Dr John Larkin

Dr Alan Petrie (New Member)

The Chair advised that replacements for the Acute Care members would be sought. Chair

NOTED

MINUTES

The Minutes of the meeting of the Area Drugs and Therapeutics Committee held on 18 February
2013 [ADTC(M) 13/01] were approved as a correct record.

NOTED

MATTERS ARISING

(@) Annual Declaration of Interest

The Chair advised that there had been a good response to the returns of the Annual
Declaration of Interest form. Any Member still to return their form should send this to the Members
Secretary. Members who require the form re-sent should contact the Secretary directly.

NOTED
(b) Souvenaid®

At the last meeting of the Committee Dr Taylor had raised the issue of a drug company
promoting the use of Souvenaid® which was non-Formulary. The NHS Board Code of
Conduct for Staff outlined that there should be no promotion of medicines or other clinical
products not on the Formulary. It had been noted that this was a nutritional supplement and
not a medicine.

The Chair advised that enquiries had been made and as this was an evening meeting
outwith NHS premises the Board had little influence over these activities.

The ADTC are now aware of this and the non-Formulary status will be highlighted in
PostScript. No further action was required.

NOTED
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FORMULARY AND NEW DRUGS SUB-COMMITTEE

(1) SMC Evaluations / NICE/QIS Guidance

Dr Hood gave a brief resume of the SMC reviews, and the Formulary and New Drugs
Sub-Committee’s recommendations. These had been divided into sections for ease of
understanding as outlined in the Appendix to this Minute.

Members were asked to consider and, if appropriate, ratify decisions by the
Sub-Committee. Recommendations made by the Committee are summarised in an
Appendix to these Minutes and would be further publicised in PostScript and in the
Formulary update available on the GGC Prescribing website and StaffNet.

Members were asked to declare any interests specific or non-specific, personal or
non-personal, on any of the drugs being discussed on an individual basis.

Six interests were declared, all of which were personal, non-specific.

The following was highlighted:-

>  Rivaroxaban 15mg and 20mg film-coated tablets (Xarelto®) [852/13] [Treatment of
pulmonary embolism (PE) and prevention of recurrent deep vein thrombosis
(DVT) and PE in adults]

The SMC decision was “Accepted for use within NHS Scotland”.

This had previously been added to the Formulary for the treatment of DVT and all the
paperwork used for that, in terms of communication to GPs has been amended to
include this additional indication. It was noted that the DVT protocol was on the
guideline repository on StaffNet and the amended guideline to also cover PE would
be available soon.

>  Ulipristal acetate, 5mg, tablet (Esmya®) [834/13] [Indication: Pre-operative
treatment of moderate to severe symptoms of uterine fibroids in adult women of
reproductive age. The duration of treatment is limited to three months]

The SMC decision was “Accepted for use in NHS Scotland”.

A decision on this medicine had been deferred at the last meeting as feedback
indicated a lack of support from clinicians but further responses were anticipated.

An update had been received from the Clinical Director that does not support addition
of this product to the Formulary.

The Formulary and New Drugs recommendation was therefore not to include this
medicine for the indication in question to the GGC Total Formulary.
>  Infliximab 100mg powder for concentrate for solution for infusion (Remicade®)
[854/13] [Treatment of severely active ulcerative colitis in children and adolescents
aged 6 to 17 years who have had an inadequate response to conventional therapy
including corticosteroids and 6-mercaptopurine or azathioprine, or who are
intolerant to or have medical contraindications for such therapies]

The SMC decision was “Accepted for restricted use within NHS Scotland”.

It was highlighted that specialists have noted the need to discuss the definition of
“rescue” and determine exit strategies and the ADTC endorsed the need for these
clarifications.

ACTION BY
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DECIDED:

That recommendations made by the Formulary and New Drugs Sub-Committee at their
meeting on 25 March 2013 be ratified by the Committee.

Appeals

Liquid paraffin 11% cream (Zerobase®)
Light liquid paraffin 12.6% cream (Zerocream®)
Liquid paraffin 40% ointment (Zeroderm®)

Mr Foot advised that the above appeals for emollient preparations had been received from
Ms M-A McLean, Prescribing Adviser, PPSU. Ms McLean had no interests to declare.

The important points highlighted by the appellant and the Formulary Team for each appeal
were highlighted in the agenda papers.

Mr Foot advised that these emollient preparations were similar to others which were
already on the Formulary but lower cost. The Sub-Committee had recommended to retain
the existing similar preparations on the Formulary but use the primary care ScriptSwitch
system to identify the preferred product to support potential savings.

The Sub-Committee’s recommendation was that these appeals should be upheld as
follows:-

>  Liquid paraffin 11% cream (Zerobase®) [Include in the Preferred List for the
indication in question].

»  Light liquid paraffin 12.6% cream (Zerocream®) [Include in the Total Formulary for
the indication in question].

»  Liquid paraffin 40% ointment (Zeroderm®) [Include in the Preferred List for the
indication in question].

The Sub-Committee asked whether this type of appeal could be dealt with more
efficiently through general housekeeping. The Committee agreed to this but outlined that
the process should be made clear.

Mr Foot agreed to bring a paper on an amendment to the Formulary process to the next
meeting of the Committee.

DECIDED:

1.  That the Committee ratify the Formulary and New Drugs recommendation to uphold
the above three appeals. Mr Foot would update the Dermatology Service of this
decision.

2. That aresponse be sent to the appellant outlining the Committee’s decision.

Housekeeping

(@) Psoriderm® Cream (Dermal)

Mr Foot advised Alphosyl HC® (allantoin/coal tar/hydrocortisone) had been
withdrawn from the market which removed the only Preferred List tar treatment for
psoriasis from the GGC Formulary. A Consultant Dermatologist had suggested
Psoriderm® cream as an alternative.

The Formulary and New Drugs recommendation was that Psoriderm® be included in
the Preferred List.

ACTION BY

Mr R Foot

Mr R Foot

Chair
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DECIDED:
That the Committee ratify the Sub-Committee’s recommendation above.
(b)  Imiquimod cream (Aldara®) [The treatment of clinically typical, nonhyperkeratotic,

nonhypertrophic actinic keratosis on the face or scalp in immunocompetent adult
patients]

Mr Foot advised that the above preparation was currently specialist use only for this
indication whereas other indications for the same preparation are specialist initiation.

The Sub-Committee recommended that Imiquimod cream (Aldara®) be changed to
specialist initiation to allow a more suitable Formulary position considering the other
therapeutic options available.

DECIDED:

That the Committee ratified the Sub-Committee’s recommendation above.

SAFER USE OF MEDICINES SUB-COMMITTEE

Six Monthly Report

Dr McKay gave an overview of the work which had been carried out by the Safer Use of
Medicines (SUM) Sub-Committee. A paper had been presented which outlined information on
the electronic Medicines Reconciliation Form (eMR), SUM risk register and priorities for
2013/14, national review of ADTC structures, functions and reporting arrangements and
prescription chart use.

The following was highlighted:-

»  The Sub-Committee had discussed the challenges associated with the roll out of various
e-systems: Trakcare and electronic medicines reconciliation form.

»  The risk register is being used to record priorities and actions, with a focus on the following
topics: medicines reconciliation on admission and discharge; accuracy of the prescription
chart; missed doses as part of work to improve the quality of medicines administration; and
high risk medicines.

»  The risk register will be shared with Directorates/Partnerships/CHPs and updates outlining
progress will form the basis of regular reports to the Board’s Clinical Governance
Committees.

The Chair advised that a national group were looking at prescription charts. An audit tool had
been developed.

A discussion ensued regarding the prescription chart, the importance of accuracy and the
respective responsibilities on the wards. It was noted that there were opportunities to raise issues
(eg identify patterns of errors) through the Clinical Governance structure. A prescription chart
audit had been undertaken on two separate sites and the results will be discussed at the next
Sub-Committee meeting. Dr McKay advised that a pilot of national prescribing exam for
trainees was welcomed - this gave an understanding on the detail and content of the prescription
chart to junior doctors.

The Chair outlined that a lot of good work was ongoing by the Sub-Committee.

NOTED

ACTION BY
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THERAPEUTICS SUB-COMMITTEE

Six Monthly Report

The Committee was asked to review the work of the Sub-Committee during the last six months.
A paper had been attached with the agenda papers which outlined information on the process,
wound dressings, urinary catheter Formulary, non-medical prescribers, non-medical lead groups
and PGD group.

Also attached with the agenda papers were guidelines on oral nutritional supplements, nutritional
assessment re feeding and prescribing guideline for enteral feeding in the community. These
guidelines were approved by the Oral Nutritional Sub-Committee, the Therapeutics
Sub-Committee, and the Primary Care PMG.

The following was of note/interest:-

»  The workplan for various Formularies have been developed; this was useful where
variation in practice and cost effectiveness can be addressed with Formulary guidance.

»  Two non-medical prescriber conferences had been held in the last six months including one
covering “mindful prescribing”.

» A PGD audit tool was now in place to support and streamline the review process.

NOTED

PRESCRIBING INTERFACE SUB-COMMITTEE

Dr Hardman advised that the above was a new Sub-Committee of the ADTC which had been
established to manage processes to ensure that interface prescribing agreements are standardised
and to review, approve and collate Shared Care Protocols. The membership had representation
from GPs, the LMC, Lead Interface Pharmacist, CHPs, Formulary and Acute Specialist
Pharmacists and a Clinical Director.

The first meeting of the Sub-Committee was held on 22 January 2013 whereby the Terms of
Reference were approved — a copy of these was attached with the agenda papers. The
Sub-Committee had the authority from ADTC to approve SCPs, and they would report to ADTC
on a six monthly basis as agreed for all Sub-Committees.

The SCPs considered at that meeting were melatonin (sleep aid for children) and several
medicines for the treatment of hepatitis B (adefovir, tenofovir, entecavir and lamivudine). The
Sub-Committee had also recently considered a SCP for ticagrelor.

Dr Moultrie advised that the GP Sub-Committee of the LMC had recently set up a group to look
at primary /secondary care interface workload issues. There had been some discussion at LMC
around this group and the remit of the Prescribing Interface group. There would be further
discussions at the next GP Sub-Committee meeting on 15 April when the SCPs for hepatitis B
medicines and ticagrelor would also be discussed. Dr Hardman advised that the LMC will be
consulted on the shared care protocols considered by the ADTC Sub-Committee once they have
successfully completed the initial Prescribing Interface group processes.

NOTED

PRESCRIBING MANAGEMENT GROUP - KEY POINTS OF THE MEETING HELD
ON 19 FEBRUARY 2013

Mrs Campbell gave an update of the key points for the above meeting. This included
information on the following:-

»  Ticagrelor for ACS
»  Proposed revisions to risk threshold for primary prevention of CVD
»  PMG Finance Report

ACTION BY
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»  Horizon Scanning 2013/14

»  Prescribing in General Practice in Scotland: Audit Scot Report (January 13)

»  NHSGGC / Pharmaceutical Industry Partnership Group [This would be on the agenda for
the next meeting].

NOTED

POLYPHARMACY SUB-COMMITTEE

A paper was presented which gave an update on the work and ongoing actions undertaken by the
Polypharmacy Sub-Committee.

Approximately 350 polypharmacy medication reviews were undertaken by GPs and pharmacists
for the SGHD priority cohort during the LES pilot activity. Initial examination demonstrated
that on average 1.7 drugs were stopped/decreased in every patient reviewed (2.1
stopped/decreased and 0.4 started/increased) and that 31% of drugs stopped were in high risk
BNF sections.

The Polypharmacy LES aims to promote safe, effective, evidence based use of medicines in
patients considered most at risk of adverse effect. The objectives of this were highlighted in the

paper.

Dr Hardman advised that 95% of practices have signed up for the LES. He outlined that the LES
template was coded for stopping and starting medication and also allowed free text. It was
pointed out that the Acute service who use the ECS system would only be able to see the last
entry which had been made to a patient’s record.

Dr MacKenzie advised that GPs would be moving to a new system entitled “Key Information
Summary” which would allow the acute sector to see the whole patient record. He advised that

there was a summary sheet for this and it was agreed that this would be included with the agenda
papers for the next meeting of the Committee.

NOTED

ANTIMICROBIAL UTILISATION SUB-COMMITTEE

Attached for information was the Minutes of the meeting of the Antimicrobial Utilisation
Sub-Committee minutes of 6 February 2013.

NOTED

COMMUNICATIONS SUB-COMMITTEE

PostScript 74

Issue 74 (March 2013) was attached with the agenda papers for information. This edition
included articles on Abiraterone: new treatment for advance prostate cancer, safety: use of
LHRH analolgues in prostate cancer; kid’s corner: codeine based analgesia, ADTC decisions,
new drugs: apixaban, dapagliflozin, ivacaftor, temocillin;, new clinical guidelines and PostScript
Extra: oral NSAIDs.

Mrs Thompson advised that she was linking with paediatrics directorate for articles which would
highlight issues re Paediatrics Formulary.

Suggestions for future articles for PostScript would be welcomed.

It was noted that Mrs Thompson and Mrs Watt scan the MHRA website for any medicines safety
signals that should be communicated to prescribers in the next edition of PostScript.

ACTION BY

Dr J MacKenzie/
Secretary
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A Member asked if a reminder could be put in PostScript re the dosage change for children for
paracetamol. This was agreed.

NOTED

ANY OTHER BUSINESS

Clinical Trials on Medicines

A GP asked the Committee for clarification on whether a patient who had agreed to take part in a
clinical trial for a medicine would be entitled to receive the medicine (which was not on the
Formulary or had been reviewed by SMC) after the trial had been completed.

Mrs Watt advised that the there are patient information leaflets for all approved clinical trials
which outline that the patient should not expect to continue to receive the medicine after the trial
is over.

It was pointed out that companies carrying out clinical trials would have to apply to the Local
Ethics Committee for approval before the trial started.

NOTED

DATE OF NEXT MEETING

The next meeting of the Area Drugs and Therapeutics Committee would be held on Monday,
10 June 2013 at 2.00 p.m. in Board Room, J B Russell House, Gartnavel Royal Hospital,
1055 Great Western Road, Glasgow G12.

ACTION BY

Mrs A Thompson
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Greater Glasgow and Clyde Area Drug and Therapeutics Committee
Formulary and New Drugs Sub-Committee

NEW DRUG RECOMMENDATIONS

APRIL 2013

NHS
—

Greater Glasgow
and Clyde

Section 1: Medicines accepted by SMC - Included in Formulary (Major changes)

Medicine name:

Reason for
consideration:

Ingenol mebutate gel (Picato®)

Leo Laboratories New medicine

Indication under
review:

Cutaneous treatment of non-hyperkeratotic, non-hypertrophic actinic keratosis in adults.

SMC/ HIS reference:  SMC 851/13 [Full Submission]
Summary of advice:  Accepted for use in NHS Scotland
SMC/HIS restriction  In four randomised, double-blind, phase IlI studies, a significantly greater proportion of adults with actinic keratosis
and comments: (AK) achieved complete clearance when treated with ingenol mebutate gel compared with vehicle control
FND - Included in the GGC Total Formulary for the indication in question. /
recommendation:
ADTC Decision
08/04/13 AGREED
- - - e
Medicine name: Tegafur / gimeracil / oteracil hard capsules (Teysuno®) Reason fo_r ~ New medicine (combination)
Nordic Pharma Ltd consideration:

Indication under
review:

in adults for the treatment of advanced gastric cancer when given in combination with cisplatin.

SMC/ HIS reference:  SMC 802/12 [Full Submission] [Deferred Decision]

Summary of advice:  Accepted for restricted use in NHS Scotland
SMC restriction: tegafur/gimeracil/oteracil is restricted to use in patients with advanced gastric cancer who are
unsuitable for an anthracycline, fluorouracil and platinum triplet first-line regimen.

SMC/HIS restriction

and comments:

In a multicentre, randomised, open-label clinical study in adult patients with advanced gastric cancer,
tegafur/gimeracil/oteracil in combination with cisplatin was non-inferior to an intravenous fluoropyrimidine plus
cisplatin with respect to overall survival.

FND © Included in the GGC Total Formulary for the indication in question. /R
recommendation:; Restricted to specialist use only in accordance with regional protocol.

ADTC Decision

08/04/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]

Page 1 of 9

Specialist initiation only
Specialist use only

x Not included on Formulary






Section 2: Medicines accepted by SMC - Included in Formulary (Minor changes)

Medicine name:

Abatacept infusion (Orencia®) Reason for

Bristol Myers Squibb Pharmaceuticals Ltd consideration; New indication

Indication under
review:

In combination with methotrexate, for the treatment of moderate to severe active rheumatoid arthritis in
adult patients who responded inadequately to previous therapy with one or more disease-modifying anti-
rheumatic drugs including methotrexate or a TNF-alpha inhibitor.

SMC/ HIS reference:  SMC 719/11 [Resubmission]
Summary of advice:  Accepted for restricted use in NHS Scotland
SMC restriction: abatacept is restricted for use in patients with active rheumatoid arthritis as measured by disease
activity score (DAS28) greater than 5.1 confirmed on at least two occasions, 1 month apart.
In combination with methotrexate, abatacept reduced the progression of joint damage and improved physical
SMC/HIS restriction  function more than placebo in patients with moderate to severe rheumatoid arthritis who responded inadequately to

and comments:

previous therapy with methotrexate alone.

This SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that improves the cost-
effectiveness of abatacept. This SMC advice is contingent upon the continuing availability of the patient access
scheme or a list price that is equivalent or lower.

© Included in the GGC Total Formulary for the indication in question.

FND Restricted to specialist use in patients with active rheumatoid arthritis as measured by / R
recommendation:; disease activity score (DAS28) greater than 5.1 confirmed on at least two occasions,
1 month apart.
ADTC Decision
08/04/13 AGREED
. , Adalimumab injection (Humira®) Reason for Lo
Medicine name: AbbVie Lid consideration: New indication

Indication under
review:

Treatment of adults with severe axial spondyloarthritis without radiographic evidence of ankylosing
spondylitis but with objective signs of inflammation by elevated C-reactive protein (CRP) and/or magnetic
resonance imaging (MRI), who have had an inadequate response to, or are intolerant to nonsteroidal anti-
inflammatory drugs (NSAIDs).

SMC/ HIS reference:  SMC 858/13 [Full Submission]
Summary of advice:  Accepted for use in NHS Scotland

Adalimumab, compared to placebo, improves symptoms of severe axial spondyloarthritis without radiographic
SMC/HIS restriction evidence of ankylosing spondylitis in adults.

and comments:

Adalimumab should be prescribed in accordance with Assessment in Spondyloarthritis International Society (ASAS)
guidance.

FND © Included in the GGC Total Formulary for the indication in question. /R
recommendation: To be used in accordance with ASAS guidance
ADTC Decision
08/04/13 AGREED
Medicine name: Bimatoprost single-dose eye drops (Lumigan UD®) Reaspn for _ New presentation
Allergan Ltd consideration:;

Indication under
review:

Reduction of elevated intraocular pressure in chronic open-angle glaucoma and ocular hypertension in
adults (as monotherapy or as adjunctive therapy to beta-blockers).

SMC/ HIS reference:

SMC 839/13 [Abbreviated Submission]

Summary of advice:

Accepted for restricted use in NHS Scotland

SMC/HIS restriction
and comments:

SMC restriction: to use in patients who have proven sensitivity to the preservative benzalkonium chloride.

SMC has previously accepted preserved bimatoprost eye-drops for use in NHS Scotland. This preparation is
substantially more expensive than the equivalent multi-dose eye drop preparation with preservative.

Included in the GGC Total Formulary for the indication in question.

FND - Restricted to use only in patients who have proven sensitivity to the preservative / R
recommendation: : X
benzalkonium chloride.
ADTC Decision
08/04/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]

Page 2 of 9

Specialist initiation only
Specialist use only

x Not included on Formulary






Medicine name:

Darunavir oral suspension (Prezista®) Reason for

Janssen-Cilag Ltd consideration: New formulation

Indication under
review:

Co-administered with low dose ritonavir in combination with other antiretroviral medicinal products for the
treatment of human immunodeficiency virus (HIV-1) infection in adult patients as well as antiretroviral
therapy (ART)-experienced paediatric patients from the age of 3 years and at least 15 kg body weight.

SMC/ HIS reference:  SMC 861/13 [Abbreviated Submission]
Summary of advice:  Accepted for restricted use in NHS Scotland

SMC restriction: to be prescribed for patients <18 years under the supervision of specialists in paediatric HIV.
SMC/HIS restriction ~ Darunavir is listed in the British National Formulary for Children for the treatment of HIV resistant to other protease

and comments:

inhibitors. The Scottish Medicines Consortium has previously accepted darunavir for use in this indication in adults
and in highly pre-treated children and adolescents, from the age of 6 years and at least 20kg body weight, who have

failed on more than one regimen containing a protease inhibitor.

FND © Included in the GGC Total Formulary for the indication in question.

recommendation: Restricted to use by HIV specialists.

ADTC Decision

08/04/13 AGREED

Medicine name: InsuI_ln glargine (Lantus®, Clicstar®, Lantus® Solostar®) Reas_.on fo_r . New |n_d|cat|on (paediatric
Sanofi consideration:  extension)

Indication under
review:

Treatment of diabetes mellitus in adults, adolescents and children aged 2 years and above

SMC/ HIS reference:  SMC 860/13 [Abbreviated Submission]
Summary of advice:  Accepted for restricted use in NHS Scotland
SMC restriction: patients in whom treatment with an insulin analogue is appropriate.
Its use should be targeted on patients with Type | diabetes who are at risk of or experience unacceptable frequency
and/or severity of nocturnal hypoglycaemia on attempting to achieve better hypoglycaemic control during treatment
SMC/HIS restriction with established insulins. It is also acceptable as a once daily insulin therapy for patients who require carer

and comments:

administration of their insulin.

In patients with type 2 diabetes it should be restricted to those who suffer from recurrent episodes of hypoglycemia
or require assistance with their insulin injections.

The pre-filled pen has previously been accepted for restricted use in patients from the age of 6 years and above.

Included in the GGC Preferred List for the indication in question.
Restricted to patients with type 1 diabetes who are at risk of or experience unacceptable
frequency and/or severity of nocturnal hypoglycaemia on attempting to achieve better

FND hypoglycaemic control during treatment with established insulins. It is also acceptable as a / R
recommendation: once daily insulin therapy for patients who require carer administration of their insulin.
In patients with type 2 diabetes it should be restricted to those who suffer from recurrent
episodes of hypoglycemia or require assistance with their insulin injections.
ADTC Decision
08/04/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]

Page 3 of 9

Specialist initiation only
Specialist use only

x Not included on Formulary






Medicine name:

Rivaroxaban tablets (Xarelto®) Reason for

Bayer PLC consideration: New indication

Indication under
review:

Treatment of pulmonary embolism (PE), and prevention of recurrent deep vein thrombosis (DVT) and PE in
adults.

SMC/ HIS reference:  SMC 852/13 [Full Submission]
Summary of advice:  Accepted for use in NHS Scotland
Rivaroxaban was non-inferior to standard therapy including a low molecular weight heparin and a vitamin K
antagonist for the treatment of PE and the prevention of recurrence of DVT or PE. Duration of treatment was 3, 6 or
SMC/HIS restriction 12 months at the discretion of the treating physician.

and comments:

Experience with rivaroxaban in this indication for more than 12 months is limited therefore the cost-effectiveness of
indefinite treatment has not been demonstrated.

Included in the GGC Total Formulary for the indication in question.

FND Restricted to use in accordance with local guidance for patients requiring anticoagulation / R
recommendation: where the intended duration of treatment is 3 to 6 months. Where indefinite duration is
indicated, then the treatment of choice should be a low molecular weight heparin followed by
warfarin.
ADTC Decision
08/04/13 AGREED

Section 3: Medicines accepted by SMC - Not included in Formulary

Medicine name:

Ulipristal acetate tablets (Esmya®) Reason for

PregLem Ltd consideration: New indication

Indication under
review:

Pre-operative treatment of moderate-to-severe symptoms of uterine fibroids in adult women of reproductive
age. The duration of treatment is limited to three months.

SMC/ HIS reference:  SMC 834/13 [Full Submission] [Deferred Decision]
Summary of advice:  Accepted for use in NHS Scotland
SMC/HIS restriction  Ulipristal was superior to placebo and non-inferior to a gonadotrophin releasing hormone (GnRH) agonist for

and comments:

reducing uterine bleeding in pre-operative women with uterine fibroids and excessive bleeding

Not included in the GGC Total Formulary for the indication in question because clinicians do

FND not support the Formulary inclusion. x
recommendation:
Alternative medicines are available in section 6.7.2 of the Formulary.
ADTC Decision
08/04/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]

Page 4 of 9

Specialist initiation only
Specialist use only

x Not included on Formulary
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Section 4: Medicines accepted by SMC - Not included pending protocol/consultation

Medicine name:

Reason for
consideration:

Aflibercept intravitreal injection (Eylea®)

Bayer PLC New medicine

Indication under
review:

Treatment of neovascular (wet) age-related macular degeneration in adults.

SMC/ HIS reference:  SMC 857/13 [Full Submission]

Summary of advice:  Accepted for use in NHS Scotland
In two pivotal randomised controlled studies the non-inferiority of aflibercept versus monthly injections of another
anti-VEGF treatment was demonstrated for the primary endpoint; proportion of patients who maintained vision at
week 52.

SMC/HIS restriction ~ The economic analysis submitted by the company related to the use of aflibercept in patients with wet AMD who

and comments:

have not previously been treated with anti-VEGF therapy.

This SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that improves the cost-
effectiveness of aflibercept. This SMC advice is contingent upon the continuing availability of the patient access
scheme in NHS Scotland

FND . . o . _
recommendation: Not included in the GGC Adult Formulary for the indication in question pending protocol. x
ADTC Decision
08/04/13 AGREED

- . Ipilimumab infusion (Yervoy®) Reason for -
Medicine name: Bristol Myers Squibb Ltd consideration: New medicine

Indication under
review:

Treatment of advanced (unresectable or metastatic) melanoma in adults who have received prior therapy.

SMC/ HIS reference:  SMC 779/12 [Resubmission]

Summary of advice:  Accepted for use in NHS Scotland
Ipilimumab demonstrated a survival benefit over an investigational glycoprotein100 peptide vaccine in previously
treated patients with advanced melanoma.

SMC/HIS restriction

and comments:

This SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that improves the cost-
effectiveness of ipilumumab. This SMC advice is contingent upon the continuing availability of the patient access
scheme or a list price that is equivalent or lower.

FND . . Lo . :
recommendation: Not included in the GGC Adult Formulary for the indication in question pending protocol. x
ADTC Decision

08/04/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]
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Medicine name:

Sugammadex injection (Bridion®) Reason for

Merck Sharp & Dohme Ltd consideration: New indication

Indication under
review:

Routine reversal of neuromuscular blockade induced by rocuronium or vecuronium in adult and paediatric
patients

SMC/ HIS reference:  SMC 527/09 [Resubmission]

Summary of advice:  Accepted for restricted use in NHS Scotland
SMC restriction: only for use in the routine reversal setting in high-risk patients (e.g. morbid obesity, significant
respiratory disease or reduced respiratory reserve, significant coronary disease, major abdominal/chest surgery) or
where prompt reversal of neuromuscular block is required.

SMC/HIS restriction

and comments:

Sugammadex, when administered after rocuronium or vecuronium, has been shown to provide more rapid reversal
of moderate and profound neuromuscular blockade than an anti-cholinesterase comparator.

Sugammadex is significantly more expensive than conventional treatments used to reverse neuromuscular blockade

FND . : e . .

recommendation: Not included in the GGC Adult Formulary for the indication in question pending protocol. x
ADTC Decision

08/04/13 AGREED

Section 5: Medicines not recommended by SMC

Medicine name:

Axitinib tablets (Inlyta®) Reason for

4 ' . New medicine
Pfizer consideration:

Indication under
review:

Treatment of adult patients with advanced renal cell carcinoma (RCC) after failure of prior treatment with
sunitinib or a cytokine.

SMC/ HIS reference:  SMC 855/13 [Full Submission]
Summary of advice:  Not recommended for use in NHS Scotland
In a phase Ill, open-label study, axitinib improved progression-free survival significantly more than another targeted
therapy when used after first-line sunitinib or a cytokine. There was no significant improvement in overall survival.
SMC/HIS restriction

and comments:

The submitting company's justification of the treatment's cost in relation to its health benefits was not sufficient to
gain acceptance, and in addition the submitting company did not present a sufficiently robust economic analysis to

FND
recommendation:

gain acceptance by SMC.

Not included in the GGC Adult Formulary for the indication in question.

Medicine name:

Bevacizumab (Avastin®) Reason for

Roche Products Ltd consideration: New indication

Indication under
review:

Bevacizumab, in combination with carboplatin and gemcitabine, is indicated for treatment of adult patients with first
recurrence of platinum-sensitive epithelian ovarian, fallopian tube or primary peritoneal cancer who have not
received prior therapy with bevacizumab or other VEGF inhibitors or VEGF receptor—targeted agents

SMC/ HIS reference:  SMC 853/13 [Full Submission]
Summary of advice:  Not recommended for use in NHS Scotland
A randomised double-blind, placebo-controlled, phase Il study demonstrated a significant improvement in
progression-free survival (PFS) in patients with platinum-sensitive recurrent ovarian cancer (ROC) treated with
SMC/HIS restriction  bevacizumab in combination with gemcitabine and carboplatin, compared with gemcitabine and carboplatin alone.

and comments:

The submitting company's justification of the treatment's cost in relation to its health benefits was not sufficient to

FND
recommendation:

gain acceptance by SMC

Not included in the GGC Adult Formulary for the indication in question.

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]
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Medicine name:

Botulinum toxin type A (Botox®) Reason for

Allergan Ltd consideration: New indication

Indication under
review:

Prophylaxis of headaches in adults with chronic migraine (headaches on at least 15 days per month of
which at least 8 days are with migraine).

SMC/ HIS reference:  SMC 692/11 [Resubmission]
Summary of advice:  Not recommended for use in NHS Scotland
In pooled analysis of the two pivotal phase Il studies, botulinum toxin type A significantly reduced the frequency of
SMCHIS - headache days compared with placebo.
restriction

and comments:

The submitting company did not present a sufficiently robust clinical and economic analysis to gain acceptance by

FND
recommendation:

SMC.
X

Not included in the GGC Adult Formulary for the indication in question.

Medicine name:

Deferasirox dispersible tablets (Exjade®) Reason for

Novartis Pharmaceuticals UK Ltd. consideration: New indication

Indication under
review:

Treatment of chronic iron overload requiring chelation therapy when deferoxamine therapy is
contraindicated or inadequate in patients with non-transfusion-dependent thalassaemia syndromes aged 10
years and older.

SMC/ HIS reference:  SMC 866/13 [Non-Submission]

Summary of advice:  Not recommended for use in NHS Scotland

SMC/HIS restriction ~ The holder of the marketing authorisation has not made a submission to SMC regarding this product in this
and comments: indication. As a result we cannot recommend its use within NHSScotland.

FND - Not included in the GGC Adult Formulary for the indication in question. x
recommendation:

Medicine name:

Reason for
consideration:

Insulin degludec (Tresiba®)

Novo Nordisk New medicine

Indication under
review:

Treatment of diabetes mellitus in adults.

SMC/ HIS reference:  SMC 856/13 [Full Submission]
Summary of advice:  Not recommended for use in NHS Scotland

Insulin degludec is non-inferior to other long-acting insulin analogues for treatment of type 1 and type 2 diabetes
SMC/HIS restriction mellitus in adults assessed via glycosylated haemoglobin (HbAlc) and it is superior to a dipeptidylpeptidase-4

and comments:

inhibitor in type 2 diabetes mellitus.

The submitting company did not present a sufficiently robust economic analysis to gain acceptance by SMC

FND
recommendation:

X

Not included in the GGC Adult Formulary for the indication in question.

Medicine name:

Ruxolitinib tablets (Jakavi®) Reason for

Novartis Pharmaceuticals UK Ltd consideration: New medicine

Indication under
review:

Treatment of disease-related splenomegaly or symptoms in adult patients with primary myelofibrosis (also
known as chronic idiopathic myelofibrosis), post polycythaemia vera myelofibrosis or post essential
thrombocythaemia myelofibrosis.

SMC/ HIS reference:  SMC 867/13 [Non-Submission]

Summary of advice:  Not recommended for use in NHS Scotland

SMC/HIS restriction ~ The holder of the marketing authorisation has not made a submission to SMC regarding this product in this
and comments: indication. As a result we cannot recommend its use within NHSScotland.

FND - Not included in the GGC Adult Formulary for the indication in question. x
recommendation:

Key to recommendations and symbols:
v" Included on Formulary
v® Included on Formulary with restrictions (S]
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Medicine name:

Timothy grass pollen allergen (Grazax®) Reason for

ALK-Albello Ltd consideration: New indication

Indication under
review:

Disease-modifying treatment of grass pollen induced rhinitis and conjunctivitis in adults and children
(5 years or older), with clinically relevant symptoms and diagnosed with a positive skin prick test and/or
specific IgE test to grass pollen.

SMC/ HIS reference:  SMC 868/13 [Non-Submission]

Summary of advice:  Not recommended for use in NHS Scotland

SMC/HIS restriction ~ The holder of the marketing authorisation has not made a submission to SMC regarding this product in this
and comments: indication. As a result we cannot recommend its use within NHSScotland.

FND . Not included in the GGC Adult Formulary for the indication in question. x
recommendation:

Section 6: Medicines accepted by SMC -consideration in GGC Paediatric Formulary only

Medicine name:

Infliximab (Remicade®) Reason for
Merck Sharp & Dohme Ltd consideration:

New indication

Indication under
review:

Treatment of severely active ulcerative colitis in children and adolescents aged 6 to 17 years who have had an
inadequate response to conventional therapy including corticosteroids and 6-mercaptopurine or azathioprine, or who
are intolerant to or have medical contraindications for such therapies.

SMC/ HIS reference:  SMC 854/13 [Full Submission]
Summary of advice:  Accepted for restricted use in NHS Scotland

SMC restriction: as an alternative to ciclosporin in patients with acute, severe paediatric ulcerative colitis (rescue
SMC/HIS restriction therapy) who are steroid refractory.

and comments: . o . - . .
Open-label, uncontrolled data indicate that infliximab induces remission of moderate to severe active ulcerative

colitis in paediatric patients.

© Included in the GGC Paediatric Formulary for the indication in question.

FND . T . . o ) .
- Restricted to specialist use as an alternative to ciclosporin in patients with acute, severe
recommendation: L ; - .
paediatric ulcerative colitis (rescue therapy) who are steroid refractory.

ADTC Decision
e AGREED
08/04/13

Section 7: Other Formulary decisions - Appeals, reviews, NICE/SIGN guidance

Medicine Liquid paraffin 11% cream

name- (Zerobase®) Indication: Emollient cream
' Thornton & Ross

Reason for SMC .

consideration: Formulary Appeal decision: Not applicable

FND recommendation, restrictions on use and comments:
Included in the Preferred List for the indication in question.

ADTC Decision
08/04/13 AGREED
Medicine Light Liquid paraffin 12.6%

, cream (Zerocream®) Indication:  Emollient cream
name:

Thornton & Ross

Reason for SMC .
consideration: Formulary Appeal decision: Not applicable

FND recommendation, restrictions on use and comments:
Included in the Total Formulary for the indication in question.

ADTC Decision

08/04/13 AGREED

Key to recommendations and symbols:
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Light Liquid paraffin 40%

Medpme ointment (Zeroderme) Indication: ~ Emollient ointment
name;

Thornton & Ross
Reason for SMC .
consideration; Formulary Appeal decision: ot applicable

FND recommendation, restrictions on use and comments:

Included in the Preferred List for the indication in question.

ADTC Decision
08/04/13 AGREED
Medicine Coal tar 6% and lecithin 0.4%

, cream (Psoriderm®) Indication:  Psoriasis of the scalp
name:

Dermal

Reason for . SMC .
consideration: Formulary housekeeping decision: Not applicable

FND recommendation, restrictions on use and comments:

Included in the Preferred List for the indication in question.

This preparation displaces Alphosyl HC® from the GGC Adult Formulary which has been discontinued.

v

ADTC Decision

08/04/13 AGREED

Medicine Imiquimiod cream (Aldara®) o The treatme_nt o'f_ clinically  typical, nonhyperkeratotl_c,
, Indication:  nonhypertrophic actinic keratoses on the face or scalp in

name: Meda : .

immunocompetent adult patients

Reason for . SMC SMC 385/07 [Resubmission] Accepted for restricted use in NHS
. . Formulary housekeeping o

consideration: decision:  Scotland

FND recommendation, restrictions on use and comments:

Included in the Total Formulary for the indication in question.

Restricted to specialist initiation.

This preparation is currently specialist use only for this indication, whereas another indication for the same /R

preparation is specialist initiation and other preparations for the same indication are also specialist initiation.

This revision of the Formulary status allows a more suitable formulary position considering the other

therapeutic options available.

ADTC Decision
08/04/13

AGREED

Key to recommendations and symbols:

v" Included on Formulary
v® Included on Formulary with restrictions ©  Specialist use only

x Not included on Formulary

Specialist initiation only
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