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

NEW DRUG RECOMMENDATIONS

JUNE/JULY 2013

NHS
——

Greater Glasgow
and Clyde

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

Medicine name:

Argatroban (Exembol®) Reason for

Mitsubishi Pharma Europe Ltd consideration: New medicine

Indication under
review:

Anticoagulation in adult patients with heparin-induced thrombocytopenia type Il who require parenteral
antithrombotic therapy.

SMC/ HIS reference:

SMC 812/12 [Resubmission]

Summary of advice;

Accepted for use within NHS Scotland

SMC/HIS restriction
and comments:

Argatroban produces anticoagulant effects in adults with heparin-induced thrombocytopenia type Il. However there
is limited evidence that the anticoagulant effects are associated with a reduction in thrombosis and deaths due to
thrombosis.

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

FND _— Restricted to specialist use where other options are not suitable or available (in / R
recommendation: . i :
accordance with local protocol which will be updated).
ADTC Decision
12/08/13 AGREED
Medicine name: Pirfenidone (Esbriet?) Rea;on f°T .~ New medicine
InterMune consideration:

Indication under
review:

In adults for the treatment of mild to moderate idiopathic pulmonary fibrosis (IPF).

SMC/ HIS reference:

SMC 835/13 [Resubmission]

Summary of advice:

Accepted for restricted use within NHS Scotland

SMC/HIS restriction
and comments:

SMC restriction: For use in patient with a predicted forced vital capacity (FVC) less than or equal to 80%.

Pirfenidone reduced the decline in lung function parameters associated with IPF compared to placebo in a pooled
analysis of two similarly designed phase IIl studies.

This SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that improves the cost-
effectiveness of pirfenidone. This SMC advice is contingent upon the continuing availability of the Patient Access
Scheme in NHS Scotland 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 only in patients with a predicted forced vital capacity (FVC) / R
recommendation: less than or equal to 80% in accordance with local protocol where the Interstitial Lung
Disease Multidisciplinary Team have agreed it is appropriate.
ADTC Decision (S) IncIUQed in the GG_C _Total Formulgry pe_nding p_rotocol. _ _ _
0813 Restricted to specialist use only in patients with a predicted forced vital capacity (FVC) less than or

equal to 80% where an Interstitial Lung Disease Multidisciplinary Team have agreed it is appropriate.

Key to recommendations and symbols:
v" Included on Formulary
v'RIncluded on Formulary with restrictions (S

Specialist initiation only Page 1 of 7

Specialist use only

x Not included on Formulary






Medicine name:

Reason for
consideration:

Ranibizumab (Lucentis®)

Novartis Pharmaceuticals UK Ltd New indication

Indication under
review:

Treatment of visual impairment due to diabetic macular oedema (DMO) in adults.

SMC/ HIS reference:

SMC 711/11 [Resubmission] [Deferred Decision]

Summary of advice;

Accepted for restricted use in NHS Scotland

SMC/HIS restriction
and comments:

SMC restriction: Treatment of visual impairment due to DMO in adults with best corrected visual acuity (BCVA) 75
Early Treatment Diabetic Retinopathy Study (ETDRS) letters or less at baseline.

Ranibizumab significantly improved visual acuity over 12 months compared with standard laser photocoagulation
treatment. Open label extension results up to 3 years suggest maintenance of effect.

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

FND - © Included in the GGC Total Formulary for the indication in question pending protocol. /R
recommendation:
ADTC Decision
12/08/13 AGREED
-~ . Sugammadex injection (Bridion®) Reason for o
Medicing name: Merck Sharp & Dohme Ltd consideration: New indication
Indication under Routine reversal of neuromuscular blockade induced by rocuronium or vecuronium in adult and paediatric
review: patients.

SMC/ HIS reference:

SMC 527/09 [Resubmission] [Deferred Decision]

Summary of advice;

Accepted for restricted use in NHS Scotland

SMC/HIS restriction
and comments:

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.

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

© Included in the GGC Total Formulary for the indication in question.
Restricted to specialist use for the routine reversal of neuromuscular blockade induced
by rocuronium or vercuronium in high risk adults (only rocuronium in
children/adolescents).

FND - Prescribing note: High risk patients are defined as: /R
recommendation: . :
- morbid obesity
- significant respiratory disease or reduced respiratory reserve
- significant coronary disease
- major abdominal/chest surgery
ADTC Decision
12/08/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v'RIncluded on Formulary with restrictions (S

Specialist initiation only Page 2 of 7

Specialist use only

x Not included on Formulary






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

Medicine name:

Abatacept (Orencia®) for subcutaneous injection Reason for

Bristol-Myers Squibb Pharmaceuticals Ltd consideration: New formulation

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 888/13 [Abbreviated Submission]

Summary of advice:

Accepted for use within NHS Scotland

SMC/HIS restriction
and comments:

SMC has previously accepted abatacept 250mg powder for concentrate for solution for infusion (Orencia®) for
restricted use in NHS Scotland for this indication. Abatacept 125mg/mL subcutaneous injection (Orencia®) is more
expensive on a mg-for-mg basis than abatacept 250mg powder for concentrate for solution for infusion.

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 in NHS Scotland or a list price that is equivalent or lower.

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

recommendation: Restricted to specialist use only.

ADTC Decision

12/08/13 AGREED

Medicine name: AItep_Iase (Actllyse Cathflo®) Reas_on fOT . New presentation
Boehringer Ingelheim consideration:

Indication under
review:

Thrombolytic treatment of occluded central venous access devices including those used for haemodialysis.

SMC/ HIS reference:

SMC 717/11 [Abbreviated Submission] [Deferred Decision]

Summary of advice;

Accepted for restricted use within NHS Scotland

SMC/HIS restriction
and comments:

The SMC restriction was for use where alteplase is the product of choice for the treatment of occluded venous
access devices.

This is a new formulation introduced for this extension to the alteplase marketing authorisation and the 2ml vial is the
only presentation licensed for this indication.

FND © Included in the GGC Total Formulary for the indication in question. /R
recommendation: Restricted to specialist use and second line use after urokinase
ADTC Decision
12/08/13 AGREED
I I 1t®
Medicine name: CaIC|_um polystyrene sulphonate (Sorbisterit®) Reagon for _ New presentation
Stanningley Pharma Ltd consideration:

Indication under
review:

Treatment of hyperkalaemia, in patients with acute and chronic renal insufficiency, including patients
undergoing dialysis treatment.

SMC/ HIS reference:

SMC 890/13 [Abbreviated Submission]

Summary of advice:

Accepted for use within NHS Scotland

SMC/HIS restriction
and comments:

Sorbisterit® provides an alternative to the existing proprietary product at a lower cost. The dose of Sorbisterit® and
the existing proprietary product differ as the strength of the active ingredient varies slightly.

FND © Included in the GGC Total Formulary for the indication in question. /R
recommendation: Restricted to specialist use only.
W AGREED subject to restriction being changed to “hospital use” only.

Key to recommendations and symbols:
v" Included on Formulary
v'RIncluded on Formulary with restrictions (S

Specialist initiation only Page 3 of 7

Specialist use only

x Not included on Formulary






Medicine name:

Elvitegravir, cobicistat, emtricitabine, tenofovir disoproxil
(as fumarate) tablet (Stribild®)
Gilead Sciences Ltd

Reason for

! . New combination
consideration:

Indication under
review:

Treatment of human immunodeficiency virus-1 (HIV-1) infection in adults aged 18 years and over who are
antiretroviral treatment-naive or are infected with HIV-1 without known mutations associated with resistance
to the three antiretroviral agents in Stribild®.

SMC/ HIS reference:

SMC 887/13 [Full Submission]

Summary of advice;

Accepted for use within NHS Scotland

SMC/HIS restriction
and comments:

Stribild® was at least as effective as two other recommended antiretroviral regimens in treatment-naive HIV-1
infected patients.

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

FND ©  Included in the GGC Total Formulary for the indication in question. /R
recommendation: Restricted to use by HIV specialists.
ADTC Decision
12/08/13 AGREED
ve- ®
Medicine name: Latanoprost preservatlv_e free eye drops (Monopost®) Reagon for _ New presentation
Spectrum Thea Pharmaceuticals Ltd consideration:

Indication under
review:

For the reduction of elevated intraocular pressure in patients with open angle glaucoma and ocular
hypertension.

SMC/ HIS reference:

SMC 879/13 [Abbreviated Submission]

Summary of advice:

Accepted for restricted use within 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 latanoprost eye-drops for use in NHS Scotland. This preparation is
substantially more expensive than the equivalent generic multi-dose eye drop preparation with preservative.

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

FND - Restricted to specialist initiation and use in patients who have proven sensitivity to the /R
recommendation: . : ;
preservative benzalkonium chloride.
ADTC Decision
12/08/13 AGREED
- ) Ursodeoxycholic acid tablets (Ursofalk®) Reason for .
Medicine name: Dr Falk Pharma UK Ltd consideration: New presentation

Indication under
review:

For the dissolution of cholesterol gallstones in the gall bladder. The gallstones must not show as shadows
on X-ray images and should not exceed 15mm in diameter. The gall bladder must be functioning despite the
gallstone(s). For the treatment of primary biliary cirrhosis (PBC), provided there is no decompensated
hepatic cirrhosis.

SMC/ HIS reference:

SMC 889/13 [Abbreviated Submission]

Summary of advice:

Accepted for use within NHS Scotland

SMC/HIS restriction
and comments:

Ursodeoxycholic acid 500mg film-coated tablets have demonstrated bioequivalence to ursodeoxycholic acid 250mg
capsules. Relative costs may vary slightly depending on the pack size used.

FND Included in the GGC Preferred List for the indication in question. /R
recommendation: Restricted to specialist initiation.

ADTC Decision

12/08/13 AGREED

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

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

Key to recommendations and symbols:
v" Included on Formulary
v'RIncluded on Formulary with restrictions (S

Specialist initiation only Page 4 of 7

Specialist use only

x Not included on Formulary






Section 5: Medicines not recommended by SMC

Medicine name:

Aflibercept concentrate (Zaltrap®) Reason for

Sanofi consideration: €W indication

Indication under
review:

In combination with irinotecan/5-fluorouracil/folinic acid (FOLFIRI) chemotherapy, aflibercept is indicated in
adults with metastatic colorectal cancer (mCRC) that is resistant to or has progressed after an oxaliplatin-
containing regimen.

SMC/ HIS reference:

SMC 878/13 [Full Submission]

Summary of advice:

Not recommended for use within NHS Scotland

SMC/HIS restriction
and comments:

In one randomised, double-blind, phase Il study, aflibercept plus FOLFIRI chemotherapy regimen resulted in
significantly longer overall survival compared with placebo plus FOLFIRI chemotherapy regimen. However the effect
was of relatively modest clinical benefit.

The submitting company did not present a sufficiently robust economic analysis and in addition their justification of

FND
recommendation:

the treatment’s cost in relation to its health benefits was not sufficient to gain acceptance by SMC.

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

Medicine name:

Reason for
consideration:

Chloroprocaine hydrochloride (Ampres®)

Mercury Pharmaceuticals Ltd New medicine

Indication under
review:

Spinal anaesthesia in adults where the planned surgical procedure should not exceed 40 minutes.

SMC/ HIS reference:

SMC 885/13 [Full Submission]

Summary of advice;

Not recommended for use within NHS Scotland

SMC/HIS restriction
and comments:

In a small, single-centre, randomised, double-blind, controlled study spinal anaesthesia with chloroprocaine injection
compared with a hyperbaric formulation of an amide-type local anaesthetic agent was associated with a faster
resolution of sensory and motor block, resulting in a shorter time to meet eligibility criteria for discharge.

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:

Everolimus (Afinitor®) Reason for

Novartis Pharmaceuticals UK Limited consideration: New indication

Indication under
review:

Treatment of hormone receptor-positive, human epidermal growth factor type 2 (HER2)/neu negative advanced
breast cancer, in combination with exemestane, in postmenopausal women without symptomatic visceral disease
after recurrence or progression following a non-steroidal aromatase inhibitor.

SMC/ HIS reference:

SMC 872/13 [Full Submission]

Summary of advice;

Not recommended for use within NHS Scotland

SMC/HIS restriction
and comments:

The addition of everolimus to exemestane treatment significantly increased progression free survival compared with
exemestane alone in postmenopausal women with disease progression following a non-steroidal aromatase
inhibitor.

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.

Key to recommendations and symbols:
v" Included on Formulary
v'RIncluded on Formulary with restrictions (S

Specialist initiation only Page 5 of 7

Specialist use only

x Not included on Formulary






Medicine name:

Reason for
consideration:

Nomegestrol acetate / estradiol (Zoely®)

Merck Sharp & Dohme Limited New medicine

Indication under
review:

Oral contraception.

SMC/ HIS reference:

SMC 898/13 [Non Submission]

Summary of advice;

Not recommended for use within NHS Scotland

SMC/HIS restriction
and comments:

The holder of the marketing authorisation has not made a submission to SMC regarding this product in this

FND
recommendation:

indication. As a result we cannot recommend its use within NHSScotland.

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

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

Medicine name:

Adalimumab (Humira®) Reason for

AbbVie Limited consideration: New indication

Indication under
review:

For the treatment of severe active Crohn's disease in paediatric patients (6 to 17 years of age) who have had an
inadequate response to conventional therapy including primary nutrition therapy, a corticosteroid, and an
immunomodulator, or who are intolerant to or have contraindications for such therapies.

SMC/ HIS reference:

SMC 880/13 [Abbreviated Submission]

Summary of advice:

Accepted for restricted use within NHS Scotland

SMC/HIS restriction
and comments:

SMC restriction: prescribing by specialists in paediatric gastroenterology.

Treatment of paediatric patients with adalimumab resulted in similar clinical remission and response rates at weeks
26 and 52 to that achieved with adalimumab in severe active Crohn’s disease in adults.

Adalimumab has previously been accepted for use for this indication in adults with severe active Crohn’s disease in
NHS Scotland as NHS Healthcare Improvement Scotland advised that NICE Multiple Technology Appraisal No 187
was valid for Scotland.

FND ©  Included in the GGC Paediatric Formulary for the indication in question. /R
recommendation: Restricted to specialist use in paediatric gastroenterology.
ADTC Decision
12/08/13 AGREED
- — —
Medicine name: Adal!mqm_ab (Humira®) subcutaneous injection Reaspn for _ Product update
AbbVie Limited consideration:

Indication under
review:

In combination with methotrexate for the treatment of active polyarticular juvenile idiopathic arthritis, in
children and adolescents aged 2 to 17 years who have had an inadequate response to one or more disease-
modifying anti-rheumatic drugs (DMARDs). Adalimumab can be given as monotherapy in case of
intolerance to methotrexate or when continued treatment with methotrexate is inappropriate. Adalimumab
has not been studied in children aged less than 2 years.

SMC/ HIS reference:

SMC 881/13 [Abbreviated Submission]

Summary of advice;

Accepted for restricted use within NHS Scotland

SMC/HIS restriction
and comments:

SMC restriction: use within specialist rheumatology services (including those working within the network for
paediatric rheumatology). Combination treatment with methotrexate is the primary option. Doses in this age group
are based on body surface area calculations.

The Scottish Medicines Consortium has previously accepted this product for restricted use for this indication in
children and adolescents aged 4 to 17 years.

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

FND - Restricted to specialist use within specialist rheumatology services (including those /R
recommendation: . o TH
working within the network for paediatric rheumatology).
ADTC Decision
12/08/13 AGREED

Key to recommendations and symbols:
v" Included on Formulary
v'RIncluded on Formulary with restrictions (S

Specialist initiation only Page 6 of 7

Specialist use only

x Not included on Formulary






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

- Prevention of skeletal related events (pathological fracture, radiation
Medicine Denosumab (Xgeva®) o ; : : )
, Indication:  to bone, spinal cord compression or surgery to bone) in adults with
name: Amgen )
bone metastases from solid tumours.
Reaspn for . NICE MTA265 SM(.:. _ Supersedes SMC 752/11 [Non Submission]
consideration: decision:

END recommendation, restrictions on use and comments:
© Included in the GGC Total Formulary for the indication in question.
Restricted to specialist use in accordance with regional protocol.

Denosumab is recommended as an option for preventing skeletal-related events (pathological fracture, radiation to bone,
spinal cord compression or surgery to bone) in adults with bone metastases from breast cancer and from solid tumours other
than prostate if:

= bisphosphonates would otherwise be prescribed and

= the manufacturer provides denosumab with the discount agreed in the patient access scheme.

Denosumab is not recommended for preventing skeletal-related events in adults with bone metastases from prostate
cancer.

ADTC Decision
12/08/13 AGREED
Medicine Aprepltan_t (Emend®) .. Prevention of acute and delayed nausea and vomiting associated
name: fosaprepitant (IVEmend®) Indication: with highly emetogenic cisplatin-based chemotherapy
' Merck, Sharp and Dohme '
Reason for New regional guidance SMC SMC 132/04
consideration: decision: ~ SMC 242/06

END recommendation, restrictions on use and comments:

Acknowledge new regional guidance and amend formulary restriction as appropriate.

© Restricted to use according to regional protocol for the prevention of acute and delayed nausea and vomiting
with highly emetogenic cisplatin-based chemotherapy in adults. The prevention of nausea and vomiting
associated with moderately emetogenic cancer chemotherapy is not recommended by SMC and remains
non-Formulary.

Previous regional guidance has restricted the use of aprepitant/fosaprepitant to the second line setting. SMC guidance
accepts first line use for cisplatin based regimens and regional advice is that there is an unmet need for improved emetic
control in patients receiving cisplatin.

The CINV guideline has been updated to recommend first line use of aprepitant/fosaprepitant with all cisplatin based
regimens.

ADTC Decision

12/08/13 AGREED

Key to recommendations and symbols: Page 7 of 7

v Included on Formulary Specialist initiation only
v'RIncluded on Formulary with restrictions ©  Specialist use only
x Not included on Formulary







AREA DRUGS & THERAPEUTICS COMMITTEE : 12 AUGUST 2013

ADTC(M) 13/04
Minutes: 48 - 61

48.

49.

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, 12 August 2013 at 2.00 p.m.

PRESENT

Dr J Gravil (in the Chair)

Prof S Bryson Dr J Larkin

Dr J Burns Dr J MacKenzie
Mrs A Campbell Dr G J A Macphee
Mr R Foot Prof G McKay

Dr G Forrest Mrs M Ryan

Dr R Hardman Dr A Taylor

Dr C Harrow Mrs A Thompson
Dr S Hood Mrs J Watt

IN ATTENDANCE

Mr | Speirits .. Prescribing Support Pharmacist, Glasgow City CHP (North East Sector)
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.

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 C E McKean, Dr A Petrie, Dr A Seaton
and Dr G Simpson.

The Chair welcomed Dr Craig Harrow, Consultant Physician (Acute Medicine and Stroke),
Western Infirmary, to his first meeting of the Committee. She also welcomed Mr lain Speirits,
Prescribing Support Pharmacist, Glasgow City CHP (North East), who was in attendance to
observe proceedings.

ACTION BY
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51.

52.

AREA DRUGS & THERAPEUTICS COMMITTEE : 12 AUGUST 2013

MINUTES

The Minutes of the meeting of the Area Drugs and Therapeutics Committee held on 10 June
2013 [ADTC(M) 13/03] were approved as a correct record.

NOTED

MATTERS ARISING

New Medicines Review — Swainson Report : Overview of NHSGGC Response to
Recommendations — Update

The above NHS response to the Swainson Report recommendations had been discussed at the
last meeting. Professor Bryson advised that a supplementary sheet to explain abbreviations had
now been included. No further comments had been received from members.

Professor Bryson advised that the GGC response to recommendations of the Swainson Report
was work in progress.

NOTED

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.

Three interests had been declared.

The following was highlighted:-

Pirfenidone 267mg capsule (Esbriet@) [835/13] [In adults for the treatment of mild to
moderate idiopathic pulmonary fibrosis (IPF)]

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

Local advisers were supportive of inclusion in the Formulary and that Interstitial Lung
Disease Multidisciplinary Team (ILD-MDT) approval should be a condition for all
prescriptions of pirfenidone.

This was a high cost medicine and it was agreed that there should be careful introduction
and monitoring of use. In due course, this medicine may be suitable for a Shared Care
Protocol (SCP) but in the first instance the medicine would be restricted to prescribing by
specialists.

The Formulary and New Drugs Sub-Committee’s recommendation was that this medicine
should be included in the GGC Total Formulary for the indication in question restricted to
specialist use only in patients with a predicted forced vital capacity (FVC) less than or
equal to 80% in accordance with local protocol where the relevant Interstitial Lung Disease
Multidisciplinary Team have agreed it is appropriate.

2
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AREA DRUGS & THERAPEUTICS COMMITTEE : 12 AUGUST 2013

A detailed discussion ensued and there were some outstanding issues which would be
desirable to resolve prior to initiation of treatment in new patients, but recognising that
there may be individual cases with circumstances which suggest some urgency.

The following comments/suggestions were made:-

»  Provision had been made within the 2013/14 financial plan but there were some
concerns that patient numbers could be higher than initial predictions and therefore it
could create an additional cost pressure through the rest of the financial year. This
would be highlighted to the PMG on 10 September 2013. It was noted that the PAS
was not available in primary care.

>  Specialists would require to discuss how supplies would be managed - suitable

practical arrangements may vary at different hospitals but arrangements should be

known by all sites.

Clinic appointments may be six monthly and it was thought that dispensing such large

quantities of this expensive drug on a single visit would not be appropriate.

Homecare was suggested as an option for managing supplies.

The importance of patient understanding of the treatment and compliance was

emphasised and should be monitored.

Members felt that prospective data should be collected and specialists should

determine what would be useful to gather. It was hoped this would inform future

planning (and perhaps prescribing decisions).

»  The current protocol should be adapted in light of SMC advice / local discussions.

vV VY

Y

The ADTC’s decision was that that this medicine should be included in the GGC Total
Formulary for the indication in question restricted to specialist use only in patients with a
predicted forced vial capacity (FVC) less than or equal to 80% where an relevant Interstitial
Lung Disease Multidisciplinary Team have agreed it is appropriate.

Argatroban, 100mg/ml _Concentrate for solution for infusion (Exembol®) [812/12]
[Anticoagulation in adult patients with heparin-induced thrombocytopenia type 11 who
require parenteral antithrombotic therapy.].

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

Advice had been received from local specialists. The difference in cost between argatroban
and danaparoid was noted. There was a particular need for this medicine in patients with
renal impairment. There appeared to be rationale for maintaining a more restricted
positioning than SMC.

The Formulary and New Drugs Sub-Committee’s recommendation was that that this
medicine should be included in the GGC Total Formulary for the indication in question
restricted to specialist use where other options are not suitable, or not available in
accordance with local protocol.

Calcium polystyrene sulphonate powder for oral/rectal suspension (Sorbisterit@) [890/13]
[Treatment of hyperkaleaemia, in patients with acute and chronic renal insufficiency,
including patients undergoing dialysis treatment]

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

A local adviser had noted the high sucrose content but felt it should be added to the
Formulary.

The Formulary and New Drugs Sub-Committee’s recommendation was that this medicine
should be included in the Total Formulary for the indication in question restricted to
specialist use only.

Mrs Watt queried the restriction of specialist use only outlining that this might be
prescribed by non-specialists but only in the hospital setting.

The ADTC decision was to amend the restriction to “hospital use only”.

3
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AREA DRUGS & THERAPEUTICS COMMITTEE : 12 AUGUST 2013

Denosumab for the prevention of skeletal-related events in adults with bone metastases
from solid tumours [MTA 265] — This supersedes SMC 752/11 [Non-Submission]

The NICE/HIS decision was “recommended for use within NHS Scotland” under specific
circumstances.

A decision on this medicine had been deferred to allow consultation with the Regional
Cancer Advisory Group for development of a protocol. This had now been received. This
medicine had been added to the Total Formulary for the indication in question restricted to
use in accordance with regional protocol.

Aprepitant/fosaprepitant first line with cisplatin based regimens [Regional Advice] [SMC
132/04 & 242/06]

Previous regional guidance had restricted the use of aprepitant/fosaprepitant to second line
setting. This restriction should now be removed - this was appropriate in relation to SMC
advice. The Formulary status of this medicine would be changed to allow first line use, in
line with regional protocol.

DECIDED:
That recommendations made by the Formulary and New Drugs Sub-Committee at their

meeting on 29 July 2013 be ratified by the Committee with the exception of those
mentioned above.

53.  MEDICINES UTILISATION SUB-COMMITTEE

(@)

Six Monthly Report

Mrs Watt gave an brief overview of the work which had been carried out by the Medicines
Utilisation Sub-Committee. A paper had been presented which outlined information on
guidelines/protocols, utilisation reports, clinical effectiveness projects, GGC Therapeutics
Handbook and medicines education.

The following was highlighted:-

»  Guidelines/Protocols - Eighteen guidelines/protocols had been reviewed by the
Sub-Committee during the last six months [A list of the guidelines was attached as
Appendix 1 of the paper]. Fourteen were approved subject to minor comments being
taken on board and would be posted within the GGC StaffNet Guideline repository
once finalised. The last four are in progress.

A paper was presented on the GGC Electronic Clinical Guideline Repository
(established in summer 2012 as a central access point to guidelines relating to various
aspects of clinical practice and patient care) which included the overall number of hits
to the repository (the top hits were the gentamicin and vancomycin calculators),
gateways used to access the repository, range of GGC Groups approving guidelines,
top ten visited guidelines and top ten user groups.

Some members queried whether guidelines should be considered by the ADTC rather
than the Medicines Utilisation Sub-Committee. The Chair advised that the ADTC had
delegated authority to the Medicines Utilisation Sub-Committee for review and
approval of guidelines relating to drug therapy and which involve care across different
directorates and/or across primary care and the acute sector and this system was
working well. Mrs Watt advised that the guidelines aimed to make prescribing as safe
as possible.  The Medicines Ultilisation Sub-Committee membership included
representation from Acute doctors, GPs and pharmacists.

A GP raised a concern about communication of approved guidelines and it was noted
this was largely the responsibility of the guideline authors although ADTC also
advertised newly approved guidelines through the PostScript bulletins.
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There was a concern raised that failure to adhere to all parts of a guideline could be
interpreted as, and potentially be used as evidence of, poor clinical practice — although
could be clinically justified. A suggestion was made that a standard sentence be
included in every guideline which outlined that this is for guidance only. Mrs Watt
advised that there was a generic statement for guidelines relating to frailty and older
people (produced by the Polypharmacy Sub-Committee) that might be adapted. She
agreed to bring generic statements on guidelines to a future meeting of the
Committee.

Utilisation Reports - These were a regular part of the Sub-Committee agenda.

- IPTR Report [The IPTR3 process required compliance with Scottish Government
criteria. The local IPTR2 process focussed on six medicines where all licensed
indications were not recommended for use by the SMC. Buprenorphine patches
should be subject to further analysis].

- New Oral Anticoagulants : Overview of Use [This had been discussed previously].

Clinical Effectiveness Projects — Audit of Omalizumab (Xolair Use in Adult Patients
within NHSGGC [This had been a request from the Emergency Care and Medical
Services Directorate: place in therapy was described within a protocol; high cost
medicine and use increasing. A final report had been attached with the agenda
papers. The data was collected on patients already on treatment (not patients who
had discontinued). Overall, the results show that in the majority of cases, the
NHSGGC eligibility criteria for commencing omalizumab therapy are being met.
IT support was required to develop an eForm to enable future data capture. A recent
NICE MTA had changed the criteria for eligibility — the protocol would be updated in
light of the audit results and NICE advice].

GGC Therapeutics Handbook [A Handbook and Clinical Information App was in the
final stages of development and it was anticipated that this would be available by
December 2013].

PostScript Bulletins [A table of PostScript Extra bulletins that are currently available
and valid was attached with the agenda papers. An explanation was given of the
symbols which are used within the GGC Prescribing website to advise on the current
validity of the PostScript Extras].

IPTRs for Scottish Government report [Professor Bryson advised that the numbers of
IPTRs submitted and accepted were consistent with other NHS Boards].

The Chair outlined that the Sub-Committee had carried out a substantial amount of work and
congratulated them on this

PRESCRIBING MANAGEMENT GROUP (PMG) — ACTION POINTS OF A MEETING
HELD ON 19 JUNE 2013

Professor Bryson gave a brief update of the key points from the above meeting. This focussed
on the financial overview and was for information only. The paper outlined the 2012/13
Expenditure, the 2012/13 Horizon Scanning look back exercise for Acute Services, the 2013/14
Horizon Scanning, the Dressings & Sundries Finance Reports 2012/13.

A discussion ensued and the following was highlighted:-

>

2012/13 Expenditure [£351.1m overall, £222.3m in primary care, £118.4m in acute
services and £10.4m in other services. The outturn for 2012/13 was close to the horizon
scanning prediction].

2013/14 Horizon Scanning [The small uplift identified for Primary Care masked a large
number of efficiency programmes including patent expiry].
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»  Dressing & Sundries Finance Report (Acute and Primary Care) 2012/13 [t was suggested
that some of the costs in Primary Care reflected supplies made to manage Acute
interventions. Professor Bryson outlined that there was a West of Scotland Procurement
Review looking at this issue].

NOTED

SAFER USE OF MEDICINES SUB-COMMITTEE

Professor MacKay advised that he had nothing to report this time but he would give his six
monthly report at the next meeting in October.

NOTED

POLYPHARMACY SUB-COMMITTEE

Minutes of the meeting held on 5 June 2013

The minutes of the meeting of the Polypharmacy Sub-Committee held on 5 June 2013 were
attached for information.

NOTED

PRESCRIBING INTERFACE SUB-COMMITTEE

Dr Hardman advised that more Shared Care Protocols had been added to the website. He would
give his six monthly report at the next meeting in October.

NOTED

COMMUNICATIONS SUB-COMMITTEE

PostScript 76

Issue 76 (July 2013) was attached with the agenda papers for information. This edition included
articles on major developments to immunisation programmes, midazolam in conscious sedation,
ADTC decisions, Polypharmacy, new drugs: mirabegron, linaclotide, new clinical guidelines,
Yellow Cards, safety updates

Mrs Thompson gave an update of some of the items in the next edition of PostScript.

NOTED

ENGAGEMENT OF LAY REPRESENTATIVES ON ADTC AND SUB-COMMITTEES

Professor Bryson advised that the above report was for information only. The report outlined the
issues in relation to engaging lay representation for the Polypharmacy Sub-Committee, along
with two appendices (1) Lay representative invite letter 2013 and (2) Lay person information
sheet 2013.

Engagement of Lay representative was a recommendation of the Swainson Report. Having lay
representatives on the ADTC had been discussed previously and it had been agreed that a public
partner could be co-opted as required for specific agenda items.

Professor Bryson gave an overview of the process which had been prepared by Ms H Harrison,
Senior Prescribing Adviser, PPSU. 14 lay people had expressed an interest in joining the
Polypharmacy Sub-Committee and two lay appointments had been made.
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Dr Macphee indicated that an update on the experience of having lay representation, from both
parties, would be given to the Committee in due course.

The Chair advised that it was very useful for the Polypharmacy Sub-Committee, in particular, to
have lay representatives.

NOTED

HEALTH IMPROVEMENT EVENT : 12 NOVEMBER 2013

Professor Bryson advised that a Health Improvement Scotland Event would be held in the
Stirling Management Centre on 12 November 2013. This would follow previous initiatives and
promote networking across ADTCs. This may be of particular interest to members of the ADTC
Executive and Sub-Committee Chairs.

This was a good opportunity to network with counterparts across Scotland.

NOTED

DATE OF NEXT MEETING

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