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Guidelines and Protocols

Special points of ; . .
pinterezt for Duloxetine for neuropathic pain

Primary Care

A local treatment protocol for duloxetine Local recommendation
capsules (Cymbalta®) for use in other Restricted to use in patients who are intolerant
¢ Duloxetine for neuropathic pain peripheral neuropathic pain syndromes of first, second, or third-line options (involving
[off-label] (licensed for diabetic peripheral amitriptyline, gabapentin and pregabalin) for
e Tramadol & other CD changes neuropathic pain) has been published (CLICK  the treatment of neuropathic pain or where
HERE). these treatments have been ineffective.

SMC advice:

The use of duloxetine (Cymbalta®) in other

neuropathic pain syndromes [off-label] has

o Aflibercept, (Eylea®) been investigated with small randomised

controlled trials showing a decrease in pain

responses. Both SIGN and NICE acknowledge

* Dimethyl fumarate (Tecfidera®) the role of off-label use of duloxetine in

o Emtricitabine, rilpivirine, tenofovir controlling neuropathic pain symptoms.
disoproxil (as fumarate) (Eviplera®)

e reef - re,
o Lenalidomide (Revlimid®) opg o
o Lipegfilgrastim (Lonquex®) b. Prescr'bl ng Changes

e Macitentan (Opsumit®)

o Adapalene (Epiduc®) GPs may prescribe under the direction of the
Pain Clinic, following initiation and 2 week
review by the Pain Clinic.

o Azithromycin (Zedbac®)

Tramadol, lisdexamfetamine, zopiclone & zaleplon -
Controlled Drug (CD) changes

The Home Office has announced changes to the legal classification of certain medicines and the
following legislative changes will come into force on Tuesday |0th June 2014.

Tramadol will become a schedule 3 CD. It will be exempt from the Safe Custody Regulations
(i.e. does not need to be stored in a CD cupboard) but will be subject to the full CD
prescription writing and requisition requirements. This change has been prompted by
. .. increasing reports of misuse and harm. Of the 581 drug related deaths in Scotland in 2012,
Inside this issue : L : :

tramadol was present or implicated as a contributory factor in 48 cases.

Guidelines & Protocols

Lisdexamfetamine will become a schedule 2 CD like dexamfetamine (requiring safe storage,
Drug Safety Updates record keeping and prescription requirements).

Zopiclone & zaleplon will become schedule 4 (partl) CDs, like zolpidem and most
Prescribing changes benzodiazepines.

SMC Advice issued in From the [0th of June prescribers will need to ensure that all prescriptions meet the updated
April 2014 legal requirements. Primary care practitioners should note that none of the above medicines can
be included in the serial prescription system from this date.

TAF Updates

Click here to access Frequently Asked Questions about the tramadol changes.

SMC Briefing Note

avce Y Drug Safety Updates

Please follow link - Volume 7, Issue 10, May 2014
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http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con418529.pdf
http://eds.tayside.scot.nhs.uk/NHSTaysideDocs/groups/pharmacy/documents/documents/prod_201528.pdf
http://eds.tayside.scot.nhs.uk/NHSTaysideDocs/groups/pharmacy/documents/documents/prod_201528.pdf
http://www.knowledge.scot.nhs.uk/accountableofficers/resources-library/search-resources.aspx?q=tramadol

SMC Advice issued in April 2014 (publication date 7 April 2014)

SMC website: www.scottishmedicines.org.uk

Medicine

Indication

Local recommendation
category

Comments and
useful links

Adapalene 0.1%/benzoyl peroxide 2.5% gel
(Epiduc®) (682/11)

- Resubmission

Cutaneous treatment of acne vulgaris
when comedones, papules and pustules
are present. SMC restriction: the
treatment of mild to moderate facial acne
when monotherapy with benzoyl
peroxide or adapalene is not considered

appropriate.

Non-Formulary - Absence of
clinician demand

SMC advice
SPC link

Individual constituents core
formulary. Adapalene 0.1%.
Benzoyl peroxide 4%, 5% &
10%

Aflibercept, 40mg/mL solution for injection
(Eylea®) (954/14)

- Full submission

For adults for the treatment of visual
impairment due to macular oedema
secondary to central retinal vein
occlusion.

Hospital Only

2nd line choice - in patients
commenced treatment
elsewhere

Supplied via a Patient Access Scheme

SMC advice
SPC link

Ist line - Ranibizumab

Azithromycin 500mg powder for solution | The treatment of community acquired Hospital Only SMC advice
for infusion (Zedbac®) (950/14) pneumonia (CAP) and pelvic inflammatory .
- Abbreviated submission disease (PID) due to susceptible Under direction of ID or SPC link
organisms in adult patients where initial Microbiology.
intravenous therapy is required.
2nd line to IV clarithromycin
Dimethyl fumarate 120mg, 240mg gastro- | Treatment of adult patients with relapsing | Hospital Only - Neurology SMC advice
resistant hard capsules (Tecfidera®) remitting multiple sclerosis. .
(886/13) I'st line for new patients. SPC link (120mg)
- Full submission SPC link (240mg)

Supplied via a Patient Access Scheme

Alternative for patients
currently prescribed beta
interferon or glatiramer

for RRMS.

Emtricitabine 200mg, rilpivirine 25mg, Treatment of adults infected with human Hospital Only - HIV Clinic SMC advice
tenofovir disoproxil (as fumarate) 245mg immunodeficiency virus type | (HIV-1)
tablet (Eviplera®) (951/14) without known mutations associated with | 2nd line choice SPC link
- Full submission resistance to the non-nucleoside reverse

transcriptase inhibitor (NNRTI) class,

tenofovir or emtricitabine, and with viral

load 100,000 HIV-1 RNA copies/mL.

As with other antiretroviral medicinal

products, genotypic resistance testing

and/or historical resistance data should

guide the use of Eviplera®.
Lenalidomide, 5mg, 10mg, I5mgand 25mg | In combination with dexamethasone, for | Formulary SMC advice
hard capsules (Revlimid®) (441/08) the treatment of multiple myeloma in SPC link

in

- Resubmission

adult patients who have received at least
one prior therapy. (This resubmission
relates to patients who have received
only one prior therapy).

SMC restriction: to use at first relapse
in patients who have received prior
therapy with bortezomib in whom
thalidomide has not been tolerated or is

contraindicated.

NOSCAN protocol in
development

Lipegfilgrastim, 6mg, solution for
injection (Lonquex®) (908/13)
- Full submission

Reduction in the duration of neutropenia
and the incidence of febrile neutropenia
in adult patients treated with cytotoxic
chemotherapy for malignancy (with the
exception of chronic myeloid leukaemia

and myelodysplastic syndromes).

SMC restriction: where a long-acting
granulocyte-colony-stimulating factor is

appropriate.

Non-Formulary - alternatives
preferred

SMC advice
SPC link

Pegfilgrastim &
lenograstim formulary
choices

* ‘pending’ means that no local recommendation to support use is in place at the current time

'Local processes exist to allow consideration of prescribing outwith SMC advice or outwith NHS Tayside formulary. Details are available in

the NHS Tayside Policy on the Prescribing of Medicines that are Non-formulary (including Individual Patient Treatment Requests)'
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http://www.scottishmedicines.org.uk/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_adapalene__Epiduo_Gel__Resubmission_March_2014_FINAL_Amended_03.04.14_for_website.pdf
http://www.medicines.org.uk/emc/medicine/22679/SPC/Epiduo+0.1++2.5++Gel/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_aflibercept_40mg-ml_solution_for_injection__Eylea__FINAL_March_2014__Amended_03.04.14_for_website.pdf
http://www.medicines.org.uk/emc/medicine/27224/SPC/Eylea+40mg+ml+solution+for+injection+in+a+vial/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_azithromycin__Zedbac__Abbreviated_FINAL_March_2014_for_website.pdf
http://www.medicines.org.uk/emc/medicine/28297/SPC/Zedbac+500mg+powder+for+solution+for+infusion/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_dimethyl_fumarate__Tecifidera__FINAL_July_2013_Amended_03.04.14_for_website.pdf
http://www.medicines.org.uk/emc/medicine/28593/SPC/Tecfidera+120mg+gastro-resistant+hard+capsules/
http://www.medicines.org.uk/emc/medicine/28592/SPC/Tecfidera+240mg+gastro-resistant+hard+capsules/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_emtricitabine__Eviplera__FINAL_March_2014_for_website.pdf
http://www.medicines.org.uk/emc/medicine/25518/SPC/Eviplera+200+mg+25+mg+245+mg+film+coated+tablets/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_lenalidomide__Revlimid__2nd_Resubmission_FINAL_March_2014_Amended_04.04.14_for_website.pdf
http://www.medicines.org.uk/emc/medicine/19841/SPC/Revlimid/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_lipegfilgrastim__Lonquex__FINAL_October_2013_Amended_03.04.14_for_website.pdf
http://eds.tayside.scot.nhs.uk/NHSTaysideDocs/groups/pharmacy/documents/documents/docs_095941.pdf

SMC Advice issued in April 2014 (publication date 7 April 2014) - continued ... SMC website: www.scottishmedicines.org.uk

Medicine Indication Local recommendation Comments and
category useful links
Macitentan, |0mg film-coated tablets As monotherapy or in combination, is Restricted to initiation & supply | SMC advice
(Opsumit®) (952/14) indicated for the long-term treatment of by specialists working in the .
- Full submission pulmonary arterial hypertension in adult Y P 8 SPC link

patients of World Health Organisation Scottish Pulmonary Vascular

Functional Class Il to Ill. Unit, Glasgow

SMC restriction: to initiation and
prescribing by specialists in the Scottish
Pulmonary Vascular Unit or similar Supplied via a Patient Access Scheme

specialists.

'Local processes exist to allow consideration of prescribing outwith SMC advice or outwith NHS Tayside formulary. Details are available in
the NHS Tayside Policy on the Prescribing of Medicines that are Non-formulary (including Individual Patient Treatment Requests)'

Formulary
news

Tayside Area Formulary (TAF) Updates - Apr/May 2014

TAF Section Drug(s)/topic Changes
4.7.3 & netFormulary* Neuropathic pain Duloxetine for the treatment of peripheral neuropathic pain (non-diabetic) [off-
label] added to Chronic Pain specialist formulary list and formulary (GPs may
Chronic Pain specialist list prescribe under the direction of the Pain Clinic). Restricted to use in patients

who are intolerant of first, second, or third-line options for the treatment of
neuropathic pain or where these treatments have been ineffective.
GPs may prescribe under the direction of the Pain Clinic, following initiation and 2

week review by the Pain Clinic. See local treatment protocol

11.8.2 & netFormulary* Subfoveal choroidal Aflibercept (Eylea®) added to Ophthalmology specialist formulary list and formulary
Opbhthalmology specialist list neovascularisation (Hospital-Only) as 2nd line choice for treatment of visual impairment due to
macular oedema (MO) secondary to central retinal vein occlusion (CRVO) (see

page 2 for SMC advice).

* Tayside netFormulary currently under development and not available for open access

This bulletin is produced by the Medicines Advisory Group (MAG),
SMC Briefing Note: which is a sub-group of the NHS Tayside Drug and Therapeutics

Click here for April Briefing Note Committee.

Please direct any queries to either:

Karen Harkness
Principal Pharmacist - Clinical Effectiveness

email: kharkness@nhs.net

or

Forthcoming SMC Advice

Claire James
Senior Pharmacist - Clinical Effectiveness

email: clairejames@nbhs.net

Local implementation of SMC recommendations is taken forward by the Tayside Medicines Governance Unit. This bulletin is based on
evidence available to the Tayside Medicines Governance Unit at time of publication and is covered by the Disclaimer and Terms &

Conditions of use.

CLICK HERE for access to the Medicines Governance section of the Pharmacy Staffnet site.
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mailto:kharkness@nhs.net
mailto:clairejames@nhs.net
http://staffnet.tayside.scot.nhs.uk/OurWebsites/Pharmacy/TaysideMedicinesGovernance/index.htm
http://www.scottishmedicines.org.uk/files/briefing-notes/2014/April_2014_SF.pdf
http://www.scottishmedicines.org.uk/smc/21.html
http://www.nhstaysideadtc.scot.nhs.uk/TAPG%20html/Section%204/4-7-3.htm
http://www.nhstaysideadtc.scot.nhs.uk/TAPG%20html/Specialist%20Lists/Chronic%20Pain/Chronic%20pain.htm
http://eds.tayside.scot.nhs.uk/NHSTaysideDocs/groups/pharmacy/documents/documents/prod_201528.pdf
http://www.nhstaysideadtc.scot.nhs.uk/TAPG%20html/Section%2011/11-8-2.htm
http://www.nhstaysideadtc.scot.nhs.uk/TAPG%20html/Specialist%20Lists/Ophthalmology/Ophthalmology.htm
http://www.scottishmedicines.org.uk/
http://www.scottishmedicines.org.uk/files/advice/M__Scottish_Medicine_Consortium_Web_Data_Audit_advice_Advice_by_Year_2014_No.4_-_April_2014_macitentan__Opsumit__FINAL_March_2014_Amended_03.04.14_for_website.pdf
http://www.medicines.org.uk/emc/medicine/28490/SPC/Opsumit+(macitentan)+10+mg/
http://eds.tayside.scot.nhs.uk/NHSTaysideDocs/groups/pharmacy/documents/documents/docs_095941.pdf

