[image: ]

[bookmark: _GoBack]AREA PRESCRIBING COMMITEE NEWSLETTER
10TH May 2018 

1)Formulary Amendments and Additions 
2)NICE Technical Appraisals
3)Items approved at Area Prescribing Committee
4)MHRA Alerts 
5)Net Formulary update

1) Formulary Amendments and Additions
	Name of Drug 
	RAG Rated 
	Information


	Freestyle Libre 

	Red 
	NICE have released a Medtech innovation briefing [MIB110] regarding Free style Libre  which was published in July 2017, Further  information can  obtained via the NICE website https://www.nice.org.uk/advice/mib110
The Regional Medicines Optimisation Committee ( north) have also issued a position  statement regarding freestyle libre which can viewed via https://www.sps.nhs.uk/wp-content/uploads/2017/11/Flash-Glucose-monitoring-System-RMOC-Statement-final-2.pdf
In view of the above statements the Northern Lincolnshire Area Prescribing Committee( APC)  have issued the following positioning statement for free style libre; 
‘The APC have adopted the RMOC statement and it has been agreed that this would be provided by the Acute Trust’ and not to be issued by Primary Care’ 


	Sumatriptan injections for cluster headaches

	Amber 
	Sumatriptan Injection have been agreed to be included this onto the formulary as Amber (specialist initiation) for cluster headaches. 


	Tinzaparin subcutaneous injection

	RED
	It has been agreed for tinzaparin to remain as RED (hospital only) until the low molecular weight guidelines have been approved and ratified. It has been noted that in some cases Primary care prescribers/ General practitioners can use their clinical discretion to prescribe if warranted. 


	Tadalafil once daily

	Red 
	Tadalafil once daily preparation has been amended from GREEN to RED (hospital only) prescribing with restrictions following the items for review document. Further evidence is to be requested to stipulate the clinical indications to sustain its position and use on the formulary. 


	Midodrine
	RED
	It is unclear from the licencing as to how this would be RAG rated without shared care being in place.  It was agreed that it would be RAG rated RED ( Hospital Only) until a shared care protocol or agreement is in place.

	Dulaglutide 
(Trulicity)

	Amber 
	Dulaglutide was agreed to be included onto the formulary in February and listed as Amber ‘specialist only’.  It have been discussed further and the decision has been made for Trulicity to remain Amber but to include the following phrase from the diabetes pathway ‘Initiation of GLP1 analogues to be carried out by only prescribers trained in insulin therapy’ this will enable prescribers sufficiently trained to prescribe it, and avoid unnecessary restrictions. 




2)NICE Technical Appraisals 
March and April 2018 Technical Appraisals 

	NICE TA
	indication
	RAG rating 

	NICE TA504
	Pirfenidone for treating idiopathic pulmonary fibrosis 
	RED

	NICE TA505
	Ixazomib with lenalidomide and dexamethasone for treating relapsed or refractory multiple myeloma. 
	RED

	NICE TA507:
	Sofosbuvir–velpatasvir–voxilaprevir for treating chronic hepatitis C.
	RED

	NICE TA511
	Brodalumab for treating moderate to severe plaque psoriasis
	RED

	NICE TA512
	Tivozanib for treating advanced renal cell carcinoma
	RED

	NICE TA509
	Pertuzumab with trastuzumab and docetaxel for treating HER2-positive breast cancer.
	RED

	NICE TA510
	Daratumumab monotherapy for treating relapsed and refractory multiple myeloma. 
	RED

	NICE TA513
	Obinutuzumab for untreated advanced follicular lymphoma
	RED

	NICE TA516
	Cabozantinib for treating medullary thyroid cancer.
	RED



Highly Specialised Technology Appraisal 
HST7:  Strimvelis for treating adenosine deaminase deficiency–severe combined immunodeficiency .RAG Rating :RED (Hospital only)
3) Items Approved at APC 

· Patient referral Information leaflet 


· Policy for the introduction, management and use of Biosimilar medicinal products


· Pain & Symptom Management Guidance in the last days of life
http://www.northernlincolnshireapc.nhs.uk/wp-content/uploads/2018/06/Pain-and-Symptom-Management-Guidance-in-the-Last-Days-of-Life-DCM029-1.pdf
4)MHRA Alerts
March & April MHRA Alerts
	Date 
	Product
	Problem
	Advice

	https://www.gov.uk/government/publications/drug-safety-update-monthly-newsletter


	09/03/2018
	Daclizumab (Zinbryta▼)
	Suspension and recall for safety reasons; review patients as soon as possible and start alternative therapy
	Advice for healthcare professionals: • Following the initiation of an urgent safety review, the European Medicines Agency (EMA) recommend that: o patients should not be started on daclizumab o doctors should contact all patients receiving daclizumab as soon as possible and stop their treatment. Alternative therapy should be considered in line with national recommendations (eg, NICE guidance) o doctors should monitor all patients stopping daclizumab for adverse reactions and check their liver function tests at least monthly and more frequently if clinically indicated for up to 6 months after the last dose o doctors should advise patients to seek urgent medical attention if they develop severe headache or any symptoms of liver injury such as prolonged fever, abdominal pain, jaundice, dark urine, or unexplained nausea or vomiting; serious immune-mediated hepatic injury can occur up to 6 months after the final dose. o patients should talk to their doctor if they have any questions about daclizumab • The EMA’s recommendation to suspend Zinbryta and recall the product is being sent to the European Commission for a legally binding decision

	09/03/2018
	Esmya (ulipristal acetate) for uterine fibroids
	Do not initiate or re-start treatment; monitor liver function in current and recent users
	Advice for healthcare professionals:                                                                                         • do not initiate new treatment courses of Esmya, including in women who have completed one or more treatment courses previously                                                   • perform liver function tests at least once a month in all women currently taking Esmya and again 2–4 weeks after stopping treatment.                                                  • check transaminase levels immediately in current or recent users of Esmya who present with signs or symptoms suggestive of liver injury (for example, nausea, vomiting, malaise, right hypochondrial pain, anorexia, asthenia, or jaundice)        • stop Esmya in any woman who develops transaminase levels more than 2-times the upper limit of normal, closely monitor and refer women for specialist hepatology evaluation as clinically indicated                                                                 • advise women using Esmya about the signs and symptoms of liver injury and tell them to seek immediate medical attention if they occur

	https://www.gov.uk/government/publications/drug-safety-update-monthly-newsletter


	24/04/2018
	Valproate medicines (Epilim▼, Depakote▼):
	Contraindicated in women and girls of childbearing potential unless conditions of Pregnancy Prevention Programme are met
	Advice for healthcare professionals:                                                                                         • valproate medicines must not be used in women and girls of childbearing potential unless the conditions of the Pregnancy Prevention Programme are met (see below) and only if other treatments are ineffective or not tolerated, as judged by an experienced specialist                                                                                  • you will receive materials by post in the coming weeks to use in the implementation of the Pregnancy Prevention Programme (Patient Guide, Healthcare Professional Guide, Risk Acknowledgement Form, and, for pharmacists, Patient Cards and stickers to attach a warning label to the pack)       • GPs must identify and recall all women and girls who may be of childbearing potential, provide the Patient Guide and check they have been reviewed by a specialist in the last year and are on highly effective contraception (see later for information on contraception)                                                                                             • specialists must book in review appointments at least annually with women and girls under the Pregnancy Prevention Programme and re-evaluate treatment as necessary; explain clearly the conditions as outlined in the supporting materials; and complete and sign the Risk Acknowledgement Form—copies of the form must be given to the patient or patient/caregiver/responsible person and sent to their GP                                                                                                  Contraindication in pregnancy                                                                                                   • use of valproate medicines in pregnancy is contraindicated for bipolar disorder and must only be considered for epilepsy if there is no suitable alternative treatment

	24/04/2018
	Obeticholic acid (Ocaliva▼):
	Risk of serious liver injury in patients with pre-existing moderate or severe hepatic impairment; reminder to adjust dosing according to liver function monitoring
	Advice for healthcare professionals:                                                                                          • patients with pre-existing moderate or severe liver impairment who are taking obeticholic acid are at risk of serious liver injury; adequate dose reduction in these patients is therefore essential                                                                                • assess hepatic status before starting obeticholic acid                                               • start patients with Child-Pugh Class B or C or decompensated liver cirrhosis at a reduced dose of 5 mg once a week (rather than once a day) and only increase dosing frequency to 5 mg twice a week (at least 3 days apart) and subsequently 10 mg twice a week (at least 3 days apart) in these patients if an adequate reduction in alkaline phosphatase and/or total bilirubin has not been achieved after 3 months and if the patient is tolerating the medicine – see Summary of Product Characteristics                                                                                                          • monitor all patients for primary biliary cholangitis (PBC) progression with laboratory and clinical assessment and evaluate at regular intervals the need for dose reduction



5) Net Formulary update
We are continuing to update our joint formulary available at: http://www.northernlincolnshireapc.nhs.uk/formulary-documents/formulary/chapter-2/
Net Formulary holds information about drugs and their formulary status.  It also includes traffic light status of medications so that prescriber responsibilities are clear. Pathways, NICE and APC policies will be linked to this as well as APC minutes and policies. This is an active document which is being continually updated.  Please feel free to provide feedback or comments to the Area Prescribing Professional secretary Aliya Turk at aliya.turk@nhs.net 
[image: ]
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When seeing a specialist:
[ ] IfI need to start
taking a new medicine

your checklist
[
| v |
ao
straightaway, has the
hospital provided me with a supply
to last at least seven days (or less,

if | need to take the medicine for a
shorter period)?

[ ] Do I understand what the medication is
for, how to take it and any side effects?

[ | If appropriate, has a Patient
Information Leaflet (PIL) been
supplied?

[ ] Do |l have the contact details for the
specialist’s office if | have a question?

[ ] If I need a Fit Note, has the hospital
provided me with one, and does it
cover the length of time the specialist
expects me to be off work?

[ ] Dol need a hospital follow up
appointment and if so, do | know how
this is organised?

[ | If appropriate, do | have the names
and contact details of organisations
who can give me more information or
support if | need it?

If you are unsure about any of the
qguestions in the checklist, please make
sure you discuss them with a member
of staff before you leave hospital.
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[ APl You are referred by your
N Pl GP to see a specialist?
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Access an electronic copy of this leaflet:
www.england.nhs.uk/patientinterface/

\- '

This information can be made available
in alternative formats, such as easy read
or large print, and may be available in
alternative languages, upon request.
Please contact 0300 311 22 33 or

email: england.contactus@nhs.net.

This leaflet has been developed with the
help and support of NHS England, the
British Medical Association and the National
Association for Patient Participation:

©BMA @

N.A.P.P.

This leaflet describes what you can expect
to happen when your GP refers you to see
a specialist or consultant, at a hospital or
a community health centre.
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England
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¢ Consulting Rooms 2 - 1

3 Consulting Rooms 5 - 3
Seeing your GP:

Why have | been referred?

Your GP will discuss with you and,

if appropriate, your carer, about why a
referral is being recommended. It is usually
because your GP wants a specialist’s help

in deciding on the best way to treat your
condition. This might involve referring you
for tests or investigations that cannot be
carried out in a GP surgery. Your GP will
also discuss with you what choices there
are for where you can be referred.

How wiill | hear about where and
when the appointment is?

GP practices and hospitals use different
ways of arranging appointments:

* Your GP practice may give you a
reference number and a password you
can use to book, change or cancel your
appointment online or by phone. In
time, more and more GP practices will
refer patients in this way.

* You may receive a letter from the
hospital confirming your appointment.
You need to reply as soon as possible
and tell the hospital if you can attend
on the date offered.

* Alternatively, sometimes patients receive
a letter asking them to phone the
hospital to make an appointment with
a specialist.
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Seeing the specialist:

What happens if | need
a test or procedure?

Normally, if the specialist thinks you
need any test, investigation or surgical
procedure, the specialist is responsible for:

e arranging the test, investigation or
procedure, explaining how and when
you will receive a date and what to do
if the date is not suitable for you; and

e giving you the results and explaining
what they mean (this may be done
in a separate appointment with the
specialist or by letter).

What happens if | need new medicines?

The specialist might suggest prescribing
new medicines for you or might want to
make changes to the medicines that you
are already taking.

The specialist is responsible for:

e giving you the first prescription for any
new medicine that you need to start
taking straightaway; and

e giving you enough medicine to last at
least the first seven days, unless you need
to take the medicine for a shorter time.
After this, you will need to contact your GP
surgery if another prescription is required.

It is important that you understand whether
you need to start any new medicines, or
whether the specialist has changed the
medicines you already take, so ask the
specialist if you are not sure. In some cases,
your GP will not be able to prescribe certain
medicines and you will need to continue to
receive these from the hospital. You will be
told about this at your appointment.

@

What if | need a Fit Note
(previously known as
Sick Note)?

If you need to be certified as unfit for
work following treatment by a specialist:

* The specialist should issue you with
a Fit Note.

* The Fit Note should cover the period they
expect you to be unfit to work, or until
your next contact with the specialist.

You should not need to see your GP

to get a Fit Note following hospital
treatment, unless your inability to work
is unexpectedly prolonged.

What if | need a follow up appointment?

The specialist will discuss with you
whether you should attend hospital for
ongoing follow-up care or whether you
should be discharged back to your GP.

If the specialist thinks you do need to

be seen again, the hospital will give you
another appointment or tell you when to
expect this. If you do not hear anything,
please contact the specialist’s office,
rather than your GP surgery.

What do | do if | have any questions?

e If you have any specific questions
related to your hospital care, your
specialist will be able to help you with
this, so it is important that you make
sure you know how you can contact
your specialist’s office.

e If you have any general questions
related to your health, your GP surgery
will be able to help you.
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1.0
Background & Scope

Biological medicines are currently the largest cost and cost growth areas in the NHS medicines budget. Using a new commissioning framework, NHS England aims to drive a step change in the uptake of biosimilar medicines by ensuring patients are offered the choice of switching to a new product (most cost-effective biosimilar) by their specialist hospital doctor.


Through making biosimilar medicines more quickly available, the NHS by 2021, will be able to take advantage of up to £300m of savings each year offered by these new products. This will enable more patients to have access to other life-saving and life-enhancing treatments.


The purpose of the policy is to aid this early adoption process in order that the benefits can be realised early. The use of biosimilars will not alter the care provided to patients, with the patient seeing no change in the treatment experience.


		Definition of a biosimilar medicine:



		A biosimilar medicine is a biological medicine which has been shown not to have any clinically meaningful differences from the originator medicine in terms of quality, safety and efficacy.  Where NICE has already recommended the originator biological medicine, the same guidance will normally apply to a biosimilar of that originator. ​





Detailed guidance will be provided in this policy on the adoption process for biosimilars including:


· Considerations required prior to adoption 

· Most suitable route of supply including homecare if required 

· Will a biosimilar be used for existing or just new patients


· Governance requirements and local approval processes 

· Informing and involving patients in the introduction of  a biosimilar

· Prescribing requirements


· IT readiness


· Pharmacovigilance and monitoring 

· Clinical outcomes monitoring


· Financial: tracking of any savings and commissioners position on       

· Uptake / reimbursement

2.0 Area


This policy applies to all areas of the Trust that provide treatment to patients with biologic medicines

3.0   
Duties & Responsibilities

This policy applies to medical, nursing, pharmacy staff and other key staff involved in any aspects of providing biosimilar medicines to patients.


Lead Consultant (and clinical team)


· Support the proposed biosimilar introduction, in the agreed patient groups and endorse the M&T Committee submission on behalf of the clinical unit 


· Carry out initial patient consultation with patients in lead up to biosimilar medicine adoption (see also specialist nurses and pharmacists)

Pharmacy Department


· Lead Pharmacist for Procurement and Medication Safety to co-ordinate and manage an effective implementation programme


· Specialist and service based clinical pharmacists to be able to provide information on biosimilars to health care professionals (HCPs) and patients


· Provide required detail for management of Trust prescribing systems and Aseptics unit work sheets (if required)


· Reporting on uptake of the biosimilar medicine following any biosimilar introduction and reporting financial savings realised from adoption


· Procurement of the selected biosimilar taking into consideration NHS agreed contractual or hospital discounted prices

· If the biosimilar is to be delivered via a Homecare delivery service, coordination and requirements of a biosimilar introduction will need to be considered


Specialist nurses and specialist pharmacists (who have direct involvement with relevant patients)


· Carry out initial consultation with patients in lead up to biosimilar medicine adoption

· Be available to answer patient questions and provide information regarding biosimilar medicines to patients and other HCPs should it be required

4.0 Introduction, Management and Use of Biosimilar

4.1  Introduction of a new biosimilar

General considerations:


· Does the biosimilar have the required licensed indications, for clinical condition, age range and route of administration?

· Anticipated launch date and supply chain details

· Patient groups to be included:

· Adult and paediatric setting? Will the biosimilar be intended for all indications or only specific indications?

· Process to be adopted: 


·    To be introduced by the Trust for existing patients 

·    To be introduced by the Trust for  new patients

·    Both of the above 

·    Are the biosimilar product stability once prepared and storage conditions the same as the originator?

·    Are the required clinical outcomes data available prior to review by the M&T Committee?

·    Are a number of biosimilars medicines for the same originator biological medicine anticipated to be launched around the same time by different manufacturers? If so a decision will need to be made on which will be adopted, and when, with an aim to avoid further changes in the short-term which may introduce risk and damage patient confidence (see also section 4.11 pharmacy purchasing). Adoption of a particular biosimilar product may also be influenced by association with other clinical regional networks, such as in Haematology/Oncology, to enable consistent treatments across the network region.

·    Possible resource implications of the adoption process. These may include:

· Patient counselling requirements

· MDT education and training requirements

· Possible administration route change e.g. SC to IV

· Possible administration duration change

· Is the biological medicine given in the Homecare setting and will this have to be reviewed (e.g. for initial dosing or patient self-administration training)

· Is the biological medicine given in an community clinic setting, and will training be required for both nurses and patients

4.2      Internal governance requirements

The submission for introduction of a biosimilar needs to have been approved at a local governance committee and should include points highlighted in 4.1. This will then be presented at M&T Committee for final approval


4.3      Commissioner position

Prior to undertaking the change from originator biological medicine to a new biosimilar medicine, the position of the commissioner e.g. NHSE should be sought, with adoption meeting the requirements of any NHSE initiative such as CQUINs within the required timeline.


4.4       Informing and involving patients in introduction

· Local decision on requirement to inform new patients once the biosimilar has been approved and adopted at the trust. For new patients this is not a change but a recommended treatment by a clinician.

· Required at point of initial adoption to inform and educate currently-treated patients. How this is carried out will be dependent on the biological medicine in question e.g. how often it is prescribed, in what setting it is given (IP, OP, or Homecare), and how the clinics are set up.

· Possible methods for informing and involving patients may include:

· Focus groups prior to adoption

· One to one patient consultation by trained clinician, nurse or pharmacist in lead up to the adoption (feasibility will be dependent on how the clinic is coordinated at the Trust)

· The utilisation of a patient information leaflet with Q&A section and contact details of relevant HCP if patients wish to discuss further

· Patient letter to be sent out to patients explaining:

1. The planned change

2. How the decision has been undertaken

3. That clinical efficacy and safety have not been affected

4. That significant financial benefits will be achieved for the NHS and/or the Trust.

4.5       Prescribing requirements & interchangeability

It is recommended that biosimilar medicines be prescribed by brand name for example, “International Non-proprietary Name (INN) (Brand name®)” i.e. “Filgrastim (Zarzio®)” (see section 4.6. for electronic prescribing systems).

Prescribing by brand reduces the risk of one biosimilar brand being substituted for another without a review and due consideration by the prescribing clinician/team. This does not mean that a biosimilar medicine cannot be changed from one brand to another, however this needs to be done as part of a clinically led management process.

Switches between different cycles of treatment are not appropriate (i.e. Cycle 1 is with brand X, cycle 2 is brand Y, cycles 3 & 4 Brand X etc.)

Biosimilars are interchangeable. Interchangeability is the practice of changing one medicine for another that is expected to achieve the same clinical effect. The decision to interchange is one that again requires review and due consideration by the prescribing clinician/team and approval by the M&T Committee

4.6     IT readiness

If the originator biological medicine and biosimilar are both to continue to be used in the Trust (e.g. in change over period or for different indications) the Trust electronic systems clearly need to differentiate between the two (i.e. is brand name in the profile name). Systems will include prescribing (ePMA), dispensing and in some cases aseptic unit systems (eMIS) and others such as Varian.

4.7     Patient Registration and consultation/ shared decision making

Following the adoption of a biosimilar at the trust it will be a local decision on how patients need to be consulted if a biosimilar change is to take place mid treatment. All new patients will follow the standard consent process as with the reference originator medicine.

 4.8      Pharmacovigilance and monitoring


All biological medicines require additional monitoring for safety and any suspected adverse drug should be reported using the MHRA yellow card scheme, with the provision of the brand and the batch number.

4.9     Clinical outcomes monitoring


As with all biologic medicines collection of clinical outcomes should take place, and after an agreed time period assessed to ensure quality of outcomes.

4.10    Monitoring patient satisfaction

A patient experience survey in the form of a short questionnaire may be carried out        pre and post implementation of biosimilar to ensure that the patient experience has not been negatively impacted following the introduction of the biosimilar medicine. The finding may also assist in supporting future biosimilar adoptions if shared with patients and MDTs.


4.11 Pharmacy Purchasing


Close liaison with Regional Procurement leads should take place, in order to keep up to    date with new biosimilar medicines:


· Anticipated launch dates

· Planned tenders and timelines

· Product specifications

· Pricing information

4.12     Tracking of savings and biosimilar adoption rate

Following implementation of a biosimilar medicine tracking of:


· The drug acquisition cost savings should be monitored and recorded on a monthly basis to calculate savings achieved from the change 

·  Breakdown of – 

· Number of patients on the biosimilar

· Number of patients changed to the biosimilar medicine part way through current treatment, for the approved indication. 

· Reasons identified for those patients have not been changed.

· Metrics and indicators in line with any NHSE requirements e.g. Medicines Optimisation and CQUINs.

4.13     Evaluation of Service impact on the Trust of adopting a biosimilar

Data should be collected through-out the change process in order to ascertain the resource impact of adopting the biosimilar in both new and mid-treatment change patients

4.14    Treatment failure with a biosimilar medicine


It is expected that all new patients will only be offered the biosimilar medicine. Where it is agreed that existing patients will be switched to the biosimilar medicine, this should be explained to them in a positive manner (see 4.4), however there may be some patients that are not willing to change for various reasons. The Lead Pharmacist for Procurement must be notified of those patients unwilling to switch and the reasons why. 


Patients that have switched but are experiencing lack of efficacy as a result, should discuss this with their consultant who will determine whether to switch back to the originator medicine or try an alternative biologic medicine. The outcome of the decision must also be documented in the patients notes, and the Lead Pharmacist for Procurement informed of the decision. 


The opportunity to switch back to the originator medicine, will depend on the commissioning arrangement, should it be made available on the formulary.


Treatment failure as a result of adverse events with a biosimilar must be reported on the    Yellow Card service, and documented in the patients notes (see 4.8)

5.0     Training


Implementation of either a new biosimilar or switch between a biosimilar must always involve effective training and awareness for the users. The drug companies provide the necessary resources for both HCP and patients and these should be considered as well as any other resources deemed appropriate to support training.

     
6.0      Monitoring Compliance and Effectiveness

The M&T Committee and /or Finance Department will monitor within the Trust and commissioners may monitor uptake through regular reporting

     
7.0      Associated Documents


None
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9.0      Definitions and abbreviations

Biological medicine – medicine derived from living cells or organisms, consisting of large highly complex molecular entities which may be difficult to characterise.

Generic medicine - is identical or bioequivalent to a brand name drug in dosage form, safety, strength, route of administration, quality, performance characteristics and intended use.

Extrapolation – the decision by the Regulator whether to extend the efficacy and safety data from an indication for which a biosimilar has been clinically tested to other conditions for which the reference product is approved.

Interchangeability – the medical practice of changing one medicine for another that is expected to achieve the same clinical effect in a given clinical setting and in any patient on the initiative or with the agreement of the prescriber.

M&T – Medicines & Therapeutics

MDT – Multi Disciplinary Team

HCP – Health Care Professional


NHSE – NHS England

10.0  Consultation


This document has been approved by the Trust M & T Committee and Pharmacy Governance

11.0  Equality Act (2010)


In accordance with the Equality Act (2010), the Trust will make reasonable adjustments to the workplace so that an employee with a disability, as covered under the Act, should not be at any substantial disadvantage.  The Trust will endeavour to develop an environment within which individuals feel able to disclose any disability or condition which may have a long term and substantial effect on their ability to carry out their normal day to day activities.


The Trust will wherever practical make adjustments as deemed reasonable in light of an employee’s specific circumstances and the Trust’s available resources paying particular attention to the Disability Discrimination requirements and the Equality Act (2010).
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