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Executive Summary 
 
The APC continued its work of facilitating clinical decision making across the North of Tyne 
during 2011-12.  
- 26 new products were considered by the committee. 
- 38 products were considered for an extension of approved uses or formulations. 
- 18 decisions made by the North East Cancer Drugs Approval Group (NECDAG) were 

ratified. 
- 14 decisions made by the North East Treatment Advisory Group (NETAG) were ratified. 
- 25 miscellaneous decisions relating to the use of drugs across the area were taken. 
- Approx 70% of products reviewed were approved. The rest were either rejected or 

deferred. 
- The North of Tyne Formulary was updated regularly and made available on the APC’s 

website for public scrutiny along with minutes of meetings and decision summaries.  
- The committee continued to look at NICE and SMC decisions as well as reviewing newly 

licensed drugs and formulations. 
- A number of shared care guidelines and information leaflets for primary care were 

developed by the Committee’s Shared Care Sub-group. 
- The QIPP sub-group that leads on a specific work stream of medicines optimisation across 

the health economy reported a total saving on therapeutic switches of £1.175m for 
2011/12. 

 
In order to continue to deliver this work the committee will need to ensure over the coming 
months that it secures ownership and membership that appropriately reflects the new NHS 
structural architecture. 
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Introduction 
 
The North of Tyne Area Prescribing Committee (APC) was established in January 2007 with 
the aim of facilitating a cross-organisational approach to medicines management, clinical 
decision making and related commissioning issues which affect primary care, acute hospitals, 
mental health, learning disabilities and social care. This report has been compiled to inform 
participating organisations of the Committee’s activities for the 12 months up to the end of 
March 2012. The report includes the outcomes of new drug requests, membership details, 
attendance figures and other relevant/significant developments, areas of interest and 
involvement. 
  

*********** 
Membership & Terms of Reference 
 
The Area Prescribing Committee (APC) serves the following participating organisations: 

• Newcastle Primary Care Trust (NPCT) 

• Newcastle upon Tyne Hospitals NHS Foundation Trust (NUTH) 

• North Tyneside Primary Care Trust (NTPCT) 

• Northumberland Care Trust (NCT) 

• Northumberland, Tyne and Wear NHS Foundation Trust (NTWT) 

• Northumbria Healthcare NHS Foundation Trust (NHCT) 

• NHS Northumberland Clinical Commissioning Group 

• NHS North Tyneside  Clinical Commissioning Group 

• NHS Newcastle North and East Clinical Commissioning Group 

• NHS Newcastle West Clinical Commissioning Group 
 
Membership of the committee reflects a wide variety of professional, clinical, educational, 
management, commissioning and organisational backgrounds. 
 
As the NHS reforms develop it is essential that commissioners and clinicians continue to make 
population and individual patient funding decisions in a manner that is robust, rational and 
defensible.  Funding decisions about medicines and treatments, whether for a population or as 
an individual funding request need to be made based on consideration of the best available 
evidence. 
 
The commitments in the NHS Constitution reinforce the need for clinical commissioning groups 
(CCGs) to have in place robust arrangements for their local decision-making groups and an 
established APC is one of the key mechanisms used to help make local decisions about 
medicines for their patient populations. 
 
The changing political and economic landscape, particularly during the transition phase 
associated with the reforms, has provided an additional challenge for the APC to manage.  This 
has been clearly recognized and as a priority for 2012/3 an action has been agreed to review 
the committee’s terms of reference to develop further the representative membership and 
ownership by the CCGs covering the North of Tyne health economy. 
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Attendance figures 
 
Between April 2011 and March 2012 there have been 6 meetings of the APC. The table below 
describes the attendance figures for members of the Committee. 

Name Job Title Organisation Attendance 

Mark Burdon (from 
January 2012) 

Community Pharmacist /prison service 
representative 

 0 

David Campbell Chief Pharmacist/Clinical Director for 
Medicines Management (Chair) 

NHCT 6 

Ian Campbell Assistant Director of Pharmacy NUTH 5 

Lindsay Caulfield Deputising for Zahra Irannejad  2 

Sarah Chandler (from 
Sept 2011) 

Formulary Pharmacist NHCT 4 

David Cook (resigned 
July2011) 

Lead Clinical Pharmacist Procurement 
and Formulary(professional secretary) 

NHCT 2 

Helen Coundon GP representative NHS North 
Tyneside CCG 

5 

Sue Dickinson  Director of Pharmacy RDTC 4 

Tim Donaldson Trust Chief Pharmacist/Associate Director 
of Medicines Management 

NTWT 5 

Alexander Dyker Consultant Physician NUTH 2 

Rosie England Associate Director of Medicines 
Management 

NHS NoT 6 

Sue Gordon Executive Director of Public Health NHS NoT 1 

Matt Grove Consultant Rheumatologist, NTGH NHCT 4 

Mike Guy Medical Director NHS NoT 0 

Zahra Irannejad Head of Prescribing NHS NoT 0 

Janet Kelly Nurse Clinical Manager NHCT 3 

Matthew Lowery Formulary and Audit Pharmacist  NUTH 5 

Tom McCullough 
(Resigned December 
2011) 

Community Pharmacist Representative  2 

Peter McEvedy GP representative  NHS 
Northumberland 

CCG 

5 

Kirsty McFarlane Deputising for Sue Brent RDTC 1 

Gordon Pearston GP representative  NHS Newcastle 
North and East 

CCG 

1 

Jayanta Sarma Consultant Microbiologist, NTGH NHCT 0 

Simon Thomas Consultant Clinical Pharmacologist NUTH/RDTC 6 

Susan Turner  
(from July 2011) 

Medicines management advisor 
(professional secretary) 

NHS NoT 3 

Mritunjay Varma Consultant Anaesthetist, NGH NUTH 0 

Neil Watson Clinical Director of Pharmacy and 
Medicines Management 

NUTH 6 

Sue White Deputising for Zahra Irannejad NHS NoT 1 

Steve Williamson Consultant Pharmacist in Cancer services NECN 5 

Hilary Wynne Consultant Physician NUTH NUTH 6 

 
Glossary for organisations not listed on page 2 

NECN North of England Cancer Network 
NETAG North of England Treatment Advisory Group 
NHS NoT NHS North of Tyne 
RDTC Regional Drugs and Therapeutics Centre 
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Sub groups and committees 
 
Various sub groups/committees exist to carry out specific programmes of work for the main 
committee. These include: 
 

- Formulary Sub-Committee – This considers new product applications and leads the 
development of the shared formulary. Recommendations to approve, defer or reject 
applications, with summaries of evidence, are presented to the APC. 

 
- Shared Care Group – This looks at the development of Shared Care Guidelines and 

associated issues.  
 
- Antimicrobial Chemotherapy Sub-group – This looks at sharing good practice with 

regard to antimicrobial chemotherapy as well as developing, reviewing and maintaining 
Primary Care Antibiotic guidelines. 

 
- Medicines Management QIPP Sub-group – This sub-group is responsible for the 

relevant Quality, Improvement, Productivity and Performance (QIPP) work-stream 
across the North of Tyne area. It is evolving to also consider the wider medicines 
optimisation agenda. The subgroup reported a total saving on therapeutic switches of 
£1,175,000 for 2011/12.  Savings of £488,000 have been made by changing 
prednisolone EC to standard. £400,000 has been saved by not prescribing 
glucosamine and £232,000 has been saved by reviewing venlafaxine modified release 
prescribing.  Further savings of £175,000 have been made on oral nutrition where 
primary care dieticians have reviewed and advised on appropriate prescribing of sip 
feeds. 

 
Committee Officers 
 
The following is a list of officers to the committee and its main sub groups/committees: 
 

APC – Chair  David Campbell 

APC – Vice Chair 1  Simon Thomas 

APC – Vice Chair 2 Rosie England 

APC – Vice Chair 3 Hilary Wynne 

APC – Professional Secretary David Cook (until July 2011) 
Susan Turner (from July 2011) 

  

Formulary sub-committee – Chair  Simon Thomas 

Formulary sub-committee – Vice Chair 1 Alexander Dyker 

Formulary sub-committee – Vice Chair 2 Zahra Irannejad 

Formulary sub-committee – Professional 
Secretary 

Matthew Lowery  

  

Shared Care Group – Chair  Hilary Wynne 

Shared Care Group – Vice Chair Helen Seymour 

Shared Care Group – Professional Secretary Andy Reay (now resigned) 

  

QIPP Group – Chair Martin Wright 

QIPP Group – Vice Chair Rosie England 
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Committee’s activities/achievements 
 
During the period from April 2011 to March 2012 the committee carried out the following key 
activities: 
 

• Formulary 
o Work continued on the ongoing development and maintenance of the North of 

Tyne Formulary. 
 

• New drug applications 
o Applications to have new drugs or formulations added to the formulary 

continued to be a large part of the committee’s work. 26 new products were 
considered by the committee and 38 products were considered for an extension 
of approved uses or formulations. 

o All formulary decisions are made on the basis of a detailed review of the 
available evidence of efficacy, safety and cost impact  

o Details of these applications and the committee’s decisions are noted in 
appendix 1. 

 

• Communication 
o The committee continued to publish details of its meetings and decisions, the 

North of Tyne Formulary, finalised Shared Care Guidelines and information 
leaflets for primary care and other statements and guidelines for both healthcare 
professionals and members of the public on its website: 
www.northoftyneapc.nhs.uk. 

 

• Shared Care 
o Progress on developing shared care guidelines has occasionally been delayed 

by issues relating to the funding of medications and/or associated changes in 
locations of care. The movement of funds from original providers to new 
providers of care has proved challenging and has sometimes delayed 
implementation. Representation on the group has recently changed to address 
these issues. 

o Despite the above challenges the following Shared Care Guidelines were 
developed or updated: 

� The use of Anti-cholinesterase for dementia – updated June 2011 
� Dexamfetamine for ADHD in children and young people – June 2011 
� Immunosuppressive treatment following heart and lung transplants – 

updated June 2011 
� Immunosuppressive treatment following liver transplants – updated June 

2011 
� Immunosuppressive Treatment Following Renal Transplantation – 

updated June 2011 
� Immunosuppressive Treatment Following Paediatric Renal 

Transplantation – June 2011 
� Ketamine in Palliative Care (cancer pain) – November 2011 
� Lithium therapy – updated May 2011 
� Methylphenidate for children and young people – updated November 

2011 
� Naltrexone  – November 2011 
� Vigabatrin – March 2011 
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o 11 information leaflets were developed or updated to provide information to 
primary care professionals on drugs classified as BLUE under the ‘traffic light’ 
system. These were: 

� Chorionic gonadotrophin – July 2011 
� Dekristol-Colecalciferol – updated January 2012 
� Dexamfetamine for primary sleep disorder – July 2011 
� Nebulised Gentamicin – March 2012 
� Ivabradine – May 2011 
� Lanreotide and Octreotide – May 2011 
� Melatonin – November 2011 
� Mexiletine – November 2011 
� Prucalopride – May 2011 
� Retigabine – January 2012 
� Ropinorole – updated May 2011 

 

• Newly licensed drugs and formulations 
o At each meeting the committee continued to review a list of drugs and 

formulations which had been newly licensed since the previous meeting. This 
included any formulary drug which had received a license for a new indication. 

 

• NICE and SMC 
o The committee regularly looked at both NICE appraisals/guidance and SMC 

decisions to ensure that its own decisions and work plans are robust. NICE TAG 
recommendations are endorsed by the committee within 3 months of 
publication. 

 

• Formulary compliance 
o Work continued on assessing compliance with the North of Tyne Formulary 

across primary and secondary care. 
 

• Interim Cancer Drugs Fund 
o The Cancer Network approved a number of drugs for prescribing from the 

interim Cancer Drugs Fund (CDF).  A link to the CDF list on the Cancer Network 
website is available on the APC website. 

 
Summary 
 
The North of Tyne Area Prescribing Committee continues to provide an excellent forum to 
bring together clinical and commissioning decision making across the North of Tyne health 
economy. It has had excellent primary and secondary care representation, has been well 
attended and delivers a significant work programme and system of governance associated 
with medicines use for all of the organisations involved. 
 
Recommendation 
 
The Boards of member organisations are requested to acknowledge the details of this 
report. 
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APPENDIX 1 
Summary of APC Decisions April 11 to March 12 

 
Classification of products: 
R = ‘RED’ drugs for hospital use only 

A = ‘AMBER’ drugs suitable for use under Shared Care arrangements 

B = ‘BLUE’ drugs initiated in secondary care where an information sheet for GPs is recommended 

T = drugs used in Tertiary Care only. 
 

Product Decision + date of decision Comments / notes 
 Approved Refused Deferred  

1) Requests Reconsidered or Deferred from 2010 - 2011 

No requests were deferred from previous meetings. 

2) New Requests 

Aminocaproic acid
u
 � 

R 

13/03/12 
 

  Decision: Approved for use in paediatric patients 
undergoing extracorporeal membrane oxygenation 
(ECMO). 

Artiss
® 

fibrin sealant  

� 

10/1/12 
 

  Decision: Approved 

Artesunate (anti -
malarial treatment) 
(unlicensed) 

 

� 

R 

10/5/11 

   

Decision -  Approved 

Boceprevir 
(Victrelis

®
) 

 

 

� 

13/3/12 
 

  

 

Decision : Approved for 

• Patients who have failed treatment and 
prior response is not known (usually 
treated prior to 2007).  

This approval will be reviewed following publication 
of Nice guidance. 

 

Calcium 
hydroxylapatite 
(Radiesse

®
) 

 

� 

R 

10/1/12 
 

  Decision: Approved 

Dimeticone 4% lotion 
(Hedrin

®
) 

 

� 

12/7/11 

 

  Decision - Approved for inclusion in the North of 
Tyne Formulary. 

High strength 
fluoride toothpaste 
(Duraphat

®
) 

 

� 

10/1/12 
See notes 

  Decision: Duraphat 2800ppm and 5000ppm 
fluoride toothpastes will be included in the North of 
Tyne Formulary for prescribing by dentists and 

dental hospital prescribers only. It is therefore 
classified as a restricted drug only 

Fentanyl Citrate - 
Sublingual (Abstral

®
) 

   

� 
12/7/11 

Decision – Deferred. Specialists to be asked to 
provide safety data. The application to be re-
considered if sufficient data is provided. 
Application withdrawn 13/9/11 as no further data 
received. 

Fortisip Compact  

� 

8/11/11 

  Decision: Fortisip Compact is to be included in the 
North of Tyne Formulary for use in patients with 
renal failure and when a lower fluid volume is 
indicated. 
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Product Decision + date of decision Comments / notes 
 Approved Refused Deferred  

Gelo Revoice®   

� 

8/11/11 
 

 Decision: The application for Gelo-Revoice
®  

was 
not approved. 

Indacaterol (Onbrez 
Breezhaler

®
) 

  

� 
10/5/11 

 

 Decision - Not approved because patient numbers 
appear to be unrealistic and because there is no 
combination product available for stepping up 
treatment. 

InteguSeal
® 

IS 100
u
 � 

R 

 
13/03/12 

 

  Decision : Approved 

Approved for preoperative preparation of the 
saphenous vein harvest site. The unit is requested 
to audit its infections rates.   

Lidocaine 4% Cream 
(LMX4

®
) 

 

� 

R 

 
13/9/11 

 

  Decision:  Approved for hospital use only (RED).  
Lidocaine 4% cream (LMX4®) approved for topical 
anaesthesia before venous cannulation in adults 
and children over 1 month for hospital use only. 

Loteprednol eye 
drops (Lotemax

®
) 

 

� 

12/7/11 

 

  Decision - Approved as a second line agent to 
conventional corticosteroid eye drops. 

Morphine sulphate 
pentahydrate 
(DepoDur

®
) 

  

� 

13/03/12 

 

 Decision - Refused 

Octanate
®
  

� 

R 

 
10/5/11 

  Decision – Approved. Octanate
®
 is appropriate for 

use in patients with severe Haemophilia A and an 
inhibitor, and in whom there is agreement to 
undertake immune tolerance induction with a 
plasma derived product.  The possibility of wider 
use of Octanate

®
 was explored, however national 

guidance does not allow the first line use of plasma 
derived factor VIII in patients with severe 
Haemophilia A. 

Paricalcitol capsules 
& 5mcg/ml injection 
(Zemplar

®
) 

 

� 

R 

 
10/5/11 

  Decision - Approved for use in patients with PTH 
levels <800mcg/l but whose treatment with 
alfacalcidol is restricted due to a high calcium level. 
Classified as a Red Drug. 

The level at which Paricalcitol use will be triggered 
will be identified by the Nephrologists. 

Retigabine (Trobalt
®
)  

� 

B 

 
13/9/11 

 

  Recommendation: Approved: Retigabine should 
be included in the North of Tyne Formulary, with 
blue traffic light status, for the treatment of partial 
onset seizures in epilepsy. Treatment will be in line 
with NICE guidance. 

Saxagliptin 
(Onglyza

®
) 

 
� 

 
10/5/11 

 

  Decision - Approved.  

Saxagliptin to be first line treatment used for new 
patients. Sitagliptin to be kept for existing patients 
and to be eventually removed from the Formulary. 

SmofKabiven  

� 

R 

8/11/11 
 

  Decision: SmofKabiven is to be included in the 
Formulary for use when Oliclinomel is not available. 



 

Produced by S Turner, Professional Secretary for North of Tyne Area Prescribing Committee.                           May 2012 
Page 9 of 21 

Product Decision + date of decision Comments / notes 
 Approved Refused Deferred  

Sodium 
stibogluconate 
(Pentostam

®
) 

� 

R 

13/03/12 

 

  Decision: Approved for the treatment of cutaneous 
and visceral leishmaniasis. 

Spectinomycin – 
Treatment of 
gonorrhoea 

 

� 

 
13/9/11 

 

  Decision: Approved.  

Tapentadol IR and 
SR tablets (Palexia

®
) 

  

� 

 

8/11/11 
 

 Decision: Refused 
 

Telaprevir (Incivo
®
) � 

R 

13/03/12 
 

  Decision: Approved for the treatment of the 
following patients: 

- treatment naïve patients with advanced 
fibrosis (stage 3-4 fibrosis or Fibroscan >11 
KPa) 

- treatment experienced patients with 
evidence of interferon responsiveness who 
have compiled with previous treatment and 
relapsed or have had partial response 

This decision will be reviewed following publication 
of the NICE Guidance. 

Testosterone 1% gel 
(Testim

®
) 

 

� 

8/11/11 

 

 

  Decision: Testosterone 1% gel (Testim
®
) is to be 

added to the formulary (in addition to Testogel and 
Tostran in the NoT Formulary). 
 

Triamcinolone, 
nystatin, neomycin, 
gramicidin ointment  
(Tri-adcortyl

®
) 

(Unlicensed) 

 

� 

10/5/11 

  Decision - Approved. To be included in the North 
of Tyne Formulary for the treatment of otitis externa 
in those patients who have ear canal stenosis or 
who have failed to respond to other first and 
second line treatments. 

3) New Formulations & Extensions to Use 

Apomorphine 
pre-filled syringes 
(Apo-go

®
) 

 
 

� 

12/7/11 

 
Decision - Not approved. A new application can be 
considered if there is further evidence to 
demonstrate the advantages of the pre-filled 
syringes over the current method of administration.  

Atomoxetine 80mg 
capsules 

 

� 

8/11/11 
 

  Decision: Atomoxetine 80mg capsules will be 
added to the NoT Formulary 

Basiliximab-GVHD 
(Simulect

®
) 

 

� 

R 

12/7/11 

  
Decision - Approved for the treatment of severe 
graft versus host disease post haematopoitetic 
stem cell transplantation. First line treatment for 
aGVHD is steroids, followed by steroids plus 
infliximab and then steroids plus infliximab and 
basiliximab. 

Cetrorelix 0.25mg 
injection (Cetrotide

®
) 

 

� 

12/7/11 

 

  Decision – Approved. The number of patients 
involved is low, and an extension to include this 
indication would result in a small cost increase. 
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Product Decision + date of decision Comments / notes 
 Approved Refused Deferred  

Colecalciferol 800iu 
capsules (Fultium

®
) 

 

� 
13/03/12 
 

  Decision: Approved 
for first line use in long term maintenance treatment 
of patients with documented vitamin D deficiency 
following high strength therapy and for use in 
patients with symptoms and insufficient levels. 
 

Co-phenylcaine Forte 
spray (Unlicensed) 

 

� 
10/1/12 
 

  Decision:  The request for Co-phenylcaine Forte
®
 

is approved. 

Intranasal 
diamorphine 

� 

R 

10/1/12 
See notes 

 

  Decision:  The use of intranasal diamorphine is 
approved for use in children for the relief of acute 
moderate-severe pain due to clinically suspected 
limb fractures, burns and significant fingertip 
injuries. 

The intranasal spray is the preferred formulation for 
use. The use of this unlicensed product is approved 
subject to the appropriate risk assessments being 
carried out by organisations that intend to use it. 

 

Etanercept – juvenile 
scleroderma 

 

� 

R 

8/11/11 
 

  Decision: The request for etanercept for use in 
juvenile scleroderma was approved. Its use will be 
subject to informed consent and specialists using 
etanercept in this indication should collect data on 
patient outcomes.  If, after a six month trial, 
treatment were found to be beneficial, it would be 
continued for two years. If unsuccessful after six 
months it would be discontinued. 

 

Nebulised 
Gentamicin

u
 

� 

B 

13/03/12 

  Decision: Approved. 
Nebulised Gentamicin will be included in the North 
of Tyne Formulary for use in Long term therapy in 
non-cystic fibrosis bronchiectasis usually in patients 
having > 3 exacerbations per year with an organism 
identified as being sensitive to gentamicin. 
This is an unlicensed indication. 
Treatment must be initiated by specialists in 
Secondary Care only. Patients remain under 
supervision by secondary care until stable or drug 
is withdrawn. 
 

Gliclazide 40mg 
tablets 

 

� 
13/03/12 
 

  Decision: Approved 
 

HiB, Pneumococcal 
and tetanus vaccines 

 

� 
13/03/12 
 

  Decision: Approved 
The approved indications for use of these 
vaccinations will be extended to include immune 
testing in patients with non-CF bronchiectasis. 

Infliximab – JIA 
(Remicade

®
) 

� 

R 

13/3/12 

  Decision: Approved for use in the treatment of 
JIA, juvenile dermatomyositis and paediatric onset 
Behcet’s disease. In JIA it will be used in patients 
who have not responded to etanercept. In patients 
with juvenile dermatomyositis and paediatric onset 
Behcet’s disease it will be used where there has 
been intolerance or lack of response to 1st and 2nd 
line therapies 
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Product Decision + date of decision Comments / notes 
 Approved Refused Deferred  

Interferon beta-1a 
pens (Avonex

®
) 

 

� 

 
13/9/11 

 

  Decision: Approved. Interferon beta 1a pens 
(Avonex

®
) should replace the pre-filled syringes in 

the Formulary. 

Ivabradine tablets 
(Procoralan

®
) 

 

� 

B 

10/5/11 

  Decision – Approved. Ivabradine to be initiated 
and reviewed by specialists. Use to include 
symptomatic patients who have had an admission 
with heart failure within the last 12 months, if beta 
blockers have been optimised (or if patients are 
unable to tolerate beta blockers), heart rate is 
consistently 75 beats per minute or more at rest 
and in sinus rhythm and with a left ventricular 
ejection fraction of 35% or lower.  

Juvederm Ultra 4
®
  

� 

12/7/11 

  
Decision - Approved for use in the treatment of 
severe facial wrinkles and folds. 

Note: The procedure for which Juvederm ultra
®
 

is used is NOT available on the NHS. 

Levetiracetam 750mg 
tablets 

 

� 
12/7/11 
 

  
Decision: Approved 
 

Levobupivicaine 
0.625mg/ml & 
1.25mg/ml infusion 
bags 

� 

R 

 
13/03/12 
 

  
Decision: Approved 
It should be noted however that concerns were 
raised regarding the risk of these bags being 
inadvertently given by the IV route. Individual 
Trusts should carry out a risk assessment and 
ensure local safeguards are in place prior to 
introduction. 

Buccal lorazepam for 
status epilepticus 

� 

R 

 
10/1/12 
 

  
Decision:  The request for lorazepam 2mg/ml and 
4mg/ml suspension is approved. It will be classified 
as a Red drug 

Losartan 12.5mg 
tablets 

 

� 

8/11/11 

 

  Losartan is recommended as a first line ARB for the 
treatment of heart failure in the NoT Formulary.  
Decision: Losartan 12.5mg tablets will also be 
included in the NoT Formulary. 

Losartan suspension  

� 

13/03/12 

 

  Decision: The licensed product is approved for use 
as an alternative to crushing tablets for paediatric 
and adult patients. 

Memantine for 
Alzheimers disease 

 

� 

A 

10/5/11 

  Decision - Memantine to be included in the 
Formulary for the indications recommended by 
NICE.  

Menotrophin 
multidose pens 
(Menopur

®
) 

 

� 

R 

10/5/11 

  Decision - New formulations approved for inclusion 
in the Formulary. 

Methylthioninium 
chloride 0.5% 
 

� 

R 

13/03/12 

  A licensed formulation of methylthioninium chloride 
injection is now available but it is 0.5% compared to 
the existing formulation which is 1%. 

Decision : Methylthioninium chloride 0.5% injection 
is approved for use. 
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Product Decision + date of decision Comments / notes 
 Approved Refused Deferred  

Nevirapine MR 
(Viramune

®
) 

prolonged - release) 

  

� 

13/03/12 

 

 Decision: Refused 

 

Nicorette Quickmist
®
   

� 

12/7/11 

 

 Decision - Refused. The committee was not 
convinced that the suggested benefits justified the 
increased cost. 

Olanzapine 15mg 
tablets 

� 

13/03/12 

 

  Decision: Approved. 

Olanzapine 20mg 
tablets 

 

� 

8/11/11 
 

  Decision: Olanzapine 20mg tablets will be included 
in the NoT Formulary. 

Omalizumab 75mg 
and 150mg prefilled 
syringes 

 

� 

R 

10/5/11 

  Decision – New formulations approved for 
inclusion in the Formulary. 

Buccal 
prochlorperazine 
(Buccastem

®
) 

� 

 
10/1/12 
 

  Decision – The request for Prochlorperazine 3mg 
buccal tablets is approved.  

 

Pyridostigmine 
suspension 

 

� 

8/11/11 

  Decision: Pyridostigmine liquid is available as an 
unlicensed product in a strength of 60mg/5ml. It will 
be added to the NoT Formulary for use in children. 

Sevelamer Carbonate 
tablets and powder 
for oral suspension 
(Renvela

®
) 

 
� 

 

10/5/11 

  Decision - Approved for  the control of 
hyperphosphataemia in adult patients receiving 
haemodialysis or peritoneal dialysis; and for the 
control of hyperphosphataemia in adult patients 
with chronic kidney disease not on dialysis with 
serum phosphorus ≥ 1.78mmol/l. Patients currently 
prescribed sevelamer hydrochloride should be 
switched to sevelamer carbonate unless specialists 
have good reason not to change. 

Sitagliptin   

� 
13/9/11 

 

 Decision:  The request for sitagliptin to be 
reinstated was not approved.  
 

Somatropin  
pre- filled liquid 
cartridges (Saizen

®
) 

  

� 

13/9/11 

 Decision: Refused. The APC has recently 
approved a recommendation to make Omnitrope 
the first line growth hormone with Saizen

®
 to be 

used only in patients with poor compliance. A 
meeting has been arranged between pharmacy, the 
clinical director of paediatrics and paediatric 
endocrinologists to discuss how the transition of 
existing patients to less expensive products may be 
managed. The committee view is that no new 
growth hormone preparations will be considered 
until the review is complete. 

Sulphur hexafluoride 
(SonoVue

®
) 

� 

R 

10/1/12 
 

  Decision: Approved. 
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Spironolactone  

� 

10/5/11 

  Decision – Approved.  The approved indications 
for Spironolactone to be extended to include 
patients with milder heart failure if they have other 
high risk features 

Tadalafil – PAH 
(Adcirca

®
) 

� 

R 

13/3/12 
 

  Decision: Approved for the treatment of 
pulmonary arterial hypertension (PAH) is approved 
for use in adults for whom treatment with sildenafil 
is not tolerated or effective. 

Tisseel
®
 Ready Mix   

� 
10/5/11 

 Decision - Not approved. Tisseel
® 

products not to 
be used in mesh fixation in hernia repairs.  
 
The proposal to replace Tisseel

®
 Lyo with Tisseel

®
 

Ready Mix (for licensed indications excluding mesh 
fixation) to be deferred pending a review of fibrin 
sealants at which consensus will be sought from 
surgeons as to whether Tisseel

®
 Ready Mix should 

be available instead of Tisseel
®
 Lyo. 

Trospium XL 
(Regurin XL

®
) 

  

� 
10/1/12 

 Decision: the request for Trospium XL is not 
approved. The committee was not convinced of the 
advantages of trospium XL over those products 
already included for this indication and feels that, 
due to the patent expiry of tolterodine in 2012, there 
are significant long term cost implications. 

 

4) Products Considered by NECDAG 

Abiraterone in 
combination with 
prednisolone for the 
treatment of 
metastatic castration 
resistant prostate 
cancer which has 
progressed on or 
after a docetaxel-
based chemotherapy 
regimen 
 

� 

10/1/12 

See Notes 

  Approved from cancer drug fund on the condition 
the manufacturer provides abiraterone with the 
discount agreed as part of the patient access 
scheme. 

 

Azacitidine (Vidaza
®
)  

� 

R 

10/5/11 

  Indicated for intermediate-2 and high-risk 
myelodysplastic syndromes (MDS) according to the 
International Prognostic Scoring System (IPSS). 
Approved by NECDAG from ICDF funding on 
06.10.2010 for licensed indication only. Now 
approved by NICE so no longer funded from the 
Cancer Drug Fund. 

Bevacizumab in 
combination with 
Capecitabine in 
metastatic breast 
cancer. 

� 

10/1/12 

See Notes 

  NECDAG reviewed this indication on 30th 
November 2011 and concluded that Avastin with 
Capecitabine does not meet the normal NHS Cost 
Effectiveness Criteria. 

Rejected from Standard NHS funding 

Approved from Cancer Drug Fund (subject to 
ongoing review) 

CapVin in breast 
cancer 

� 

10/1/12 

 

   
Approved by NECDAG 30.11.11 

Cisplatin and 
vinorelbine &RTx 

� 

10/1/12 

 

   
Approved by NECDAG 30.11.11 
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Dasatinib   

� 

12/7/11 

 Considered for treatment of newly diagnosed 
Philadelphia chromosome positive chronic myeloid 
leukaemia (CML) in the chronic phase. 
 
Decision – Not approved. 

Degarelix (Firmagon) 
for first line 
treatment of 
advanced hormone-
dependent prostate 
cancer at with a PSA 
> 20ng/l at 
presentation. 
 

 

� 

10/1/12 

  Approved on the condition that the manufacturer 
either discounts or rebates the cost of degarelix to 
be equivalent to the cost of gosarelin. 

Dexrazoxane 
(Savene TM) 

 

� 

   13/9/11 

  Approved - to be added to NECN Extravasation 
Guidelines. 

FOLFIRINOX 
Management of 
selected patients 
with inoperable 
pancreatic cancer 
(First line for 
inoperable 
pancreatic cancer in 
patients with 
performance status 
0-1.) 

 

� 

10/1/12 

   

Approved. 

Gemcitabine plus 
capecitabine 
(GEMCAP) 

  

� 

10/5/11 

 

 Proposed for a non-licensed use in patients with 
advanced pancreatic cancer. 

Rejected on the grounds of lack of clinical 
evidence. Not considered for the Cancer Drugs 
Fund. 

Gemcitabine and 
Capecitabine for 
management of 
advanced pancreatic 
cancer. 

  

� 

10/1/12 

 

  

Not Approved. 

Imatinib: Adjuvant 
treatment of adult 
patients who are at 
significant risk of 
relapse following 
resection of GIST 
 

 

� 

10/1/12 

 

   

Approved from NHS Funding 

Ipilimumab 2nd line 
treatment of 
Metastatic melanoma 
 

� 

10/1/12 

See Notes 

  NECDAG reviewed this indication on 30th 
November 2011 and concluded that Ipilimumab 
does not meet the normal NHS Cost Effectiveness 
Criteria. 

Rejected from Standard NHS funding 

Approved from Cancer Drug Fund (subject to 
ongoing review) 

Lenalidomide 
(Revlimid) for 
Myelodysplastic 
syndrome with the 
5q minus cytogenetic 
abnormality 

  

� 
10/1/12 

  
REJECTED from Standard NHS Funding. 
 
REJECTED from Cancer Drug Fund CDF. 
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Mitomycin C and 5-
Fluorouracil for 
bladder cancer 
concurrent with 
radiotherapy 

 

� 

R 

 
12/7/11 

  Considered for the treatment of bladder cancer 
concurrent with radiotherapy.  
Decision – Approved from NHS standard funding 
pathways. 

Nilotinib   

� 

12/7/11 

 Considered for treatment of newly diagnosed 
Philadelphia chromosome positive chronic myeloid 
leukaemia (CML) in the chronic phase. 
 
Decision – Not approved. 

Paclitaxel and 
carboplatin in 
ovarian cancer 

 

� 
10/1/12 

   
Approved by NECDAG 30.11.11 

 

Sorafenib   

� 

12/7/11 

 Considered for the treatment of advanced thyroid 
cancer. 
 
Decision – Not approved. 
 

5) Products considered by NETAG 

Amifampridine 
phosphate 
(Firdapse®) for the 
symptomatic 
treatment of 
Lambert-Eaton 
myasthenic 
syndrome (LEMS) 
 

  

� 

10/1/12 

See 
Notes 

 The NHS North East Treatment Advisory Group 
does not recommend Firdapse® except where 
interruption to therapy with amifampridine is 

considered to present a critical clinical 
situation. 

This recommendation is contingent on a discounted 
price specified within a patient access scheme and 
only if the use of amifampridine is a continuation 

of therapy in accordance with existing  
commissioning arrangements 

(NETAG recommendation AFP-LMS-JUL10). 

Bevacizumab 
(Avastin

®
) 

  

� 

10/5/11 

 

 Decision - Not recommended for use within NHS 
North East for the treatment of neovascular 
glaucoma secondary to ischaemic central retinal 
vein occlusion. 

Bevacizumab 
(Avastin®) in the 
management of 
neovascular age-
related macular 
degeneration: 
Updated appraisal 

 

� 

   13/9/11 

  Decision: Approved. The North East Treatment 
Advisory Group recommends bevacizumab 
(Avastin®) 1.25 mg intravitreal injection as a cost 
effective treatment option for age-related macular 
degeneration. 

Botulinum toxin 
(Botox®) for chronic 
migraine 

  

� 

8/11/11 

 

 The NHS North East Treatment Advisory Group 
does not recommend the use of Botox® for 
chronic migraine. 

The group was concerned about the clinical 
efficacy of treatment and important uncertainties 
remained regarding interpretation of cost 
effectiveness 

data. 

Collagenase 
(Xiapex®) for 
Dupuytren’s 
contracture 

 
 

� 

  13/9/11 

 

 Decision: Refused .The North East Treatment 
Advisory Group does not recommend collagenase 
(Xiapex®) for Dupuytren’s contracture. 
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Novel oromucosal 
(Abstral®, 
Effentora®) and 
nasal (Instanyl®) 
fentanyl for 
breakthrough pain 
associated with 
cancer: 

Updated appraisal 
including nasal 
fentanyl (PecFent®) 

 
 

� 

  13/9/11 

 Decision: Refused. The North East Treatment 
Advisory Group does not recommend the novel 
fentanyl analgesics (Abstral®, Effentora®, 
Instanyl® and PecFent®) for breakthrough pain 
associated with cancer. 

OmniPod® 
continuous 
subcutaneous 
insulin infusion 
pump system 
 

 
� 

10/1/12 

See 
Notes 

 
The NHS North East Treatment Advisory Group 
does not recommend the OmniPod® insulin 
infusion system. 

Patients already using OmniPod® should continue 
to use the system until such time that they or their 
clinician consider it appropriate to cease 

Ozurdex® 
dexamethasone 
ocular implant for 
uveitis 

   
� 

10/1/12 

 
 

The NHS North East Treatment Advisory Group 
opted to defer its recommendation regarding 
Ozurdex® (dexamethasone intravitreal 

implant) for uveitis pending receipt of a suitable 
treatment protocol for use within NHS North 
East. 

The group was minded to recommend the use of 
Ozurdex® for uveitis providing that it is 
appropriately positioned in treatment pathways. 

Paliperidone depot 
injection (Xeplion®) 
for schizophrenia 

 
 

� 

  13/9/11 

 Decision: Refused. The North East Treatment 
Advisory Group does not recommend paliperidone 
depot injection (Xeplion®) for schizophrenia. 

Pegvisomant 
(Somavert®) for 
acromegaly 

 
 

� 

  13/9/11 

 
Decision: Refused.The North East Treatment 
Advisory Group does not recommend pegvisomant 
(Somavert®) for acromegaly. 

 

Qutenza® capsaicin 
cutaneous patch for 
neuropathic pain 

  

� 

8/11/11 

 

 The NHS North East Treatment Advisory Group 
does not recommend the use of Qutenza® for 
neuropathic pain. 

The group was concerned about the clinical 
efficacy of treatment and considered that it did not 
represent a cost-effective treatment option. 
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Rituximab 
(MabThera®) in 
rheumatoid arthritis: 
non-NICE approved 
indications 

 

� 

8/11/11 

 

  The NHS North East Treatment Advisory Group 
has updated its previous recommendation on the 
use of rituximab in non-NICE indications for severe 
active rheumatoid arthritis following an appeal. 

The group recommends rituximab in 
combination with methotrexate as first-line 
biological therapy in cases where there is an 
absolute contraindication to tumour necrosis 
factor inhibitors. 

The group recommends rituximab monotherapy 
or rituximab in combination with other (non-
methotrexate) disease-modifying antirheumatic 
drugs in cases in which conventional treatment 
with tumour necrosis factor inhibitors or 
methotrexate is deemed unsafe.  

For example in cases of interstitial lung disease, 
neutropenia or where there is a history of 
malignancy. Rituximab in RA is only licensed for 
use in combination with methotrexate. 

Tolvaptan (Samsca®) 
for the syndrome of 
inappropriate anti-
diuretic hormone 
secretion (SIADH) 
 

  

� 

10/5/11 

 

 Decision - Not recommended for use within NHS 
North East for the treatment of hyponatraemia due 
to SIADH. This decision was upheld at a later 
appeal. 

Verteporfin 
(Visudyne

®
) 

  

� 

10/5/11 

 

 Decision - Not recommended for use within NHS 
North East for the treatment of chronic CSCR. 

6) Appeals against earlier decisions by the APC 

Apomorphine pre-
filled syringes (Apo-
Go®) (refused by the 
APC on 12

th
 July 

2011  

 

 

� 

   13/9/11 

  
Since the original application the generic vials have 
been discontinued and the Apo-go pre-filled 
syringes are the same price as the Apo-go vials.  It 
was clarified that the anticipated use of pre-filled 
syringe are single figure patient numbers.  The 
benefits are ease of use and safety for the patient / 
carer in administration.  Market forces and the 
current monopoly on supply were discussed.  It was 
agreed that if a suitable alternative cheaper syringe 
/ device were launched patients could be retrained. 
DECISION: Approved.  If another product is 
brought to the market which is cheaper the product 
choices will be reviewed 

 

Growth Hormone 
review 

  

� 

10/5/11 
 

 Decision - Original decision unchanged.  

Indacaterol (Onbrez 
Breezhaler

®
) 

  

� 
12/7/11 

 

 Decision – Original decision unchanged.  
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Sitagliptin   

� 
13/03/12 
 

 Sitagliptin was approved for use in November 2008. 

Following an application for saxagliptin to be added 
to the formulary (May 2011) the APC endorsed the 
decision that Saxagliptin would be the DPPIV 
treatment to used for new patients. Sitagliptin was 
to be kept for existing patients only with a view to 
subsequently removing this product from the 
Formulary. 

The decision to remove sitagliptin has now been 
appealed. 

Decision – Original decision unchanged. 
 

Tacrolimus 
(Advagraf

®
) 

  

� 

10/5/11 
 

 Decision - Original decision unchanged.  

Tisseel
®
 Ready Mix  

� 
12/7/11 

  An application was considered and refused by the 
APC at its meeting on 10

th
 May 2011. 

 
Decision – Approved. The committee accepted the 
appeal and agreed to change its original decision 
so that Tisseel

®
 Lyo, the current product on the 

North of Tyne Formulary, could be used in mesh 
fixation hernia repairs. 
Note: The proposal to replace Tisseel

®
 Lyo with 

Tisseel
®
 Ready-Mix would be considered as part of 

a review of fibrin sealants. 

7) Miscellaneous decisions by the APC 

Actimel 8/11/11   Decision – Actimel should be removed from the 
North of Tyne Formulary 

Agomelatine for the 
treatment of major 
depressive episodes 

 
 
 
 
 
 

� 

8/11/11 

 � 

13/9/11 

The committee were asked to remove agomelatine 
from the formulary following the termination of its 
appraisal by NICE.  It was agreed that the decision 
was deferred until it is reviewed by NETAG and 
discussed with specialists within NTW.   

Subsequently it was agreed that the previous 
NETAG decision stands following the NICE 
decision to suspend this work due to non-
submission 

Angiotensin II 
Receptor 
Antagonists (ARBs) 
review 

 
10/5/11 

  Decision - Losartan to be the 1st line ARB for all 
new patients. Candesartan to be a 2

nd
 line in all 

new patients. Irbesartan and valsartan to be 
retained for use in existing patients only. 

Bivalirudin for the 
treatment of ST-
segment elevation MI 

 
� 

 
13/9/11 

  Decision: The North of Tyne Formulary should be 
amended to reflect NICE TAG 230: - Bivalirudin in 
combination with asprin and clopidogrel is 
recommended for the treatment of adults with ST 
segment elevation MI undergoing percutaneous 
coronary intervention. 

Budesonide -  
discontinuation of 
Pulmicort

® 

(budesonide) CFC-
free inhalers/ 
nebuhaler spacer 

 10/5/11  Decision - These products will be removed from 
the NoT Formulary due to discontinuation. 
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Cilostazol and 
Naftidrofuryl Oxylate 

 

� 

12/7/11 

 

� 

12/7/11 

 Decision – Following on from NICE TAG 223 
Cilostazol to be removed from the Formulary for the 
treatment of intermittent claudication in people with 
peripheral arterial disease and naftidrofuryl oxylate 
to be added. 

Cimetidine IV 
discontinued 

13/9/11 
  Cimetidine IV has been discontinued. 

Recommendation: This was noted and no 
amendments are required to the Formulary.  

Clotrimazole dusting 
powder and 
Miconazole spray 
powder 

 

� 

12/7/11 

  Decision - Miconazole spray powder to replace 
Clotrimazole dusting powder in the North of Tyne 
Formulary. 

Co-trimoxazole 
960mg tablets 

 

� 

12/7/11 

  Decision - Co-trimoxazole 960mg tablets to be 
reinstated in the North of Tyne Formulary. 

Dabigatran  

� 

10/1/12 

  Decision : The committee approved the use of 
dabigatran in line with NETAG recommendations. It 
is suitable for prescribing by primary and secondary 
care clinicians. This decision will be amended in 
line with NICE guidance once it is published.  

 

Dexamphetamine-for 
narcolepsy 

 

� 

R>30mg 

B<30mg 

10/5/11 

  Decision - The conventional use of 
dexamphetamine to be included in the Formulary. 
Doses less than 30mg have blue drug status and 
may be prescribed in primary care; doses over 
30mg will continue to be prescribed and reviewed 
by hospital specialists. 

Dronedarone  

� 

A 

10/5/11 
 

  Decision - The traffic light status of dronedarone is 
now AMBER. It is therefore suitable for use under 
Shared Care arrangements. 

Epipen
®
  

� 

12/7/11 

  Decision - Epipen
®
 to be reinstated in the North of 

Tyne Formulary until Jext
®
 is available. 

Ergocalciferol 
(ProD3

®
) 

  
� 

8/11/11 

 
 

 Decision: Refused: Dekristol will remain the 
formulary product. 

Estradiol implants 
25mg, 50mg &100mg 
discontinued 

 
13/9/11 

  Decision: The patches should be removed from 
the Formulary and no further action required. 

Gender dysphoria  

� 

8/11/11 

 

 

 

  The APC had been asked to decide the Formulary 
status of the drugs used in the treatment of gender 
dysphoria. It was noted that all of the drugs that 
would be used in this indication are currently 
included in the North of Tyne Formulary for other 
indications.  
Decision – The current status quo will be 
maintained, with the addition of supporting 
information for GPs, but for the purposes of future 
commissioning the recommendation is that drugs 
used in gender dysphoria should have an amber 
status and be subject to a Shared Care agreement 
until the patient is discharged from the service. 
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NICE CG127: Primary 
hypertension in 
adults 

 
8/11/11 

  NICE CG 127 recommends treatment with 
indapamide and chlortalidone in new patients, 
instead of bendroflumethiazide. It was noted that 
this decision was reached based on recent studies 
that did not include a comparison with 
bendroflumethiazide. Early trials widely supported 
the use of bendroflumethiazide and this recent trial 
does not alter these. The strength of Chlortalidone 
recommended by NICE is not commercially 
available in the UK and patients would need to half 
or quarter the existing preparations. Due to 
governance concerns around any such practice 
and the large incremental cost impact of 
widespread use of indapamide it was decided that 
bendroflumethiazide would remain the first line 
diuretic for treatment of hypertension.  
  
Decision: Bendroflumethiazide will remain the first 

line diuretic for treatment of hypertension.  
 

Buccal midazolam 
(Buccolam

®
) 

 � 

13/03/12 
 Decision: Epistatus

 ®
 should continue to be used 

first line but this decision will be reviewed in 6 
months time if it is still unlicensed. 

NSAID review  

� 

12/7/11 

  
Decision - The use of diclofenac for short term use 
for post operative pain to remain unchanged. For 
long term use ibuprofen low dose to be first line, 
followed by naproxen low dose, naproxen high 
dose and finally diclofenac as fourth line. 

Oxybutynin - 
discontinuation of 
Ditropan

®
 Elixir. 

 
10/5/11 

  Ditropan
®
 Elixir (oxybutynin 2.5mg in 5ml) has been 

discontinued, but specialists in the Paediatric 
Department do not wish to use the available 
unlicensed formulation from Rosemont as it 
contains polyethylene glycol (PEG). Paediatricians 
historically avoid the use of PEG in children. For 
this reason it has been suggested that children 
requiring oxybutynin will receive tablets which will 
be crushed and dissolved in a known volume of 
water. 
 
Decision – Approved. Specialists in the paediatric 
department to produce a general information sheet 
on crushing tablets. 

Pregabalin – review 
of ‘specialist’ use 

See Notes 
 

13/9/11 

  Recommendation: The committee agreed that 
GPs could prescribe pregabalin (after amitriptyline 
and gabapentin). Pregabalin is the second choice 
second-line treatment.  NICE CG96 states that 
third-line treatment requires referral to the specialist 
pain service.   
 

NICE TA237 – 
Macular oedema 
(diabetic) 
Ranibizumab 

    
NICE has rejected Ranibizumab and it will therefore 
now be removed from the North of Tyne Formulary. 

Romiplostim  

� 

R 

10/5/11 

  Decision – Approved for use according to NICE 
TAG 221 for the treatment of adults with chronic 
immune (idiopathic) thrombocytopenia purpura. 
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Taurolidine  

� 

R 

 
8/11/11 

  Decision: Taurolidine 2% will be included in the 
NoT Formulary for use in washing out the chest 
cavity prior to lung transplantation and nebulisation 
post transplant. 

Venlafaxine MR 
tablets 

 

� 

8/11/11 

  Decision – Venlafaxine MR tablets will remain on 
the North of Tyne formulary for patients who are 
currently prescribed doses of 300mg and over and 
for whom there is no suitable alternative, those who 
have experienced discontinuation reactions (at any 
dose) , and for patients who need to take the once 
daily formulation in order to facilitate care visits 
 

 


