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North of Tyne 

Area Prescribing Committee 
 

Summary of decisions made regarding new product requests considered at a meeting of the 
Committee on Tuesday 12th November 2013. 
 
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 

 

Product Decision Comments/notes 
 Approved Refused Deferred  

1) Requests deferred from previous meetings 

Nepafenac 
(Nevenac

®
) 

1mg/1ml eye drops 

   Following deferral at the last meeting, the applicant 
has withdrawn the formulary application       

Cosopt® 
preservative-free eye 
drops 

 

s 

  Cosopt®
 
Preservative-Free eye drops have been 

requested for use in patients where allergy develops 
to preservative-containing drops and who are either 
intolerant to or non-responsive or partially responsive 
to other glaucoma drops. Allergy has subsequently 
been defined as a patient presenting with skin or 
conjunctival changes. 
      
Decision: The request for Cosopt® preservative free 
was approved for use in patients who demonstrate a 
clear allergy to the preservative as demonstrated by 
skin or conjunctival changes. Its use should be 
restricted to this cohort of patients and not for 
general use in patients who experience stinging as 
an adverse event. 

2) New Requests 

Nalmefene 
(Selincro®) 18mg 
tablets 

  

 

 Nalmefene has been requested for use in adult 
patients with alcohol dependence that have a high 
drinking risk level without physical withdrawal 
symptoms who do not require immediate 
detoxification but who require a reduction of alcohol 
consumption. The group had concerns over the 
effectiveness of nalmefene compared to counselling 
alone and it was felt that the reductions achieved 
with the addition of nalmefene did not justify the 
significant additional expenditure. The 
commissioning for alcohol services is undertaken by 
local authority public health.  
Decision: The request for nalmefene was rejected 
but the group would be prepared to reconsider the 
application if an agreed pathway was in place that 
was supported and funded by local authority public 
health. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Combodart® 
capsules 
(tamsulosin 
hydrochloride 
400microgram/ 
dutasteride 

500micrograms) 
 

  

 

 Combodart has been requested for the treatment of 
lower urinary tract symptoms (LUTS) and the 
reduction of the risk of acute urinary retention and 
need for surgery in patients with moderate to severe 
benign prostatic hyperplasia. Whilst a fixed dose 
combination may be more convenient for patients 
there was no good evidence that dutasteride was 
more effective than finasteride, which is cheaper. 
  
Decision: The request for Combodart® was rejected 
on the grounds that there are more cost effective 
options available on North of Tyne formulary for use 
in this cohort of patients. 

Aclidinium bromide 
(Eklira Genuair

®
) 

400 microgram 
inhalation powder 
 

 

 

  Aclidinium bromide is a long-acting muscarinic 
antagonist (LAMA) that has been requested as a 
maintenance bronchodilator treatment to relieve 
symptoms in adult patients with COPD. 
Aclidinium has the advantage of having less 
anticholinergic side effects and gives greater night 
time control of symptoms. The device is pre-loaded 
compared to tiotropium and glycopyrronium that 
require loading before each dose. This may aid 
compliance in those with dexterity problems.  
 

Decision: The request for aclidinium bromide was 
approved as an alternative for patients who are 
unable to tolerate or use the tiotropium bromide or 
glycopyrronium bromide inhaler devices. Tiotropium 
should still be regarded as first choice LAMA on the 
formulary. 

3) New formulations & extensions to use 

Domperidone in 
breast feeding 
 

   Use of domperidone as a galactagogue: This is an 
unlicensed indication but is standard practice 
throughout the UK. There is some published 
evidence to demonstrate its efficacy for this 
indication and advice was sought from West 
Midlands and Trent Drug Information Services for 
Lactation and confirmation of the usual course 
length.  
Decision: Approved 

Oxycodone 
50mg/1ml Injection 
 

   High strength oxycodone injection is requested for 
use in patients requiring high doses which would 
result in need for a significant number of ampoules or 
multiple syringe drivers to be used.  
Decision: Approved for use in controlled 
circumstances in palliative care patients. It is the 
responsibility of each individual organisation to 
ensure appropriate risk management processes are 
in place. 

Mini TT380 Slimline 
IUD 

   Decision: The request for the Mini TT380 Slimline 
IUD was approved for use in women who have a 
uterine length between 5cm and 6.5cm. 

 

4) Products considered by NESCG and decisions endorsed by APC 

 

Stribild  - HIV-1 
Infection in adults 

 R   Decision: Approved in line with NHS England 
Specialised commissioning criteria 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Trastuzumab s/c 
injection 

 R   Decision: Approved in line with NHS England 
Specialised commissioning criteria 

5) Products considered by NICE 

TA296: Crizotinib: 
Lung cancer (non-
small-cell, anaplastic 
lymphoma kinase 
fusion gene, 
previously treated) 

 
  Decision: NICE does not recommend crizotinib for 

people with a type of advanced non-small-cell lung 
cancer that is ‘ALK-positive’ and has been treated 
before. The formulary will reflect that position. 

TA297: 
Vitreomacular 
traction - ocriplasmin 

 R   Ocriplasmin is recommended by NICE as a possible 
treatment for adults with an eye condition called 
vitreomacular traction who also have: 

o no epiretinal membrane (a thin layer of scar 
tissue over their retina, the light-sensitive area at the 
back of the eye) and 

o a hole (up to 400 micrometers) in the centre 
of their retina or 

o severe sight problems 

Decision: The formulary will reflect that position. 

6) Appeals against earlier decisions by the APC 

Fluticasone 50 
microgram / 
Azelastine 137 
microgram 
(Dymista®) nasal 
spray 

   Dymista®
 
nasal spray has been requested to relieve 

symptoms of moderate to severe seasonal and 
perennial allergic rhinitis. The application was 
refused at the September meeting on the grounds 
that more cost effective options are available for this 
cohort of patients.  
Decision: Refused: The original decision relating to 
Dymista® was upheld. 

7) Miscellaneous decisions by the APC 

Loperamide 2mg  
oro-dispersible 
tablets 

 s   Previously approved for patients with high output 
stoma. At the point of approval it was intended for 
inpatient use only and accordingly was given a red 
status, however it has become apparent that patients 
with high output stoma are sometimes managed in 
community following discharge.  
Decision: Loperamide 2mg  
oro-dispersible tablets are now approved for use in 
primary care following specialist initiation for patients 
with high output stoma only. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Memantine 10mg/ml 
oral solution &  
Galantamine 4mg/ml 
oral solution 

s   These products were given a red status when 
approved due to concerns around the cost of these 
compared to the solid dosage forms. Memantine oral 
solution is now cost neutral compared to the solid 
formulation. The oral solution is included in NICE 
TA217 as a treatment option in addition to the other 
solid formulations. 
Decision: Memantine oral solution is now approved 
for use in primary care on the condition that it 
remains cost neutral with its solid dose formulations. 
Galantamine oral solution was also re-classified due 
to its inclusion in NICE TA217. However it should 
only be used if no other preparation is appropriate, 
due to the additional cost. 

Fosfomycin 3g oral 
sachets 

u
 

s   Fosfomycin 3g sachets are included on the 
Formulary as a red drug. Oral fosfomycin is 
occasionally recommended by microbiologists for 
patients in the community with UTIs caused by multi-
resistant organisms. The status will now be changed 
to allow GP initiation following advice from a 
microbiologist.  
Decision: Fosfomycin oral sachets should be re-
classified to allow for initiation in primary care, but 
only on the advice of a microbiologist. 

Generic sildenafil for 
pulmonary 
hypertension 

 R   The group discussed the off label use of generic 
sildenafil for patients with pulmonary hypertension 
(PH) instead of the licensed preparation, Revatio®, 
given the very significant savings this would generate 
for the NHS. The FSC/APC had been requested to 
review the safety and efficacy implications of this 
change. The group discussed the presented 
evidence and agreed with the conclusion that this 
change could be supported from a safety and 
efficacy perspective.       
Decision: The use of generic sildenafil for PH 
instead of the branded preparation, Revatio®, can be 
supported from an efficacy and safety perspective. 

 


