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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 9th July 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 
T = ‘RED’ drugs used in Tertiary Care only. 
 

Product Decision Comments/notes 
 Approved Refused Deferred  

1) Requests deferred from previous meetings 

Botulinum Toxin A – 
Bladder dysfunction 
in paediatrics u 

  √ Botulinum toxin A is currently included in the 
Formulary (for adult patients) for the treatment of 
overactive bladders in patients who have failed to 
respond to conservative treatment. This is an 
unlicensed indication. It has now been requested for 
this indication in paediatric patients. Further detail 
relating to a treatment pathway is still required.  

 
Bladder dysfunction(paediatrics) – awaiting further 
detail before decision can be made.  

Lisdexamfetamine 
(Elvanse®) - 30mg, 
50mg and 70mg 
capsules  

  √ 
A 

Lisdexamfetamine dimesylate (Elvanse®) has been 
requested for the treatment of ADHD in children aged 
6 years of age and over when response to previous 
methylphenidate treatment is considered clinically 
inadequate.  It has the advantage that it can be used 
once daily and has a lower abuse potential compared 
to standard dexamfetamine.   
 
Decision: Deferred 
Clarification on what defines an adequate course of 
methylphenidate, what constitutes an inadequate 
response to methylphenidate and the criteria for 
defining review periods following initiation of 
lisdexamfetamine  is required and needs to be 
agreed with specialists across the area. If approved it 
should be a Shared Care drug and only prescribed 
by GPs after an initial trial of therapy with evidence of 
benefit, as assessed by a specialist. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
DC beads - 75-150 
micron  

√ 
 

  100–300 micron DC beads have been on the 
Formulary for several years for the treatment of 
malignant hypervascularised tumour(s) using the 
TACE procedure. DC beads 75-150 micron have 
been requested on the grounds that a smaller bead 
size could allow more of the intended drug, usually 
doxorubicin or irinotecan, to be delivered to the 
tumour. Further evidence provided by the applicant 
to support the use of DC beads had been received 
and the committee was satisfied that this provided 
evidence of benefit.         
  
Decision: 75-100 micron DC beads were approved 
and will be added to the formulary in addition to the 
100-300 micron DC beads.  

2) New Requests 

Linaclotide 
(Constella®) - 290 
microgram capsules 

  √ 
 

Linaclotide has been requested for the symptomatic 
treatment of moderate-to-severe irritable bowel 
syndrome with constipation (IBS-C).  
This treatment is relatively expensive and there have 
been no head to head trials with the other treatments 
routinely used in IBS-C. There may be a small 
number of patients with particularly severe features 
resistant to other treatments that might benefit from 
Linaclotide but further confirmation of the criteria 
used (a) to select patients for a therapeutic trial and 
(b) to define a beneficial response is needed. If 
approved for use it would be for specialist initiation 
only.  

Tapentadol 
(Palexia®)  
-  50mg, 100mg, 
150mg, 250mg and 
250mg MR tablets, 
50mg and 75mg IR 
tablets 

 √ 
 

 Tapentadol has been requested for adults with 
severe pain who have been screened for a 
neuropathic element to their pain and are 
uncontrolled or experiencing GI side effects on 
existing therapy. The committee noted the available 
evidence of clinical efficacy and adverse effects, but 
was not convinced that there is a place for tapentadol 
within the Formulary due to the lack of strong 
evidence of additional benefit over currently available 
therapies in this group of patients. 
 
Decision: The request for tapentadol for the 
treatment of severe chronic pain with a neuropathic 
element was not approved. 

3) New formulations & extensions to use 

Methylphenidate MR 
(Medikinet XL®) - 
5mg, 10mg, 20mg, 
30mg and 40mg MR 
capsules. 

√ 
 

  Methylphenidate MR (Medikinet XL®) has been 
requested for treatment of ADHD in children aged six 
years and over on the grounds that it provides an 
effective and cheaper alternative to the other MR 
Methylphenidate preparations on the Formulary, and 
that its inclusion in the Formulary would allow a more 
effective match between the clinical and temporal 
profiles of ADHD in different patient groups than is 
currently possible.  
 
Decision: The request for Medikinet XL® was 
approved. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Minocycline u

  – 
DMARD  

√ 
 

  
 

Minocycline has been requested for the treatment of 
rheumatoid arthritis; this is an unlicensed indication. 
It has been requested for use in a specific subset of 
patients who are unable to tolerate biologics and 
other DMARDs. Microbiologists from both acute 
trusts have confirmed that such use would not cause 
concerns to them.  
 

Decision: The request for minocycline for the 
treatment of rheumatoid arthritis in patients where 
alternative treatments are contraindicated was 
approved.     

Abatacept SC 
(Orencia®) 125mg 
injection  

√ 
 

  Abatacept SC has been requested for the treatment 
of moderate to severe active rheumatoid arthritis in 
adult patients who have responded inadequately to 
previous therapy with one or more DMARDs 
including methotrexate, or for patients who have 
failed on a tumour necrosis factor (TNF) alpha 
inhibitor.  
 
Decision: The request for SC abatacept was 
approved and its use should be in line with the 
current NICE TAGs for the IV preparation. 

Pregabalin  
(Lyrica®) 20mg/ml 
solution 

√ 
 

  A 20mg/ml pregabalin solution is now available for 
those patients who require a liquid preparation. It 
was noted that the licensed liquid preparation is 
cheaper, per mg, up to the 100mg capsules.  
 
Decision: Pregabalin solution will be added to the 
Formulary. 

Omeprazole 40mg  
injection 

 
√ 

  Omeprazole injection is available at the same price 
as the omeprazole infusion.  
Decision:  IV omeprazole will be included in the 
Formulary. 

 
4) Products considered by NESCG and decisions endorsed by APC 
 
None     

5) Products considered by NICE 

TA283 - Macular 
oedema (retinal vein 
occlusion) - 
ranibizumab 

 
√   Approved. The formulary will reflect the NICE TAG. 

TA284 - 
Bevacizumab in 
combination with 
paclitaxel and 
carboplatin for first-
line treatment of 
advanced ovarian 
cancer.   

  √  Negative appraisal 
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Product Decision Comments/notes 
 Approved Refused Deferred  

TA285 - 
Bevacizumab  -  
Ovarian, fallopian 
tube and primary 
peritoneal cancer 
(recurrent advanced, 
platinum-sensitive or 
partially platinum-
sensitive)  

 
√  Negative appraisal 

TA286 - loxapine 
inhalation - 
Schizophrenia or 
bipolar disorder  

 
√  Terminated appraisal due to lack of submission 

TA287 – rivaroxaban 
- Pulmonary 
embolism and 
recurrent venous 
thromboembolism  

 
√   Approved. The formulary will reflect the NICE TAG. 

TA288- Dapagliflozin 
combination therapy 
- Type 2 diabetes  

 
√   Approved. The formulary will reflect the NICE TAG. 

TA289- ruxolitinib  - 
Myelofibrosis 
(splenomegaly, 
symptoms)  

 
√  Negative appraisal. 

TA290 - mirabegron - 
Overactive bladder  

 
√   Approved. The formulary will reflect the NICE TAG. 

TA291 – pegloticase  
- Gout (tophaceous, 
severe debilitating, 
chronic)  

 
√  Negative appraisal. 

6) Appeals against earlier decisions by the APC 

None     

7) Miscellaneous decisions by the APC 

Sildenafil – first line 
use in erectile 
dysfunction 

√   Following the patent expiry on sildenafil and 
subsequent cost savings available the APC  
confirmed that sildenafil will be positioned as the “first 
– line agent” in the formulary. Tadalafil will currently 
remain on the formulary as an alternative option but 
evidence clarifying the particular group(s) of patients 
who may benefit from second line agents will now be 
sought. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Buccolam® (buccal 
midazolam) 5mg/ml, 
2.5mg,5mg, 7.5mg 
and 10mg      
prefilled oral 
syringes for the 
management of 
status epilepticus 

√   Until recently, only unlicensed midazolam products 
were available for administration via the buccal route. 
The preferred and most commonly used unlicensed 
product is Epistatus (10mg/ml) which is available on 
the North of Tyne formulary.  A licensed product, 
Buccolam®, is now available. It is licensed for status 
epilepticus in children aged 3 months to 18 years. 
Decision: Buccolam® will be added to the formulary 
and should be used within its licensed indications as 
the preferred product. A coordinated active switching 
programme in appropriate patients will be facilitated 
with the input of the appropriate specialist teams.  
 
Epistatus will still be used for pre-sedation in 
secondary care for palliative care. It may also be 
required in some paediatric and adult epilepsy 
patients depending on clinical need.  

 


