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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 8th January 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 

Infratini Peptisorb® √ 
 

  Infatrini Peptisorb is a nutritionally complete 1Kcal/ml 
extensively hydrolysed whey protein feed designed 
for infants from birth up to 18 months who are at risk 
of developing faltering growth caused by severe 
malabsorption and maldigestion of nutrients e.g. in 
short bowel syndrome. Previously deferred subject to 
the production of treatment algorithm. This has now 
been received, along with costing projections. The 
applicant has confirmed that Infatrini Peptisorb would 
be prescribed by only two senior dieticians.  
 
Decision :Approved  

To be used in line with the treatment algorithm 
provided to the committee 

2) New Requests 

Argatroban  

 

√ 
R 

  Argatroban is a direct thrombin inhibitor which has 
been requested for patients with heparin-induced 
thrombocytopenia type II who require parenteral 
anticoagulation.  Lepirudin, an alternative treatment, 
has been discontinued. Argatroban can be monitored 
using the standard ATPP test, unlike the alternative 
treatment, danaparoid.  Argatroban has a shorter 
duration of action than danaparoid, and, unlike 
danaparoid, is not renally excreted. 
 
Decision: Approved: The request for argatroban for 
the treatment of HIT was approved. 

Steriflex 165 u  
 
Potassium chloride 
0.3% (20mmol); 
sodium chloride 0.9%; 
and glucose 5% 
 
500ml 

√ 
R 

  Use of this product is recommended in current 
guidelines from the British Society of Paediatric 
Endocrinology and Diabetes for the management of 
diabetic ketoacidosis.   
This is an unlicensed product but avoids having to 
add potassium to standard bags of sodium chloride 
and glucose at ward level.  
 
Decision: Approved: The request for Steriflex 165 
for the management of diabetic ketoacidosis was 
approved. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Fluticasone & 
Formoterol 
(Flutiform®) 

 
 
50mcg/5mcg 
125mcg/5mcg 
250mcg/10mcg 
 

 
 

√ 
 

 Flutiform is licensed for the maintenance treatment of 
asthma. It has been requested on the grounds that it 
is cheaper than Seretide when higher strengths are 
used.   
There is the potential for cost savings at higher 
doses but these savings could be diminished when 
Seretide comes off patent. It was also noted that a 
significant amount of work has already gone into 
switching patients from the Seretide Evohaler to the 
Accuhaler, and that Flutiform is more expensive than 
Seretide Accuhaler. 
 
Decision: Refused:  The request for Flutiform was 
not approved but may be reconsidered if it gets a 
licence for COPD.  
     

Aclidinium 
bromide  
 

 √ 
 

 This long acting antimuscarinic antagonist had been 
requested for the maintenance treatment of COPD. It 
is cheaper than tiotropium and would offer increased 
device choice. Aclidinium has a lower rate of 
anticholinergic side effects, such as dry mouth but 
the evidence for improved efficacy compared with 
tiotropium was lacking. 
 
Decision: Refused  
The request for aclidinium bromide was not 
approved. 
 

Glycopyrronium 
bromide 

√ 
 

  This long acting antimuscarinic antagonist had been 
requested for the maintenance treatment of COPD. It 
is cheaper than tiotropium and would offer increased 
device choice. Although it is currently a cheaper 
option than tiotropium, tiotropium will remain the first 
line choice of LAMA due to the lack of long term data 
on exacerbation reduction with glycopyrronium. 
 
Decision: Approved 
Glycopyrronium bromide should be included in the 
Formulary as a second line option for the 
maintenance treatment of COPD. 
 

Mannitol 
(Osmohale®) 

√ 
R 

  Inhaled mannitol has been requested for diagnostic 
use when conducting spirometry and bronchial 
provocation testing as an alternative to methacholine 
on the grounds that it is cheaper and may be better 
tolerated in patients who are unable to tolerate the 
taste of methacholine.  
 
Decision: Approved 
The request for mannitol was approved. 
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Product Decision Comments/notes 
 Approved Refused Deferred  

3) New formulations & extensions to use 

Ulipristal 5mg 
tablets 

√ 
R 

  Requested to shrink uterine fibroids and stop 
bleeding before surgery. GnRH agonists are used for 
indication but can cause bone density loss and 
menopausal symptoms. There is no data to 
demonstrate improved surgical outcomes but it is 
accepted that reducing the size of fibroids makes 
surgery more successful.  
 
Decision: Approved 
The request for ulipristal was approved. It will be 
classified as a red drug with the duration of use 
restricted to 3 months prior to surgery. 

Denosumab
 u
 √ 

B 
 

  Denosumab has been requested for use in men with 
osteoporosis who are not able to tolerate 
bisphosphonates or strontium ranelate. There is 
some evidence to suggest it has similar benefits to 
those seen in women. This is an unlicensed 
indication but it was noted that the manufacturer is in 
the process of applying for a licence. 
 
Decision: Approved 
The request for denosumab in men with osteoporosis 
was approved. It will be classified as a blue drug. 

Cefixime
 u
  √ 

 
 Requested to prevent irinotecan related diarrhoea. 

Evidence presented was from phase 1 studies only. 
The applicant wishes to use cefixime in patients 
participating in a clinical trial, but also hopes to 
extend the use to other patients not enrolled in the 
trial.  
 
Decision: Refused 

Sublingual/buccal 
fentanyl  

 

√ 
R 

  The Palliative Care team has supported a previous 
request for sublingual/buccal fentanyl in patients 
undergoing radiotherapy and allayed the previously 
raised safety concerns. The Palliative Care Team 
has experience of using sublingual fentanyl in this 
indication and is highly involved in the treatment of 
these patients.  
 
Decision: Approved 
Abstral was approved for restricted use in patients 
who experience incident pain during radiotherapy: 

• on positioning for treatment 
• or who experience pain flare during the 

course of radiotherapy treatment.  
The Palliative Care Team must ensure that the 
monitoring as outlined in the request is adhered to.     

4) Products considered by NECDAG and decisions endorsed by APC 

Arsenic Trioxide for 
relapsed or 
refractory acute 
promyelocytic 
leukaemia (APL). 

√ 
R 

  Approved by NECDAG 28.11.12 
For implementation at specialist Haematology Units 
Only  
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Product Decision Comments/notes 
 Approved Refused Deferred  
Abiraterone acetate 
(Zytiga®) 

 See 
notes 

 28.11.12 :NECDAG considered Abiraterone in 
combination with prednisone or prednisolone for the 
treatment of metastatic castration resistant prostate 
cancer in adult men whose disease is failing 
hormone therapy (chemotherapy naïve) – (currently 
unlicensed) 
Decision:  
Rejected from Standard NHS Funding 

Provisionally Approved from Cancer Drug Fund 
AFTER the MHRA have confirmed its safety and 
efficacy in this indication by granting abiraterone a 
product licence for this indication PROVIDED the 
NSSG agree a set of stopping rules which may 
include re-discussion at an MDT for some patients 
where there is a borderline evidence of benefit. 
Note this approval is subject to ongoing review of 
priorities and along with all CDF approvals will be 
reviewed for 2013/14.: 

Bevacizumab 
(Avastin®) in 
combination with 
irinotecan for the 
treatment of Low 
Grade Gliomas in 
paediatric patients 

 See 
notes 

 NECDAG – Considered 28.11.12 – Unable to fund 
through normal route due to lack of evidence of cost 
effectiveness therefore considered for CDF. 
Decision: 

Rejected from Standard NHS Funding 

Approved from Cancer Drug Fund for the 
treatment of Low Grade Gliomas in paediatric 
patients that are resistant to standard therapies. To 
be used pre radiotherapy (Unlicensed indication) 
(Note existing patients who have already received 
radiotherapy may receive treatment, for new patients 
treatment must be used prior to radiotherapy.) 

Rituximab 375mg/ 
m2 for 6 cycles in 
combination with a 
standard NHL 
induction regimen. 
(Frequency variable 
depending on 
regimen e.g. CVP / 
DECC/MACOP-B) 

√ 
R 

  Approved by NECDAG 28.11.12  
Gold standard chemotherapy for patients with 
DLBCL is R-CHOP. Some patients who may be more 
frail or who have history of cardiac disease cannot be 
given Anthracycline. Rituximab with other 
chemotherapy regimens is an alternative treatment 
option e.g. DECC, CVP for this group of patients, as 
part of their first line therapy. Additionally, Rituximab 
would be added to the MACOP-B regimen for the 
small number of young patients with DLBCL, subtype 
Primary Mediastinal B cell Lymphoma. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Rituximab – 
375mg/m2 every 2 
weeks, for 6 doses 
( unlicensed 
indication ) for the 
treatment of patients 
with hairy Cell 
Leukaemia (HCL) or 
Hairy cell Leukaemia 
varian (HCL-v) who:  

• Relapse early 
after purine 
analogue therapy 
(< 2 years post 
treatment) 

• Are refractory to 
purine 
analogues. 

√ 
R 

   
Approved by NECDAG 28.11.12. 
To be implemented following agreement from the 
Haematology NSSG  
 

Glucarpidase 
(Varoxase®) 
(Unlicensed) for the 
treatment of toxic 
plasma methotrexate 
concentrations (>1 
micromole per litre) 
in patients with 
delayed 
methotrexate 
clearance due to 
impaired renal 
function, in the 
following situations:  
 

• Delayed 
elimination of 
methotrexate  

• Impaired renal 
function  

• Significant 
methotrexate 
toxicity 

See 
notes 

  Decision: 

Approved for NHS funding subject to discussion with 
local commissioners. 
Rejected for CDF funding 

Denosumab for the 
prevention of 
skeletal-related 
events in adults with 
bone metastases 
from prostate cancer 

   Decision: Approved for CDF funding 
The NE CDF will continue to fund denosumab for 
patients with metastatic prostate cancer who have 
poor venous access and intolerance of oral 
bisphosphonate, or mild/moderate renal impairment 
and intolerance of oral bisphosphonate or intolerance 
of intravenous and oral bisphosphonate. 

5) Products considered by NETAG and decisions endorsed by APC 

 

Bevacizumab 
(Avastin®) for 
hereditary 
haemorrhagic 
telangiectasia 

 √ 
 

 13/11/2012: The NHS North East Treatment Advisory 
Group does not recommend bevacizumab for 
 hereditary haemorrhagic telangiectasia. 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Perampanel 
(Fycompa®) for focal 
epilepsy 

√ 
 

  13/11/2012: The NHS North East Treatment Advisory 
Group recommends perampanel for partial (focal) 
seizure epilepsy only when other treatment options 
recommended by NICE have been tried or fully 
considered. 
The group recommends that perampanel should 
only be initiated by specialists. 

 

6) Products considered by NESCG and decisions endorsed by APC 

 

Ivacaftor (Kalydeco) 
for cystic fibrosis 

√ 
 

  The four Specialised Commissioning Groups (SCGs) 
in England announced on 19th December that  
ivacaftor will be funded by the NHS in England for all 
patients aged 6 years and over with cystic fibrosis 
and the G551D gene mutation as set out in the 
licensed indication. 
The APC therefore endorses this decision and 
Ivacaftor will be added to the North of Tyne 
Formulary in line with this decision. 

7) Products considered by NICE 

TA266: Cystic 
fibrosis - mannitol 
dry powder for 
inhalation – 
Bronchitol  

 

 
√ 
 

  Approved in line with NICE TAG 

TA 267: Chronic 
Heart Failure  - 
Ivabradine  

   

 
√ 

 

  Approved in line with NICE TAG. The previous 
restriction on the North of Tyne approval will be 
relaxed to match the NICE TAG. 

TA268: Melanoma 
(stage III or IV) - 
ipilimumab  

 

 
√ 
 

  Approved in line with NICE TAG. 

TA269: Melanoma 
(BRAF V600 
mutation positive, 
unresectable 
metastatic) - 
vemurafenib  

 

 
√ 
 

  Approved in line with NICE TAG. 

8) Appeals against earlier decisions by the APC 

None     

9) Miscellaneous decisions by the APC 
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Product Decision Comments/notes 
 Approved Refused Deferred  
Mesalazine 400mg 
MR (Octasa 400mg 
MR) 

√ 
 

  Mesren 400mg MR, which is currently the first choice 
mesalazine preparation, has been rebranded to 
Octasa but the price will remain unchanged. The 
Subcommittee noted that this could encourage use of 
the non formulary 800mg MR product of the same 
name. 
Decision: Approved 
Octasa 400mg MR will be added to formulary in 
place of Mesren.     

Topiramate √ 
 

  NICE CG150 recommends topiramate as a treatment 
option for migraine.  
Decision: Approved 
The Formulary will be updated to reflect the 
recommendation. 

Levetiracetam √ 
 

  Levetiracetam is included in the Formulary as an 
alternative treatment option for a number of epilepsy 
types however recently published NICE (CG137) 
guidance recommends it as first line option for some 
of the epilepsies. 
Decision: Approved 
The Formulary first and alternative choices for the 
different epilepsies will be updated in line with NICE 
CG137 

Glyceryl Trinitrate 
0.2% ointment 

 √ 
 

 To be removed from the formulary. 

 
 


