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North of Tyne & Gateshead 

Area Prescribing Committee 
 

Summary of decisions made regarding new product requests considered at a meeting of the 
Committee on Tuesday 12th April 2016. 
 
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 

Gentamicin 
intravesical 
installation 

 
 

R 
 

  Gentamicin 80mg in 50mL sodium chloride 0.9% has 
been requested for use in patients with recurrent 
UTIs, refractory to all other treatments. Case reports 
suggest that intravesical administration could be an 
effective option for patients with recurrent UTIs who 
have exhausted all other options. NHFCT 
microbiologists supported its use but a decision in 
January was deferred until views from NUTH 
microbiologists were also received. They have now 
indicated their support of the application. 
 
Decision: The request for gentamicin intravesical 
installation was approved. Audit will be required to 
determine clinical outcomes. 

2) New Requests 

Ceftolozane/ 
tazobactam 1.5g 
injection (Zerbaxa

®
) 

 
 

R 

  Ceftolozane/tazobactam 1g/500mg injection is a 
combination of a new cephalosporin and the beta 
lactamase inhibitor, tazobactam. It has been 
requested for use in multiply antibiotic resistant 
strains of enterobacteriaceae, pseudomonas and 
acinetobacters. It is non-inferior to levofloxacin for 
complicated UTIs, and it is non-inferior to 
meropenem for complicated intra-abdominal 
infections. It will have a role in carefully selected 
patients. 
 
Decision: The request for Ceftolozane/tazobactam 
1.5g injection was approved as a RED drug, 
following microbiology/infectious diseases physician 
advice. 

Idarucizumab 2.5g 
injection 

 
 

R 

  Idarucizumab is a specific reversal agent for 
dabigatran. It has been request for adult patients 
when rapid reversal is required. It completely 
reverses the anticoagulant effect of dabigatran, is 
well tolerated and does not appear to have any 
adverse safety signals.   
 
Decision: The request for idarucizumab 2.5g 
injection was approved as a RED drug. 
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Product Decision Comments/notes 
 Approved Refused Deferred  

Pitolisant 20mg 
tablets (Wakix

®
) 

 
 

R 

  Pitolisant is a histamine H3 receptor inverse agonist. 
It has been requested for patients with narcolepsy 
experiencing psychomotor side effects with 
stimulants such as modafinil and dexamfetamine. It 
currently has an orphan drug status but is going 
through full EMA submission. Studies show similar 
efficacy to modafinil without the usual stimulant 
adverse event profile.  
 
Decision: The request for pitolisant was approved as 
a RED drug for specialist use. Feedback on patient 
response will be carried out and further evaluation 
conducted once licensed. 

Dulaglutide 0.75mg – 
1.5mg injection 
(Trulicity

®
) 

 
 

  
 

Dulaglutide is a once weekly GLP-1 agonist. It has 
been requested for the treatment of type 2 diabetes. 
Studies showed better glycaemic control compared 
to insulin glargine with no increased hypoglycaemia 
risk. It was felt that choice of GLP-1 agonists on the 
formulary should be determined as part of the review 
of the diabetes guidelines being undertaken by 
MGUG. 
 
Decision: The request for dulaglutide injection was 
deferred pending the guideline review by MGUG. 

3) New formulations & extensions to use 

Aripiprazole 
7.5mg/ml IM injection 
(Abilify

®
) for rapid 

tranquilisation 
 

   
 

R 

 

Aripirazole 7.5mg/ml IM injection has been requested 
for rapid tranquilisation (RT) in patients with acute 
psychosis. Aripiprazole is of similar efficacy to 
haloperidol and may be better tolerated due to less 
extrapyramidal symptoms. It is approved by the SMC 
but it is not recommended in a NICE clinical 
guideline. NICE recommend either IM haloperidol + 
promethazine or IM lorazepam. Continuing long term 
supply problems with lorazepam were noted. Use 
would be solely in NTW. An RT flowchart was 
presented and it was agreed this should be revised 
and presented at the next APC with clearer advice. 
 
Decision: The request for aripiprazole IM injection 
was deferred until the revised  flow chart  outlining 
specific positioning was presented and approved by 
the APC 
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Product Decision Comments/notes 
 Approved Refused Deferred  

Azelastine 
hydrochloride 
137mcg/fluticasone 
propionate 50mcg 
nasal spray 
(Dymista

®
) 

 
 

 

 

 Dymista® has been requested as a third line agent 
for the treatment of moderate to severe seasonal 
rhinitis. This is a resubmission following its initial 
application 2 years ago when it was felt there was 
insufficient evidence to justify the extra cost. The 
price has subsequently been reduced by the 
manufacturer and is now the same price as the 
single ingredient azelastine spray. The benefit of the 
combination spray versus monotherapy with its 
constituent parts is modest; however it does have a 
more rapid onset of action. It was felt that rapid onset 
wasn’t particularly relevant in this indication. It was 
also noted that there are significantly cheaper nasal 
corticosteroids are available compared to fluticasone.   
 
Decision: The request for Dymista was not approved 
on the grounds that the efficacy is modest compared 
to fluticasone and more cost effective nasal 
corticosteroid preparations are available. 

Enoximone injection 
(oral) in adults with 
severe heart failure 

 
 

R 
 

  Orally administered enoximone injection has been 
requested for use in adults with severe heart failure 
to try and wean them from IV milrinone, as a bridge 
to transplant and to reduce the need for ventricular 
assist devices (VADs). VADs are associated with 
significant complications such as stroke. Its use 
allows discharge home whilst waiting for transplant.  
There is no robust evidence for its use however it is 
recognised that this is very niche area of practice 
where the evidence is sometimes hard to produce. It 
has previously been approved for use in paediatric 
patients. 
 
Decision: The request for oral enoximone for adults 
with severe heart failure was approved as a RED 
drug 

Lisdexamfetamine 
capsules (Elvanse

®
) 

in adults 

 
 

A 

  Lisdexamfetamine has been requested for the 
treatment of ADHD in adults. This is a new licensed 
indication. It is a schedule 2 controlled drug and 
subject to normal controlled drug regulations. It has 
been previously approved for use in children and 
adolescents. No other preparations are licensed for 
ADHD in adults. Lisdexamfetamine in trials improved 
symptoms and stimulated workplace performance 
compared to placebo.  
 
Decision: The request for lisdexamfetamine was 
approved for the treatment of ADHD in adults as an 
AMBER drug.  

Solifenacin/tamsulos
in 
(Vesomni

®
) 

   Vesomni® has been requested for the treatment of 
lower urinary tract symptoms (LUTs) associated with 
benign prostatic hyperplasia in men not responding 
to an alpha blocker or antimuscarinic. It was noted 
that the supplied costing model used a comparison 
against the most expensive tamsulosin preparation 
therefore did not give an accurate reflection of 
potential savings. The application also suggests that 
first line use of solifenacin in these patients, which is 
not in line with the current formulary.  
 
Decision: The request for Vesomni® was refused. 



North of Tyne & Gateshead Area Prescribing Committee  DECISION SUMMARY 

Page 4 of 8 
APC Decision Summary 2016-04-12  
 

Product Decision Comments/notes 
 Approved Refused Deferred  

Tadalafil 5mg once 
daily tablets (Cialis

®
) 

   Once daily tadalafil has been requested as an 
alternative treatment for erectile dysfunction (ED) in 
patients with an inadequate response to maximum 
doses of on-demand PDE5 inhibitors. It is proposed 
that this would stop patients requiring more 
expensive or invasive preparations. There is 
evidence to support its use with 40% of patients 
responding. It was noted that the local ED guidelines 
are due for review. 
 
Decision: The request for once daily tadalafil was 
deferred and  will be re-considered if the forthcoming 
guideline development group wish this preparation to 
be added to the local ED guidelines as part of the 
review due in September 2016. 

Riluzole 5mg/ml oral 
suspension 
(Teglutik

®
) 

 
 

R 
 

  Riluzole 5mg/ml oral suspension has been requested 
for the treatment of amyotrophic lateral sclerosis. The 
solid formulation is currently in use within North of 
Tyne. This liquid formulation has recently come to 
market for patients with poor or no swallowing 
function. It was felt that there is a need for a liquid 
formulation. It was agreed that crushed tablets could 
continue to be used if appropriate risk assessment 
has been completed.  
 
Decision: The request for riluzole 5mg/ml oral 
suspension was approved as a RED drug, for use 
when other preparations are not suitable (including 
crushing tablets) 

Colecalciferol 
2740iu/ml oral drops 
(Fultium

®
) 

 
 

G 

  Colecalciferol 2740iu/ml oral drops have been 
requested for use in children with defined deficiency 
syndromes and not for general supplementation. Its 
liquid formulation allows for dose variance and there 
is little or no associated taste or smell which will 
allow for greater patient compliance compared to 
Abidec®. It is cheaper than the current liquid 
formulation on the formulary. 
 
Decision: The request for colecalciferol 2740iu/ml 
oral drops drops was approved. The colecalciferol 
15,000iu/5ml oral solution should be removed from 
the formulary. 

 

4) NHS England Specialised Services communications noted and endorsed by APC 

 

SSC1602 Circular 
Provider Letter 
regarding ‘NICE 
Technology 
Appraisal 370: 
Bortezomib for 
previously untreated 
mantle cell 
lymphoma’ 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 
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Product Decision Comments/notes 
 Approved Refused Deferred  

SSC1606 regarding 
‘NICE Technology 
Appraisal 380: 
Panobinostat for 
treating multiple 
myeloma after at 
least 2 previous 
treatments 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular  

SSC1607 regarding 
‘Cancer Drugs Fund 
and NICE 
Technology 
Appraisal 376: 
Radium-223 
dichloride for 
treating hormone-
relapsed prostate 
cancer with bone 
metastases 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1608 ‘NICE 
Technology 
Appraisal 381: 
Olaparib for 
maintenance 
treatment of 
relapsed, platinum-
sensitive, BRCA 
mutation-positive 
ovarian, fallopian 
tube and peritoneal 
cancer after 
response to second-
line or subsequent 
platinum based 
chemotherapy’ 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1609  ‘NICE 
Technology 
Appraisal 377: 
Enzalutamide for 
treating metastatic 
hormone-relapsed 
prostate cancer 
before chemotherapy 
is indicated’ 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1610 regarding 
‘NICE Technology 
Appraisal 379: 
Nintedanib for 
treating idiopathic 
pulmonary fibrosis’ 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1617 - NICE 
Technology 
Appraisal 384: 
Nivolumab for 
treating advanced 
(unresectable or 
metastatic) 
melanoma 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

5) Products considered by NICE 
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Product Decision Comments/notes 
 Approved Refused Deferred  

TA375 Adalimumab, 
etanercept, 
infliximab, 
certolizumab pegol, 
golimumab, 
tocilizumab and 
abatacept for 
rheumatoid arthritis 
not previously 
treated with DMARDs 
or after conventional 
DMARDs only have 
failed   

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA376 Radium-223 
dichloride for 
treating hormone-
relapsed prostate 
cancer with bone 
metastases   

 
 

R 

 

  The formulary will reflect the position outlined in the  
TAG 

TA377 Enzalutamide 
for treating 
metastatic hormone-
relapsed prostate 
cancer before 
chemotherapy is 
indicated 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA378 Ramucirumab 
for treating advanced 
gastric cancer or 
gastro–oesophageal 
junction 
adenocarcinoma 
previously treated 
with chemotherapy – 
Negative Appraisal 

  
 
 

 

 Negative appraisal 

TA379 Nintedanib for 
treating idiopathic 
pulmonary fibrosis 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA380 Panobinostat 
for treating multiple 
myeloma after at 
least 2 previous 
treatments 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 
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Product Decision Comments/notes 
 Approved Refused Deferred  

TA381 Olaparib for 
maintenance 
treatment of 
relapsed, platinum-
sensitive, BRCA 
mutation-positive 
ovarian, fallopian 
tube and peritoneal 
cancer after 
response to second-
line or subsequent 
platinum-based 
chemotherapy   

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA382 Eltrombopag 
for treating severe 
aplastic anaemia 
refractory to 
immunosuppressive 
therapy (terminated 
appraisal)   

 
 

 
 

 

 Terminated Appraisal 

TA383 TNF-alpha 
inhibitors for 
ankylosing 
spondylitis and non-
radiographic axial 
spondyloarthritis 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA384 Nivolumab for 
treating advanced 
(unresectable or 
metastatic) 
melanoma 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA385 Ezetimibe for 
treating primary 
heterozygous-
familial and non-
familial 
hypercholesterolaem
ia   

 
 
 
 

  The formulary will reflect the position outlined in the  
TAG 

TA386 Ruxolitinib for 
treating disease-
related 
splenomegaly or 
symptoms in adults 
with myelofibrosis   

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA23 Updated  
Guidance on the use 
of temozolomide for 
the treatment of 
recurrent malignant 
glioma (brain cancer)   

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA372 Apremilast for 
treating active 
psoriatic arthritis – 
negative appraisal 

 
  Negative appraisal 

TA373 Abatacept, 
adalimumab, 
etanercept and 
tocilizumab for 
treating juvenile 
idiopathic arthritis   

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 
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Product Decision Comments/notes 
 Approved Refused Deferred  

6) Northern (NHS) Treatment Advisory Group (N-TAG ) 

None  
   

7) Appeals against earlier decisions by the APC 

None     

8) Miscellaneous decisions by the APC 

Transdermal 
buprenorphine 
(NICE) 

See 
notes 

  There is a currently a significant spend on non-
formulary buprenorphine patches and CCGs wish to 
review the appropriateness of this. NICE recognise a 
particular defined role in palliative care. The lowest 
strength fentanyl patch (12 microgram) equates to 
approximately 30mg oral morphine daily however this 
can be too strong for some patients. In order to 
restrict use only the lower strength buprenorphine 
has been requested. 
 
Decision: The lower strength buprenorphine patches 
should be added to the formulary for palliative care 
only and in cases where the 12 microgram fentanyl 
patch exceeds the patient’s requirements. Patients 
should be transferred to fentanyl patches if possible 
once a higher daily opioid requirement has been 
reached. 

Magnesium 
glycerophosphate 
4mmol tablets. 

See 
notes 

  Unlicensed magnesium glycerophosphate tablets 
(4mmol) are currently on the North of Tyne and 
Gateshead formularies. YourMag® is a food 
supplement that is produced to GMP standards in 
MHRA approved facilities. It does not attract 
additional dispensing fees and is available at a 
consistent price. Magnaphate® is a very similar 
preparation and is currently on the Gateshead 
primary care formulary. 
 
Decision: It was agreed that Magnaphate® should 
be approved as the first choice magnesium 
glycerophosphate preparation on the formulary. 

 


