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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 January 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 

None     

2) New Requests 

Nicardipine  
10 mg/10 mL 
injection 
(Aortic dissection) 

 
 

R 

  Intravenous (IV) nicardipine has been requested for 
use as a second line treatment for aortic dissection 
when first line agents have failed. This is now 
licensed in the UK. Evidence shows that in 
comparison to IV labetalol, nicardipine has a faster 
onset of action and is better tolerated. 
 
Decision:  IV Nicardipine was approved as a second 
line agent for the treatment of aortic dissection. 

Nicardipine  
10 mg/10 mL 
injection 
(Pre-eclampsia) 

 
 

R 

  IV nicardipine has been requested as a second line 
treatment for pre-eclampsia. There is reasonable 
evidence of efficacy and safety in comparison to IV 
labetalol which is often used for this indication. 
Concerns were raised regarding arterial BP 
monitoring outside of critical care areas due to the 
potential for large drops in blood pressure but 
assurance has been given that there is appropriate 
HDU provision within maternity services.  
 
Decision: The request for IV nicardipine for pre-
eclampsia was approved on the understanding that 
there is adequate provision of invasive blood 
pressure monitoring for women in the delivery suite.  

Nicardipine  
10 mg/10 mL 
injection (Acute 
stroke) 

   
 

R 

IV nicardipine has been used in the US for acute 
stroke but no formal application has yet been made 
for local use. 
The committee agreed that a formal application 
outlining exact usage and monitoring requirements 
would be required before approval was given in this 
indication. 
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Product Decision Comments/notes 
 Approved Refused Deferred  

Whitmore cocktail - 
Hydrocortisone 
100mg/Heparin 
10,000units/ 
Bupivacaine 50mg in 
sodium chloride 
0.9% (made up to 
60ml). Bladder 
instillation 

 
 

R 

  Whitmore cocktail (hydrocortisone, heparin & 
bupivacaine bladder installation) has been requested 
for the treatment of interstitial cystitis/painful bladder 
syndrome (IC/PBS) in patients who have failed other 
treatments. There is no published evidence that 
examines the exact combination requested, although 
small uncontrolled studies indicate there is a role for 
similar combinations for treating IC/PBS. It was 
recognised that IC/PBS is an extremely unpleasant 
condition with limited therapeutic options. It was 
agreed that audit should take place following 12 
months to ascertain definitive clinical outcomes. 
 
Decision: The request for Whitmore cocktail was 
approved subject to an audit of clinical outcomes 
being reported back to FSC in 12 months. Cystistat© 
and Ialuril© will remain first line treatments 

3) New formulations & extensions to use 

Ondansetron 4mg 
and 8mg oro-
dispersible  film 
(Setofilm®) 
 

 
 

R 
 

  Ondansetron oro-dispersible film (Setofilm®) has 
been requested for the treatment of post-operative 
nausea and vomiting (PONV). This is for use in 
patients who are nil by mouth and who do not require 
IV access for other treatments, or who have difficult 
IV access. 
 
Decision: Ondansetron oro-dispersible formulations 
- approved for PONV only, when IV access is not 
available, as a Red drug. The cheapest available 
formulation should be used. 

Prednisolone Dompé 
1mg/ml oral solution 

 
 

G 

  Prednisolone Dompé oral solution has been 
requested as a cheaper alternative to the currently 
available 5mg soluble tablets. It is not licensed for 
doses above 30mg. There is not support from 
secondary care paediatricians at NUTH to remove 
the soluble tablets from the formulary. 
 
Decision: The request for Prednisolone Dompé oral 
solution was approved in addition to prednisolone 
5mg soluble tablets. The lowest cost agent should be 
used where clinically appropriate. 

Dinoprostone 10mg 
pessary (Propess®) 

 
 

R 
 

  Dinoprostone 10mg pessaries have been requested 
as an alternative preparation for the induction of 
labour. This preparation is less intrusive, allowing 
quicker mobilisation following labour. In the long-term 
it has the potential to allow for out-patient induction in 
low-risk patients. It is included in the most recent 
NICE guidance for the induction of labour in addition 
to the current formulary option, dinoprostone 3mg 
tablets. 
 
Decision: The request for dinoprostone 10mg 
pessaries was approved. 
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Product Decision Comments/notes 
 Approved Refused Deferred  

Medroxyprogesteron
e acetate 
104mg/0.65mL 
injection (Sayana 
Press®) 

 
 

G 

  Medroxyprogesterone acetate 104mg/0.65mL 
injection has been requested as an alternative to 
Depo-Provera®. It is bio-equivalent and is licensed 
for self-administration by subcutaneous injection, 
thus there is potential to save nurse / clinic time.  
 
Decision: The request for medroxyprogesterone 
acetate 104mg/0.65mL injection (Sayana Press®) 
was approved, in addition to Depo-Provera® 

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 views from 
NUTH had yet to be sought. Audit would be required 
to determine clinical outcomes. 
 
Decision deferred: The request for gentamicin 
intravesical installation will be approved by chairs 
action once support from NUTH microbiologists is 
received. 

Captopril 1mg/1ml 
suspension 

   Captopril 1mg/1mL suspension is currently on 
formulary as an unlicensed special but a new 
licensed preparation is now available. 
 
Decision: The new licensed captopril suspension will 
be included as the first line liquid formulary choice. 
As with any liquid alternative to oral dosage forms, 
awareness is needed in relation to increased cost 
and appropriate use. 

Clobazam 1mg/1mL 
and 2mg/1ml 
suspension 

   Clobazam 1mg/1mL and 2mg/1mL suspensions are 
currently on the formulary as unlicensed specials but 
licensed preparations are now available. 
 
Decision: The new licensed preparations will be 
included as first line liquid formulary choice. As with 
any liquid alternative to oral dosage forms, 
awareness is needed in relation to increased cost 
and appropriate use. 

Fluoxetine 20mg 
dispersible tablets 

   Fluoxetine 20mg dispersible tablets will be added to 
the formulary as a first choice for patients unable to 
use the capsules as these are currently cheaper than 
fluoxetine liquid. 

 

Midodrine 2.5mg and 
5mg tablets 

s   Currently only 5mg tablets are listed on formulary but 
2.5mg are also now available as a licensed product. 
Both strengths will now be listed on formulary and 
the unlicensed status removed. The formulary 
annotation will be changed to “for specialist initiation 
in treating symptomatic hypotension that has not 
responded to conventional therapies”. 
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Product Decision Comments/notes 
 Approved Refused Deferred  

 

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

 

SSC1542: 
Pembrolizumab post 
ipilimumab 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1544: NICE 
Technology 
Appraisal 359 
Idelalisib 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular  

SSC1545:Paediatric 
Uveitis Adalimumab 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1547:Nintedanib 
for non small cell 
lung cancer 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1549:NICE 
Technology 
Appraisal 339 
Omalizumab for 
previously treated 
chronic spontaneous 
urticarial 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

SSC1550_NICE 
Technology 
Appraisal 366 
Pembrolizumab for 
advanced melanoma 
not previously 
treated with 
ipilimumab 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

Clinical 
Commissioning 
Policy Ivacaftor for 
cystic fibrosis 

 
 

R 
 

  The formulary will reflect the policy outlined in this 
circular 

5) Products considered by NICE 

TA357 
Pembrolizumab for 
treating advanced 
melanoma after 
disease progression 
with ipilimumab   

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA358 Tolvaptan for 
treating autosomal 
dominant polycystic 
kidney disease 

 
 

R 

 

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

TA359 Idelalisib for 
treating chronic 
lymphocytic 
leukaemia 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA360 Paclitaxel as 
albumin-bound 
nanoparticles in 
combination with 
gemcitabine for 
previously untreated 
metastatic 
pancreatic cancer   

  
 
 

 

 Negative appraisal 

TA361 Simeprevir in 
combination with 
sofosbuvir for 
treating genotype 1 
or 4 chronic hepatitis 
C  

 
  terminated appraisal 

TA362 Paclitaxel as 
albumin-bound 
nanoparticles with 
carboplatin for 
untreated non-small-
cell lung cancer  
 

 
  terminated appraisal 

TA363 Ledipasvir–
sofosbuvir for 
chronic hepatitis C 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA364 Daclatasvir 
for treating chronic 
hepatitis C 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA365 Ombitasvir–
paritaprevir–ritonavir 
with or without 
dasabuvir for 
treating chronic 
hepatitis C 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA366 
Pembrolizumab for 
advanced melanoma 
not previously 
treated with 
ipilimumab 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA367 Vortioxetine 
for treating major 
depressive episodes   

 
 
 
 

  The formulary will reflect the position outlined in the  
TAG 

TA368 Apremilast for 
treating moderate to 
severe plaque 
psoriasis 

 
  Negative appraisal 
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Product Decision Comments/notes 
 Approved Refused Deferred  

TA369 Ciclosporin 
for treating dry eye 
disease that has not 
improved despite 
treatment with 
artificial tears 

s   The formulary will be amended to include the 
licensed product as the first line option. Use will be 
initiated by specialists with ongoing prescribing in 
primary care providing the appropriate provision is 
in place for review  in line with licence  - no later 
than  6 months 

TA370 Bortezomib 
for previously 
untreated mantle cell 
lymphoma 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

TA371 Trastuzumab 
emtansine for 
treating HER2-
positive, 
unresectable locally 
advanced or 
metastatic breast 
cancer after 
treatment with 
trastuzumab and a 
taxane 

 
 

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 

TA374 Erlotinib and 
gefitinib for treating 
non-small-cell lung 
cancer that has 
progressed after 
prior chemotherapy 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

HST2 Elosulfase alfa 
for treating 
mucopolysaccharido
sis type IVa 

 
 

R 
 

  The formulary will reflect the position outlined in the  
TAG 

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

Alirocumab 
(Praluent®▼, Sanofi) 
for the treatment of 
primary 
hypercholesterolaem
ia and mixed 
dyslipidaemia. 

 
  The Northern (NHS) Treatment Advisory Group 

does not recommend the use of alirocumab for the 
above indication. 

Evolocumab 
(Repatha®▼, 
Amgen) for the 
treatment of primary 
hypercholesterolaem
ia and mixed 
dyslipidaemia. 

 
  The Northern (NHS) Treatment Advisory Group 

does not recommend the use of evolocumab for the 
above indication. 
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Product Decision Comments/notes 
 Approved Refused Deferred  

Toujeo®▼ (Sanofi) 
Insulin Glargine 300 
units/ml for the 
treatment of type 1 
or type 2 diabetes 
mellitus. 

   The Northern (NHS) Treatment Advisory Group 
recommends the use of Toujeo® insulin glargine as 
an option for use in adults who are eligible for 
treatment with insulin glargine as per NICE 
guidance (NG17, 2015). 

The formulary will reflect this position. 

Abasaglar®▼ Insulin 
Glargine Biosimilar 
100 units/ml for the 
treatment of type 1 
or type 2 diabetes 
mellitus. 
 

   The Northern (NHS) Treatment Advisory Group 
recommends the use of Abasaglar© insulin glargine 
biosimilar as a first line option for use in adults who 
are eligible for treatment with insulin glargine as per 
NICE guidance (NG17, 2015). 

The formulary will reflect this position. 

7) Appeals against earlier decisions by the APC 

None     

8) Miscellaneous decisions by the APC 

Dihydrocodeine See 
notes 

  Following the MHRA codeine alert in breastfeeding 
women dihydrocodeine was added to the formulary 
as a red drug for use in post C-section pain. The red 
drug status has caused occasional difficulties for 
some patients who required longer courses than 
initially supplied in hospital. The committee agreed 
that GPs should be able to continue short term 
prescribing of dihydrocodeine post C-section  rather 
than sending the patient back to hospital to receive it. 
Dihydrocodeine will remain a Red drug but an 
annotation will be made to the formulary to reflect 
this. 

Idarucizumab    A specific dabigatran reversal agent, idarucizumab, 
has been licensed by Boehringer. A formulary 
application is expected. Individual Trusts may wish to 
stock idarucizumab in the interim following local risk 
assessment.   

 


