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Generic lamotrigine as effective as the 
branded product. 

 
Controversy still exists about the safety of 
substituting generic antiepileptic drugs. A study 
in the USA switched 616 patients to generic 
lamotrigine, patients having received a branded 
product for two years prior to the switch. 
Patients were taking lamotrigine for a variety of 
indications epilepsy 41%, bipolar disorder 32%, 
pain 30% and migraine 18%(some patients were 
taking lamotrigine for two of the listed 
diagnosis). The frequency of A&E visits, 
hospitalisations and condition-specific A&E visits 
or hospitalisations was recorded for 60 days 
immediately following the switch to generic 
lamotrigine. The study observed that there was 
no significant increase in A&E attendances or 
hospitalisations after the switch to generic 
lamotrigine. CNS drugs Aug 2012;26(8):707-716 

 
In Rotherham in May 2012 Lamictal® accounted 
for 11% of lamotrogine prescriptions and 65% of 
lamotrigine costs. 
 

Possible malignancies associated with use 
of tacrolimus ointment (Protopic®) 
 

The MHRA as written to health care 
professionals reminding them of the possible 
risk of malignancy, including skin cancers and 
lymphoma, associated with the use of tacrolimus 
ointment (Protopic®)   

 
Tacrolimus ointment should not be prescribed to 
patients younger than 2 years and only the 
0.03% should be used in children aged 2-16 
years. It should not be used on lesions that are 
considered to be potentially malignant or pre-
malignant or used in patients with congenital or 
acquired immunodeficiency’s, or in patients on 
therapy that causes immunosuppression: 278 
prescriptions for tacrolimus ointment have been 
issue in Rotherham over the last 12 months 

 

Vitamin D update – keep up the good work! 
 
Vitamin D prescription items have increased 
more than 7 fold in 12 months. This is a step in 
the right direction because inadequate vitamin D 
levels need to be addressed. The NHS 
Rotherham guideline, written in conjunction with 
dieticians, obstetricians, paediatricians and GPs 

aimed to establish who, when and how to treat.  
One of the key issues for NHS Rotherham was to 
ensure we are prescribing the most cost effective 
products and so we recommend prescribing 
colecalciferol by brand (currently ProD3 
capsules/ Liquid and FultiumD3 capsules) to 
avoid expensive special order products when 
oral vitamin D is required.  EPACT data shows 
how GP prescribing has changed in response to 
the guidelines and the average cost per item has 
dropped from >£100 to around £43.   
 
We expect this will drop to around £25 per item 
once we have full adherence to the guideline.  
This will require MMT engagement with some of 
the RFT specialities that continue to discharge 
patients on expensive ergocalciferol.   
 
The latest Rotherham guideline can be 
accessed: 
http://www.rotherham.nhs.uk/clinicians/guidelines
.htm#nutrition 

 

 
 
A meta-analysis published this month has concluded 
that  supplementation with Vitamin D3 (colecalciferol) 
is significantly better at raising Vitamin D levels than 
vitamin D2 (ergocalciferol) American Journal of clinical 

nutrition May 2012. 
 

Ergocalciferol can be switched to the same dose of 
colecalciferol.  

Comment; Just keep following the NHS 
Rotherham vitamin D guidelines  

£0.00

£20.00

£40.00

£60.00

£80.00

£100.00

£120.00

0

50

100

150

200

250

300

Total Items Vitamin D (ex calcium combos)

Act Cost Per Item 

Linear (Act Cost Per Item )

http://www.rotherham.nhs.uk/clinicians/guidelines.htm#nutrition
http://www.rotherham.nhs.uk/clinicians/guidelines.htm#nutrition


Prevention of stroke in non-valvular AF guidelines. 
 

The North Trent Cardiac Network prevention of stroke in non-valvular AF guidelines are enclosed with this 
edition of bitesize. 
 

There has been a great deal of discussion about the non-vitamin K anticoagulants since obtaining their license 
for stroke prevention in non-valvular AF.   
 

The two drugs dabigatran and rivaroxaban have now been apprised by NICE (TA 249 dabigatran March 2012 
and TA 256 rivaroxaban May 2012) and both appraisals recommend the drugs as an option along with 
warfarin for the prevention of stroke in patients with non-valvular AF. 
 

To provide clearer guidance on the management of stroke prevention in non-valvular AF, The North Trent 
Cardiac Network which is an off-shoot of NORCOM co-ordinated a meeting to obtain a consensus of opinion 
from a range of Cardiologists, Haematologists and GPs across South Yorkshire. 
 

The consensus of opinion was that warfarin should be the first line treatment and that rivaroxaban would be 
recommended as an alternative in patients unable to take warfarin or if a patient’s INR has not stabilised on 
warfarin. 
 

The result is the enclosed guidelines that have been adopted by all the South Yorkshire PCTs and acute 
hospitals. So we should all be following the same path.    
 

Why is Warfarin still first line? 
 

 Rivaroxaban should not be seen as a safe alternative to warfarin, patients can still have a major bleed 
on rivaroxaban and bleeding with the non-vitamin K antagonists cannot be reversed. The NICE 
guidelines only consider the two drugs efficacy, a patients bleeding risk or risk of an injurious fall may 
still preclude treatment with warfarin and rivaroxaban, Clinicians are recommended to use the HAS-
BLED guidance to assess a patients bleeding risk. 

  Whilst early studies demonstrate bleeding risk is slightly less with the non-vitamin K antagonists 
(Dabigatran and rivaroxaban), there are a growing number of reports of intracranial bleeding and other 
uncontrolled bleeding issues. Local haematologists have also experienced issues of uncontrolled 
bleeding with these drugs post hip and knee replacement operations. It was therefore considered that 
warfarin should remain the treatment of choice until the side effect profile and bleeding risk of the non-
vitamin K antagonists was more fully established in the real population outside of a clinical trial. 

 

Efficacy 
 

 A recent meta-analysis demonstrated that the non-vitamin K antagonists were slightly better than 
warfarin in reducing the incident of strokes but the absolute differences are small. The ROCKET-AF 
study demonstrated that you need to treat 200 patients a year with rivaroxaban instead of warfarin to 
prevent one stroke. The clinical studies also demonstrate that the advantage of the non-vitamin K 
antagonists was lost the greater amount of time the patients INR was within the therapeutic range 
whilst on warfarin. In summary if the patient is well controlled on warfarin, the non-vitamin K 
antagonists offer the patient little, if any, improvement of efficacy. 

 

Why Rivaroxaban      
 

 It is difficult to compare the RELY (Dabigatran) and ROCKET-AF (Rivaroxaban) studies as they used 
very different patient populations and the trials were constructed very differently. 

 Rivaroxaban is a simpler dosage regimen than dabigatran, does not require a dosage reduction in the 
over 80’s and dosing in patients with renal impairment  is also simpler. 

 The small but significant increase in the incidence of MI seen in the dabigatran study was also a 
concern. 

 

How are we doing so far? 
 

 53.9% of our AF patients are on warfarin however, the range between individual practices is large 
(33.9-90.1%) 

 

Advising patients—For patients that are requesting one of the newer drugs; 
 

 The non-vitamin K antagonists are not better than warfarin. 

 Because of concerns about uncontrolled irreversible bleeding, until we have more experience with 
these drugs, we are reserving them for patients in whom warfarin is not suitable. 

 If the patients is well managed on warfarin then they should stay on warfarin. 


