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•  European Medicines Agency issues advice on shortage of insulin glulisine (Apidra®) products  

The EMA is aware of a shortage in certain insulin glulisine (Apidra) products. The Agency’s Committee for 
Medicinal Products for Human Use (CHMP) has made several recommendations to manage the situation 
and ensure patients continue to receive appropriate treatment during the temporary supply shortage. 
Apidra is a rapid-acting insulin analogue used to treat diabetes.  The main recommendations are as follows 
taking account of national guidance and the needs of individual patients: 
  
• Patients may be switched to an alternative rapid-acting insulin analogue – i.e. Humalog (insulin lispro) or 
NovoRapid (insulin aspart) under the supervision of a healthcare professional and with close monitoring of 
blood glucose levels. 
  
• Where rapid-acting insulin analogues are not available or not appropriate, patients may need to be 
switched to regular (standard) short-acting human insulin such as Insuman, Humulin, Novolin or equivalent. 
As these insulins have a slower onset and a longer duration of action than Apidra, this must be done under 
the direct supervision of a healthcare professional with more frequent monitoring of blood glucose levels 
and adjusted dose as required. 
  
• Patients for whom vials and syringes are an acceptable alternative to a pen device may be switched to 
Apidra vials and syringes if available. No dose adjustment is required. 
  
The company is providing a program of support for healthcare professionals and patients during the supply 
shortage, including a demonstration video and educational materials on switching to using vials and 
syringes, rapid-acting insulin analogues or regular short-acting human insulin. The company will also 
provide a national helpline for patients and healthcare professionals in the countries concerned. 
http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2011/09/WC500112781.pdf 

 

•  NICE hypertension clinical guideline 127 updated 

NICE has issued a revised clinical guideline for the management of hypertension.  There are a number of 
changes to the old guideline; a useful “NICE bites” summary can be found at  
http://www.nelm-web.lbi.co.uk/en/NeLM-Area/Health-In-Focus/NICE-Bites-September-2011-No-34-
Hypertension/ 
In addition, we anticipate that an NPC Rapid review of the guideline will be available w/c 3rd October. 
 

•  Regulan discontinued 

Regulan sachets have been discontinued; prescribers are advised to use Fybogel as the most cost-
effective alternative product.  A prompt will be added to Scriptswitch. 
 

•  Self INR monitoring 

We have had a recent increase in the number of patients requesting self INR testing strips from their GP.  
However, we have been advised by the anticoagulant clinics that they have not initiated these requests so 
we assume that this must be in response to advertising.  It is important that any patients who wish to self 
test have been advised to do so by the anticoagulant clinics, as they need to retain supervision of the 
patients’ monitoring.  Requests which have not been advised by the anticoagulant clinic should be declined. 
 

•  Change in method of prior approval notification 

From Monday 17th October Prior Approval notifications will be emailed to GP practice nhs.net accounts 
rather than sent by post.  The emailed responses will be password protected and the password will be sent 
by separate email.  Please ensure that the relevant practice staff are aware of this change. 
This is being done in the interests of decreasing the response time for prior approvals and of reducing 
postage costs. 

This edition is also available on HNN (Health Network Northants) 

http://nww.northants.nhs.uk/Display/Dynamic.jsp?topid=14070&lhsid=514&oid=2854&currentid=2854 

 
Disclaimer 
Information in this newsletter is believed to be accurate and true.  NHS Northamptonshire and its employees accept no liability for loss of any 
nature, to persons, organisations or institutions that may arise as a result of any errors or omissions. 
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