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IMMEDIATE MESSAGE TO: 
 
1. Directors of Pharmacy 
2. Medical Directors NHS Boards 
 
5 January 2017 
 
 
 
 
 

 

                 
                Dear Healthcare Professional, 

 
DRUG ALERT CLASS 4 no 2 2017 – Caution in Use 
 
Please see the attached drug alert for onward transmission as below.   
Could all Directors of Pharmacy please forward this alert to:- 
                      
                     ●    Community Pharmacists 
  ●    Hospital Pharmacists 

●    Primary Care Pharmacists 
 

 
Please could Medical Directors forward this alert to:- 

  
●    General Practitioners 
●    Accident & Emergency Departments 
●    Directors of Public Health 
●    Relevant Clinics 
●    Chief Executives of NHS Board 

 
Thank you for your co-operation. 
 
 
Yours sincerely 
 
 
IRENE FAZAKERLEY 
Pharmacy and Medicines Division 
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D R U G   A L E R T 

CLASS 4 MEDICINES DEFECT INFORMATION 

Caution in Use 

Distribute to Pharmacy, GP and Clinic Level 

 

Date: 5th January 2017 EL 17(A) 02 Our Ref:  MDR 051-12/16 

___________________________________________________________________________________ 
Dear Healthcare Professional, 

Bayer plc 

Mirena 20 micrograms / 24 hours intrauterine 
delivery system   

PL 00010/0547 

  

Batch Number Expiry Date Pack Size First Distributed 

TU01BPE Jun 2019 1 x 1 29 Aug 2016 

 
Any stock on hand from the above batch should be inspected to ensure that the insertion tube is 
mounted correctly. This can be done without opening the blister. The picture below shows correctly and 
incorrectly mounted inserters.  

 

 
 
Any incorrectly mounted insertion tubes identified should be reported to Bayer plc by telephone, 
01635 563116 or by email,  medical.information@bayer.co.uk  
 
Background 
Bayer plc has informed us that they have received two complaints globally concerning Mirena inserters 
with an insertion tube which is mounted inversely to the handle. This has resulted in inversion of the 
insertion depth scale, which may lead to incorrect insertion depth and the possibility of a reduced 
efficacy or adverse events. A very small number of Mirena inserters may potentially be affected by this 
issue. 
 
An investigation has shown that both complaints involve one batch of inserters and Mirena batch 
TU01BPE has been manufactured using inserters from the same batch. 
 
 
 

mailto:medical.information@bayer.co.uk
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More detailed advice for Healthcare Professionals can be found in the attached letter, which has 
also  been distributed by Bayer. 
 
Recipients of this Drug Alert should bring it to the attention of relevant contacts by copy of this letter. 
NHS Regional Teams are asked to forward this to relevant clinics, general practitioners and community 
pharmacists. 
 
Yours faithfully 
 
Alison Bunce 
 
Pharmaceutical Assessor 
Defective Medicines Report Centre 
151 Buckingham Palace Road 
London 
SW1W 9SZ 
Telephone +44 (0)20 3080 6574 

 

 



 

 

 

 



 

 

 



 

 

 


