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D R U G   A L E R T 
CLASS 4 MEDICINES DEFECT INFORMATION  

 
Caution in Use 

Distribute to Pharmacy and Clinic Level 
 

Date: 18 April 2018
 

 EL (18)A/07 Our Ref:  MDR 049-12/17 
___________________________________________________________________________________ 
Dear Healthcare Professional, 

Techdow Europe AB 

Inhixa solution for injection in pre-filled syringe 2,000 IU (20 
mg) in 0.2 mL; 4,000 IU (40 mg) in 0.4 mL; 6,000 IU (60 mg) in 
0.6 mL; 8,000 IU (80 mg) in 0.8 mL; 10,000 IU (100 mg) in 1.0 
mL 
 

(Enoxaparin Sodium) 

EU/1/16/1132/012

EU/1/16/1132/014

EU/1/16/1132/016

EU/1/16/1132/018

EU/1/16/1132/020 

 
Brief description of the problem 
 
Techdow Europe AB has issued the Direct Healthcare Professional Communication (DHCP) attached 
due to rare cases of premature self-activation of the safety device in unused, unopened pre-filled Inhixa 
syringes as shown in the DHCP diagrams. When premature activation has occurred, administration is 
not possible.  
 
Advice for healthcare professionals  
 
To minimise the risk of missed doses: 
 

 Pharmacists should visually check all Inhixa syringes before dispensing to check if they are 
affected by the self-activation defect as shown in the DHCP diagrams. Do not open the syringe 
blisters.  

 Individual syringes that are affected by the self-activation defect should not be dispensed to 
patients.  

 Pharmacists should make sure they have sufficient stock of Inhixa available as replacements. 

Company contact information 
 
Techdow Pharma England Limited can be contacted on 01271 334 609. 

 
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 community pharmacists, hospital pharmacists, 
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relevant clinics and dispensing general practitioners (GPs). It is not necessary to forward this notice to 
non-dispensing GPs. 
 
 
Yours faithfully 
 
 
Defective Medicines Report Centre 
151 Buckingham Palace Road 
London 
SW1W 9SZ 
Telephone +44 (0)20 3080 6574 



 

Address:  Unit B10, 100 Borough High Street, London SE1 1LB, United Kingdom 

Website:  www.techdow-pharma.co.uk 

Registered No: 10513412           VAT No: 271 5899 63 

 
 

06.04.2018 

Direct Healthcare Professional Communication 

▼Inhixa (enoxaparin sodium) solution for injection: rare cases of self-

activation of safety device in unopened, unused pre-filled syringes. 

Dear Healthcare professional, 

Techdow Europe AB in agreement with the European Medicines Agency and relevant local 

Competent Authorities would like to inform you of the following: 

Summary 

• In very rare cases, premature self-activation of the safety device has been observed in 

unused, unopened pre-filled Inhixa syringes (see Figure 1 below); when premature 

activation has occurred, medicine administration is not possible.  

• Pharmacists should visually check all devices before dispensing Inhixa and make 

sure they have sufficient stock of Inhixa available as replacements. 

• There is negligible risk of needle stick injury when handling these pre-filled syringes, since 

the safety device ensures full coverage of the needle; the risk of a patient missing a dose 

can be minimised by the above checks and advice to patients. 

Figure 1. Pre-activation is easily detectable: 

Normal pre-filled syringes 

 

 

Pre-activated pre-filled syringes 

  

Activated safety device effectively covers the needle 

 

 

The spring is compressed Grey needle cap 

Grey needle cap covered 
by plastic tube 

The spring is expanded 

https://maps.google.com/?q=100+Borough+High+Street,+London+SE1+1LB,+United+Kingdom&entry=gmail&source=g
http://www.techdow-pharma.co.uk/


Background on the safety concern 

Self-activation of the safety device has been observed rarely in unused, unopened blisters 

containing Inhixa pre-filled syringes. An analysis has shown that the incidence of self-activation is 

0.001%. To date, the issue has not been associated with any adverse event or risk to public health. 

The possibility of needle stick injury is negligible as the safety device ensures full coverage of the 

needle. With regard to the potential risk of missing a dose, this is easily manageable: as the product 

is presented in transparent blisters, self-activation is visually apparent and easily detectable before 

dispensing and use. Moreover it is not necessary for pharmacists to open the blister packs to 

perform a visual check of syringes blisters before dispensing.  

Detailed investigation by the manufacturer has pinpointed the root cause, corrective and preventive 

actions have been implemented to prevent recurrence of the issue.  

Call for reporting 

We kindly ask you to notify the manufacturer or local representative of the Marketing Authorization 

Holder of any pre-activation events. In your notification, we would be grateful if you could provide 

your contact details (specifically your name, postal address, phone number, email address). Please 

do not forget to include the product name, strength and batch details (e.g., batch number and 

expiry date). 

Inhixa is subject to additional monitoring. Please report any suspected adverse reactions. 

Company contact point 

To access to further information, please contact: 

Deutschland  
Techdow Pharma Germany GmbH  
Tel: +49 (0)30 220 13 6906  
e-mail: MedInfoDE@eu.techdow.com 
 

United Kingdom  

Techdow Pharma England Ltd  
Tel: +44 (0)1271 334 609  
e-mail: MedInfoUK@eu.techdow.com 
 
Italy 
Techdow Pharma Italy S.R.L. 
Tel: +39 0256569157 

e-mail: MedInfoIt@eu.techdow.com 
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