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Iraq Ministry of health      November 15, 2023  

DHPC: Simponi (golimumab) 50 mg and 100 mg: Important changes to the injection instructions for the 
SmartJect Pre-filled Pen. 

Dear Healthcare Professional, 

The marketing authorization holder of Simponi, Janssen Biologics B.V., and the local representative, Shubber 
team in agreement with Iraqi Pharmacovigilance Center would like to inform you of the following: 

Summary  

• Accidental needle stick injuries, bent or hooked needles, and device actuation failure 
have been reported for the Simponi SmartJect pre-filled pen.  

• Instructions for use have therefore been revised as follows: 
o Do not put the cap of the pre-filled pen back if removed, to avoid bending the 

needle. 
o Only inject in the thigh or abdomen. 
o Use a two-hand approach to administer the injection (one hand to hold the pre-

filled pen and the other hand to press the blue button to start the injection). 
o Do not pinch the skin, when positioning the pre-filled pen and when administering 

the injection. 
• The device must be pushed against the skin until the green safety sleeve slides 

completely into the transparent cover BEFORE the blue button is pressed. Only the wider 
portion of the green safety sleeve remains outside of the transparent cover. 

• All patients/caregivers, including those previously trained on the SmartJect pre-filled 
pen, should be instructed on the proper use of the device in accordance with the revised 
instructions for use.  
 

Background of the safety concern 

SIMPONI is available as a solution for monthly subcutaneous administration. In the EU, more than one 
delivery device presentation is available (SmartJect pre-filled pen and Simponi pre-filled syringe). This safety 
communication concerns the SmartJect pre-filled pen only. 

As per the approved product information, after proper training in subcutaneous injection technique, patients 
may self-inject if their physician determines this is appropriate, with retraining as necessary. Patients should 
be instructed to inject the prescribed amount of Simponi according to the comprehensive instructions for 
use (IFU) provided in the package leaflet.  

An investigation of product complaints and adverse events related to the SmartJect pre-filled pen identified 
the following problems: 
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• Accidental needle stick injuries to the healthcare provider or caregiver when pinching the skin during 
the injection;  

• Bent or hooked needles that may require medical/surgical intervention to remove the needle from 
the injection site, most commonly occurring with arm injections; 

• Inability to depress the pre-filled pen button and initiate the injection due to users pressing the 
button prematurely. 

Accordingly, the SmartJect IFU, which is located within the package leaflet in the product package, has been 
revised. This safety communication is intended to inform you about the revised IFU.  

Highlights of the revised IFU: 
• Do not put the cap of the pre-filled pen back if removed to avoid bending the needle. 
• The front of the thigh or the lower abdomen should be used as injection sites. The arm should not 

be used as an injection site for the SmartJect pre-filled pen.  
• The pre-filled pen should be held comfortably with one hand, above the blue button, to avoid 

touching or pressing the button prematurely. 
• The open end of the pre-filled pen should be pushed straight against the skin at a 90-degree angle 

to slide the green safety sleeve inside the clear cover. The blue button should not be pressed until 
after the green safety sleeve has completely slid into the transparent cover. Only the wider portion 
of the green safety sleeve remains outside of the transparent cover. 

• The skin should not be pinched when positioning the pre-filled pen flat against the skin or when 
administering the injection. 

• The hand not holding the pre-filled pen should be used to press the blue button to start the 
injection.  

• The sequence of steps described in the IFU must be followed to ensure proper actuation of the 
device for injection. 

Requested action: 
• All patients/caregivers should be informed on the proper use of the pre-filled pen in accordance with 

the revised IFU. This would include those who were previously educated in using the prior IFU. 
• This communication should be shared with personnel involved in educating patients and/or their 

caregivers on the SmartJect pre-filled pen.  
 

Call for reporting 

Healthcare professionals should report any suspected adverse reactions associated with the use of SIMPONI 
in accordance with the national spontaneous reporting system  

Johnson & Johnson 
department Pharmacovigilance East Near 

 
Health of Ministry Iraqi 
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PVNEMA@its.jnj.com Email: 

867 312 81 00961 Phone: 
 
 
 
 
 
 
 

@Iraqi Pharmacovigilance Center  
Ministry of Health, DTA  
Bab Al-Mu’adham, Baghdad, Iraq  
Phone +9647807820490 
Email: iqphvc@yahoo.com, 
iraqiphvc@moh.gov.iq 

 
E- reporting link  address:  
https://primaryreporting.who-umc.org/IQ 

 

 
 
 

Company contact points 

Johnson & Johnson Middle East FZ-LLC 

Lebanon Branch 

Sin El Fil, General Chehab Avenue 

Paul Habbouche Building   

Near Clinique du Levant  

PO Box 55-325  Beirut, LEBANON 

Phone +961 1 518700 

Summow Shubber General Trading & Commercial Agencies Co Ltd  

Address: Building 10, Street No 17, District No 101, Bataween, Baghdad, Iraq  

Email: mohammed@alshubbergroup.com 

Phone number: 009647841592909 
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Yours sincerely,  

Bertha NAOUM 

Country Medical Head 

Levant&Iran 
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