
 

   

 

DEAR HEALTHCARE PROFESSIONALS LETTER 

 
PRODUCT SAFETY NOTICE 

 
for selected HOYA Vivinex multiSert XY1-SP and XC1-SP IOLs 

 

31 July 2023 

 

 

 

To whom it may concern 

 

Dear Healthcare Professional,  

This is to officially notify your organization, that we are issuing a Product Safety Notice of 

specific lots of HOYA Vivinex multiSert IOLs (Models: XY1-SP and XC1-SP). This Product Safety 

Notice is limited to specific lots of XY1-SP and XC1-SP models produced with injectors from a 

new supplier. We are contacting you as the affected products have been supplied to your 

organisation and have possibly been used at your organization.  

 

We recently concluded an initial investigation into an increase in complaints related to rapid 

IOL release from injectors while using Push Plunger Option to implant the lenses. In several of 

the complaints received, the surgeons have noticed a sudden loss of control with rapid 

advancement of the IOL while using Push Plunger Option to implant the lenses into the patient 

eye, resulting in posterior capsular rupture. For more details related to patient risk please refer 

to Appendix 1 – Section 1. 

As part of our preliminary investigation, it has been confirmed that the issue does NOT affect 

all units of products produced with injectors of the new supplier, it is limited to specific lots and 

presents itself only when using Push Plunger Option for implantation of the lens into patient 

eye. After extensive testing of the affected injectors, we can confirm that this issue does not 

affect the Injector Knob Rotation Option. Therefore, with this Product Safety Notice, we are 

requesting all healthcare professionals to use only Injector Knob Rotation Option during 

implantation of the lenses. For detailed instructions please refer to Appendix 1 – Section 2.    

 

All product related to this Product Safety Notice will be identified with the following label, which 

will be attached to the outer carton:  

 

 



 

   

 

 

We are taking all possible steps to contain the problem. We are investigating the potential root 

causes and are working step-by-step to implement corrective actions. Furthermore, we are 

committed to working closely with you to effectively and efficiently manage this situation.   

This Product Safety Notice is limited to specific production lots of Vivinex multiSert IOLs 

(Models: XY1-SP and XC1-SP). It does not affect any other HOYA Surgical Optics IOLs that 

have been distributed to our customers, including Vivinex Toric, Vivinex Impress, and the 

Vivinex Gemetric family which are preloaded in the multiSert injector. 

Please refer to Appendix 1 for the Medical Recommendations for surgeons based on Health Risk 

Assessment performed by HOYA Surgical Optics.   

 

At HOYA Surgical Optics (HSO), our top priority is the health and safety of our patients. We 

apologize for any inconvenience this field action may cause you, and we appreciate your 

understanding as we undertake actions to ensure patient safety. 

 

If you have any questions or concerns related to this matter, please contact me, who will be 

your point of contact on behalf of HSO.   

 

 

  



   

 

   

 

Appendix 1 to PRODUCT SAFETY NOTICE.  
 
Medical recommendations for the surgeons.  

 

1. Impact on the patient.  

Rapid release of the Vivinex multiSert IOLs (Models: XY1-SP and XC1-SP) using Push 

Plunger Option for implantation of the lens into the patient eye may result in 

posterior capsule rupture. 

1.1. Immediate impact on patient:  

Posterior capsule rupture may require anterior vitrectomy to remove vitreous strands from the 

anterior chamber. Posterior capsule rupture during cataract surgery is associated with 

significantly reduced visual acuity in the early postoperative period (1 month). 

1.2. Long-Range impact on patient:  

Posterior capsule rupture during cataract surgery is associated with slight reduction in visual 

acuity long term (5 years). 

2. Safety notice for the surgeons. 

To ensure safe use of the injector in order to avoid rapid lens release and, consequently, the 

potential for posterior capsular rupture, please strictly follow the Instructions for Use. When 

preparing the injector, after removal of the injector from its case, gently push the plunger and 

for implantation of the lens into patient eye use ONLY Injector Knob Rotation indicated 

under “IMPLANTATION STEPS” on the IFU (see option 2A below). 

Please stop implantation of the lens when noticing unusual resistance force or unsmooth 

movement of the IOL inside the injector. 

 



 

   

 

In addition, pay special attention to the following steps marked in green on the IFU:  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



   

 

   

 

 




