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Notification Letter for Distributors 

Product Safety Notice  

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

30 Jun 2023 

MEDFRAY MEDICAL SDN BHD 

10-3-1, 3rd Floor, Queen’s Avenue,

Block 10, Jalan Shelly,

55100 Kuala Lumpur, Malaysia

Tel, +603 920 11688

Dear Mr.Seiong, 

This is to officially notify your organization, [Organization Name], 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 XY1-SP and XC1-SP models produced with specific lots 

from a new supplier of injectors. We are contacting you as the affected products have been 

supplied to your organization.  

Background: 

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.  

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. 

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 your organization, including Vivinex Toric, Vivinex Impress, and the 

Vivinex Gemetric family which are preloaded in the multiSert injector. 
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Action requested: 

To mitigate the potential for patient harm, we have recently contacted you to block all affected 

stock under your control. Please refer to Appendix 1 for the complete list of impacted serial 

numbers.  

We now kindly ask you to take the following actions immediately:  

1. Confirm HOYA Surgical Optics’ products received at your organization and check the 

Serial Numbers, which are listed on the labels, as shown in the example below, as well 

as in the shipping documents, against the Serial Numbers provided on Appendix 1.  

  
 

2. Attach the Product Safety Notice (PSN) label below (provided to you by Hoya) to outer 

cartons of all Serial Numbers contained on the attached list, which have not yet been 

used. This includes not only the affected stock currently on hold at your warehouse, but 

also any consignment stock currently on hold at your customer’s premises. 

 

 
 

3. Attach a copy of the Product Safety Notice dated 30 June 2023 (provided to you together 

with this letter) to the impacted Serial Numbers before distributing the product.  

 

4. Please complete Appendix 1- Distributor Reply Form and return it to Hoya within 15 

business days.  











































 
 
 
 
 
 
 

List of impacted Serial 
Numbers 

(as provided by Hoya) 

Distributor Response 

Model # Serial # Product 
Received? 
Yes/No 

Location of 
Product 
[Used/at warehouse/ 
name of customer] 

PSN label attached to 
product? 
Yes/No [NA in case product has 
been used] 

XY1B-SP 2DN21XK9 YES RETURNED NO 

XY1B-SP 2DN22856 YES HQ NO 

XC1B-SP 2CN227Z2 YES HQ NO 

XC1B-SP 2CN228X6 YES HQ NO 

XC1B-SP 2CN22AG8 YES HQ NO 

XC1B-SP 2CN22BD7 YES HQ NO 

XC1B-SP 2CN22152 YES HQ NO 

XC1B-SP 2CN22171 YES HQ NO 

XC1B-SP 2CN223D8 YES HQ NO 

XC1B-SP 2CN223N8 YES HQ NO 

XC1B-SP 2CN22415 YES HQ NO 

XC1B-SP 2CN22428 YES HQ NO 

XC1B-SP 2CN22441 YES HQ NO 

XY1B-SP 2DN215K1 YES RETURNED NO 

XC1B-SP 2CN224R7 YES HQ NO 

XC1B-SP 2CN226J3 YES HQ NO 

XY1B-SP 2DN218P3 YES HQ NO 

XY1B-SP 2DN21HU8 YES RETURNED NO 

XY1B-SP 2DN21VKA YES RETURNED NO 

XY1B-SP 2DN225T9 YES HQ NO 

XY1B-SP 2DN22889 YES RETURNED NO 

XY1B-SP 2DN22B07 YES RETURNED NO 

XY1B-SP 2DN22B08 YES RETURNED NO 

XC1B-SP 2CN22946 YES HQ NO 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 






