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URGENT itnEDICAL DEVICE RECALL NOTIF~CATION 

EZ·IO® 45mm (40kg 81 Up) Needle Set 

March 31, 2014 

To: Vidacare Corporation Customer 

Vidacare has issued a voluntary recall for the EZ-10 ® 45mrn (401<g 8, Up) Needle Set part 
number 9079-VC-005, lot code 3606455. This voluntary recall is due to the needle set not 
meeting its specifications. Vidacare has not received any information indicating that the non­
conformance with specifications will cause harm to patients. 

Shipment of this product was from March 19, 2014 th rough March 21, 2014. Our record s 

indicate that you have received product that is subject to this voluntary reca ll. We are now 

notifying our customers to take the following immediate actions: 

·1. If you l1ave affected stock, immediately discontinue use <.incl quaran tine any product with 
the part number e1nd lot number as identified above. 

2. To return product, complete the enclosed Medical Device Reca ll Acknowledgement and 
Return Response Form and fax it to 1-866-43'1-6194, /\ttn : Customer Service. This will 
allow us to document the amount of product you have on hand fo i" return. A customer 
service representative w ill contact you with a Return Goods Authorization (RGA) 
Number and will provide instructions for the return of product to Vidacare Corporation 
and to facilitate a replacement product if one has not already been provided. 

3. If you have already used the affected stock, please complete tt1e enclosed Medical 
Device Recall Acknowledgement and Return Response Form and fax it to 1-866-43 ·1-
6194, Attn: Customer Service. This will allow us to document your receipt of this letter. 

The U .S. Food and Drug Administration has been notified of this action. 

Vidacare Corporation is committed to providing high quality, safe and effective products. We 
sincerely apologize for any inconvenience this action may cause your operations. If you have 
any other questions, feel free to contact your local sales representative or Customer Service at 
1-866-4 79-8500. 

~·~~;~ ~ 
jay McElhennh---~ 
Vice President, Manufacturing & Quality 
Enclosure 


