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Silver Spring, MD 20993  
www.fda.gov 

Idev Technologies, Inc. 
Shannon Hurd 
Regulatory Affairs Manager 
1110 Nasa Rd., Suite 311 
Houston, Texas 77058-3345 

Re:  K041374 
Trade/Device Name: Akonya Eliminator Plus Mechanical Thrombectomy Device 
Regulation Number:  21 CFR 870.5150 
Regulation Name:  Embolectomy catheter 
Regulatory Class:  Class II 
Product Code:  QEW, KRA 

Dear Shannon Hurd: 

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated March 02, 2005. 
Specifically, FDA is updating this SE Letter as an administrative correction because FDA has created a new 
product code to better categorize your device technology. 

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Gregory O'Connell, OHT2: Office of Cardiovascular Devices, (301) 796-6075, 
Gregory.Oconnell@FDA.HHS.gov. 

Sincerely, 

Gregory O'Connell 
Assistant Director 
DHT2C: Division of Coronary 
    and Peripheral Intervention Devices 
OHT2: Office of Cardiovascular Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

Gregory W. 
O'connell -S

Digitally signed by 
Gregory W. O'connell -S 
Date: 2021.10.08 
10:26:22 -04'00'
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