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Dear Olympus Distributor, 
The following letter was sent to all Olympus THUNDERBEAT customers in the United States of America 
and Canada. The letter was copied to the US Food and Drugs Administration (FDA) and shortly appeared 
upon independent vigilance monitoring websites. 
 
URGENT: Medical Device Field Corrective Action 
 
Attention:  Surgery Department 
  Risk Management Department 
 
Re: OLYMPUS THUNDERBEAT Electrosurgical Unit Hand Instruments 
Models:  TB-0545PC: THUNDERBEAT 5 mm, 45 cm, Pistol Grip 

TB-0535PC: THUNDERBEA T 5 mm, 35 cm, Pistol Grip 
TB-0545IC: THUNDERBEAT 5 mm, 45 cm, lnline Grip 
TB-0535IC: THUNDERBEAT 5 mm, 35 cm, Inline Grip 
TB-0520IC: THUNDERBEAT 5 mm, 20 cm, Inline Grip 
TB-0510IC: THUNDERBEAT 5 mm, 10 cm, Inline Grip 
TB-0545FC: THUNDERBEA T 5 mm, 45 cm, Front Actuated Grip 
TB-0535FC: THUNDERBEAT 5 mm, 35 cm, Front Actuated Grip 

 
Lot Numbers: All lot numbers 
 
Dear HealthCare Provider: 
Olympus Corporation of the Americas ("OCA ") has recently received complaints of damage to the 
THUNDERBEAT Hand Instruments, models specified above, during surgical procedures. These 
complaints involve the following or a combination of the following descriptions- cracking, breaking, or 
deformation of the components of the THUNDERBEAT probe tip or jaw, or the detaching of a fragment 
from the THUNDERBEA T probe tip or jaw during or after the surgical procedure. Probe damage detected 
during surgery will trigger audible and visual generator alarms.  
THUNDERBEAT is an electrosurgical unit for use in general (open) and laparoscopic (including single-
site surgery) and endoscopic surgery to cut (dissect) or coagulate soft tissue or to ligate (seal and cut) 
vessels, including urology and gynaecology applications.  
 
Based on its complaint investigations, OCA is providing additional user instructions on procedural 
techniques to prevent damage to the THUNDERBEA T hand instruments. Enclosed with this letter please 
find additional user instruction on Procedural Tips and Techniques for use of THUNDERBEAT. Please 
make the attached Procedural Tips and Techniques instructions available to all users of the 
THUNDERBEAT hand instruments. Please also maintain a copy with the Instruction Manual(s) for the 
device.  
**ENDS** 
 
This additional user instruction is also being added to the Instruction Manuals for the THUNDERBEA T 
hand instruments. If you would like a copy of the updated Instruction Manual(s), please contact Customer 
Service at +44 (0) 1702 616333. 
 
Please do not hesitate to contact me regarding any questions you may have on this matter. I can be 
contacted directly at +44 (0) 1702 616333 or by e-mail at tim.allard@olympus.co.uk  
 
Regards 
 
 
TIM ALLARD 
Regulatory Affairs Manager 
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