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Clarification on Use of Patient Return Electrodes

This month’s FDA recall notification for Mega Soft or Mega 2000 Reusable Patient Return Electrode

products was a correction notice about the potential of serious burns if the products are used improperly.

The recall is not a product removal. As per the FDA's definition, a recall does not necessarily include a

market withdrawal or an inventory recovery.

Surgical teams can continue to use these products, but they must use them according to instructions to
mitigate risks to their patients.

Ethicon Vice President of Quality & Compliance Lesley Traver said in a letter to customers: “Megadyne
conducted a thorough investigation and no design or manufacturing defects were identified. However, it
was determined that in some instances, the Mega Soft Patient Return Electrode Instructions for Use (IFU)

were not being properly followed by users, and this has the potential to contribute to patient burns.”

Megadyne sent a clarification about the notification and what it means for patient care in an FDA-

approved letter to customers.

If you have additional questions, please contact your local sales rep or the Ethicon Resource Department
at 1-877-ETHICON (1-877-384-4266).

Sincerely,
AORN
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