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Instructions for Use (IFU) except for this new limitation in population of intended use. We will notify 
customers if we identify any additional actions that may help to ensure safe use of the products.

Risk to Health 
Megadyne has received reports of patient burn injuries up to and including third-degree burns requiring 
intervention which may lead to prolonged hospital stay, scarring, and additional surgeries in both 
pediatric and adult patients.  Severe burns could lead to potentially long-lasting impacts on patients
especially under the age of 12 years.
Health care practitioners who have used Mega Soft pads during patient procedures should follow those 
patients post-operatively in the usual manner.
Actions Required –

1. Share this notification update with all users of Mega Soft Universal and Universal Plus pads.

2. Confirm that personnel using the Mega Soft Universal and Universal Plus pads understand 
the intended use is changing to patients aged 12 years and older. 

3. Post a copy of this communication to remind staff not to use the Mega Soft Universal and 
Mega Soft Universal Plus pads on patients under 12 years old. Although the current Mega 
Soft Universal and Mega Soft Universal Plus have printing of > 0.35 kg (0.8 lbs) on the pads, 
they should only be used for patients aged 12 years and older, and over labeling of the pad 
is not required. 

4. If any subject product has been forwarded to another facility, contact that facility to share 
this information. Please share a copy of this notification when communicating.

5. Complete the Business Reply Form (BRF) Attachment A confirming receipt of this notice 
and fax or email it to [Insert Affiliate Information] within three (3) business days.

6. As a reminder, it is important to follow proper cleaning, placement and setup steps for the 
Mega Soft pad. Failure to follow the Mega Soft pad IFU may contribute to patient burns.
Copies of Cleaning and Care Visual Aid and Placement and Setup Visual Aid are 
available by contacting [Insert Affiliate Information] at the phone number shown below.

7. If you have any further questions related to this notice or if you need any additional 
communications, please contact your local Sales Representative or [Insert Affiliate 
Information]. 

If medical engagement is requested, please have the Healthcare Provider submit the request using the 
Medical Information Request website: https://www.jnjmedtech.com/mir

This action is being taken with the knowledge of the United States Food and Drug Administration 
(FDA).                                                               
As with any medical device, adverse reactions or quality problems experienced with the use of this 
product should be reported to your Sales Representative, directly to Megadyne, or your National Health 
Authority.  

Attachments
Attachment A: Business Reply Form for Update to Intended Use Population
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[Date]

Attachment A: Business Reply Form for Update to Intended Use Population 

Business Reply Form (BRF) 
Your timely response to this notification is requested.  Please complete and fax this form [Insert 
Affiliate Information] within 3 business days.

[Account Name]
[Account Address]

Your Name and Title: Date:

Email Address: Telephone Number:

J&J Account Number: [Account Number]

Signature*:

*Your signature provides confirmation that you have received and understood this notification and 
completed the required actions.  

Are you replying for addresses beyond the address listed above?  

□ Yes

□ No

If yes, please add additional addresses and J&J Account Number(s) here:

Account Name, Address, and J&J Account Number:


