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might

in fact

iLet
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demands the least engagement from the user and delivers the most automated 

adaptation of any [Automated Insulin Delivery] system

superior clinical outcomes of the iLet 

with our real-world data for the first two years of iLet’s launch

[Healthcare 

professionals] are seeing good results from their patients and becoming more 

comfortable prescribing the iLet
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phenomenal real-world outcomes, and those 

outcomes are resonating with users, caregivers, providers and payers

unique simplicity and ease of use, powered by the most 

advanced adaptive algorithm available

The

Form 483 is primarily related to our customer complaint handling 

system and our criteria for reporting complaints to the FDA

The results of the FDA’s inspection is not unusual in our industry

We believe that in those instances, Beta 

Bionics and our peers likely developed similar definitions for what 

constitutes a reportable complaint prior to the FDA’s feedback

our

remediation efforts to the Form 483 are straightforward and well 

underway

prior to the 483, we were not reporting complaints such 
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as the device’s screen cracking or a hypo or hypoglycemic event that 

did not require medical intervention

We’re confident that our new complaint handling system and 

reporting system meets or exceeds the expectations laid out by the 

agency in their Form 483 observations

We’re

very far along in our remediation efforts, new systems are fully in place at this 

time, and . . . . we don’t foresee any ongoing challenge with this at all

[T]he interpretation of the rules for what’s considered a reportable 

complaint and what’s considered a non-reportable complaint 

actually leaves a lot of room for interpretation this is a 

very benign issue as long as we actually do what we say we’re going 

to do

We don’t see it as an issue at all

I wouldn’t read anything into the word ‘complaint’ in this 
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case. The insulin pump industry is—if you look at the complaint rates that all 

insulin pump companies receive, it’s somewhat shocking at some level

really anything—anybody calls in with a problem with your product or an 

experience issue and it gets reflected as a complaint

the guidelines associated with what constitutes a complaint or report are

unclear at best

We don’t see an underlying problem in our data 

here.  The 483 itself had nothing to do with the actual complaints being received 

or the number of them.  It had to do solely with the definition of the reports 

being filed as complaints, and that’s all
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could

in fact

[t]he Warning Letter highlights non-

conformities observed by the FDA in relation to the Company’s Quality 

Management System, Medical Device Reporting, and Correction and Removals

Case 2:26-cv-09999     Document 1     Filed 09/04/26     Page 14 of 28   Page ID #:14



a reportable 

hypoglycemia event includes those that are self-treated with glucose drinks or 

candies

the agency found areas where we could 

have—could have opened a CAPA and did not or could have done a better job 

with what we call VOE, verification of effectiveness, which is the process to 

ensure that changes we make through the CAPA process work
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Affiliated Ute Citizens v. United States
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