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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do notrepresent a final Agency determination regarding your compliance. Ifyou h~ve an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, youmay discuss the objection_or 
action with the FDA representative(s) during the inspection or submit this infonnation to FDA atthe address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

The observations noted in this Form FDA-483 are not an exhaustive listing ofobjectionable conditions. Under the law, your 
firm is responsible for conducting internal self-audits to identify and correct any and all violations ofthe quality system 
requirements. 

DURING A N INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

The user facility failed to provide all information concerning individual adverse event reports that is reasonably known to 

them, including information found in documents in possession ofthe user facility . 


Specifically, a medical device complaint was submitted under MAUJ)E (Manufacturer and User 
~ ~acilitv Devic~ E~rience), Rep?rt Date1~(3) . I,Event Date~fl513Jo(6J1Report N~be~: 

5\3) lin which the report mcluded informatiOn where there was a total a attents mvolved (all 
involved reportable cases) . The user facility did not file separately each of the additional 
individual adverse events. · 

OBSERVATION 2 

The user facility did not submit FDA Form 3500A or electronic equivalent to the .known device manufacturer within 10 
working days ofbecoming aware of information that reasonably suggests that a device has or may have caused or contributed 
to a serious injury to a patient ofthe facility. 

Specifically, a MedSun Reoort submitted and dated: l 15(3) lwith an event dateJ o(3)o(oJI 
(Report Name t 15(3) Iinvolved a device that malfunctioned and caused an 
intervention to prevent permanent impairment or damage to the patient. This report was not submitted 
within required timeframes. 
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Observation Annotations 

Observation 1: Under consideration. Observation 2: Promised to correct. 
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