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'Jbis documeot lists observations made by the FDA representative s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination n garding your compliance. Ifyou have an objection regarding an 
~bservation, or have implemented, or plan to implement, correcth~ action in response to an observation, you may discuss the objection or 
action with th~ FDA representativc(s) during the inspection or sut~it this information to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address a love. 

The observations noted in this Form FDA-483 are not an e; haustive listing ofobjectionable conditions. Under the law, your 
firm is responsible for conducting internal selfaudit:s to idE ntify and co"ect any and all violations ofthe quality system 
1equirements. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1 

The user facility did not submit FDA Form 3500A or electr ~nic equivalent to FDA within ten working days after becoming 
aware of information that reasonably suggests that a device ~as or may have.caused or contributed to the death of a patient of
the facility . 

Specifically, your hospital discovered in early Mayo~ patients who underwent rnQ[ 
r~c~r procedures performed from b(3) with the use ofthe bq), 
devices used in your hospilal developed [OJ.3) -, infections. These llcases 
were rep orted to the FDA as one MDR event onl b(3) . Upon further review 3 ofthese patients expired. 

OBSERVATION 2 

Written MDR procedures have not been developed, maintai ~ed, and im.pJemcmted. 

Specifically, your hospital bas not developed, maintained, o implemented MDR profedures which state that a report must be 
submitted to the FDA no more than 1 0 worlcing days after tl e day that you become aware ofinformation from any source, 
that reasonably suggests that a device has or may have caus d or contributed to the death of a patient ofyour facility . The 
MDR procedure must also state the form which must be use~ in order to submit an MDR to the FDA. 
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The observations of objectionable conditions and practices listed 
on the front of this form are reported : 

1. Pursuant to Section 704(b) of the Federal Food, Drug and 
Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and 
regulations enforced by the Food and Drug Administration 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 
USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, 
warehouse, consulting laboratory, or other establishment, and 
prior to leaving the premises, the officer or employee making the 
inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices 
observed by him which, in his judgement, indicate that any food, 
drug, device, or cosmetic in such establishment (1) consists in 
whole or in part of any filthy, putrid, or decomposed substance, 
or (2) has been prepared, packed, or held under insanitary 
conditions whereby it may have become contaminated with filth, 
or whereby it may have been rendered injurious to health. A 
copy of such report shall be sent promptly to the Secretary." 
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The observations of objectionable conditions and practices listed 
on the front of this form are reported : 

1. Pursuant to Section 704(b) of the Federal Food , Drug and 
Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and 
regulations enforced by the Food and Drug Administration 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 
USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, 
warehouse, consulting laboratory, or other establishment, and 
prior to leaving the premises, the officer or employee making the 
inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices 
observed by him which, in his judgement, indicate that any food, 
drug, device, or cosmetic in such establishment (1) consists in 
whole or in part of any filthy, putrid, or decomposed substance; 
or (2) has been prepared, packed, or held under insanitary 
conditions whereby it may have become contaminated with tilth, 
or whereby it may have been rendered injurious to health. A 
copy of such report shall be sent promptly to the Secretary." 




