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This docwuent lists observations made by the FDA representative(s) dwmg the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, con·ective action in response to an observation, you may discuss the objection or 
action w-ith the FDA representative{s) dwmg the inspection or submit this infonuation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone munber 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 c01nct any and all violations ofthe quality system 
requirements. 

DURING AN INS PECT ION O F YOUR FIRM I O BS ERVED: 

OBSERVATION 1 
The written MDR Procedme does not include an intemal system which provides for the timely and 
effective identification , communication and evaluation of events that may be subject to medical device 
reporting requirements. 

Specifically, yom facility's Safe Medical Devices, policy #EC 4 .04 approved 4/30/2013 , Patient fucident 
and Significant Event Management, policy #ADM 1.51 approved 5/3 112012, and Sentinel and Adverse 
Event Management, policy #RM 1.01 approved 2/28/2014, procedmes are inadequate in that: 

1. 	 Adverse events involving the use of a medical device that may have caused or conu·ibuted to the 
death of a patient were not rep01ied to the FDA and th e device manufacturer via a MedWatch 
3500A f01m within ten (10) working days ofbeing identified. On (3) ~' yom 
facility initiated a reu·ospective review ofcases involving the use of b(3) [ and 
subsequently identified that two (2) patients had conu·acted a~l ] 
~3) Jinfection that resulted in complications wliich may have potentially 
led to th e deaths of those patients. Yom facility could not provide documentation showing that 
Medical Device Rep01is were submitted to the FDA an d device manufactmer for these incidents. 

2. 	 Adverse events involving the use of a medical device that may have caused or conu·ibuted to the 
serious inj m y of a patient were not rep01ied to the FDA via a MedWatch 3500A fonn within ten 
(1 0) working days of being identified. Your fum utilizes the NCC MERP fudex for Categorizing 
Medication Enors to dete1mine when events involving patient hrum occm. The fudex classifies 
Categories E through H as resulting in patient hann an d, in the timeframe fr om 11112014 to 
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12115/2015, your facility has documented twelve (12) incidents that were classified as Category 
E, indicating " an enor occmTed that may have contributed to or resulted in temporary hrum to 
the patient and required intervention ." Your facility has no documentation ofMedical Device 
Rep01i s being submitted to the device manufacturers for these incidents. 

3. 	 The procedures do not include provisions for: 
a. Rep01i ing adverse events via the mandat01y Medwatch 3500A fonn to the FDA or device 

manufacturers. During the inspection, your organization 's personnel stated that your 
policy is to rep01i all adverse events via th e voluntary rep01i ing Medwatch portal. 
However, your facility has not maintained documentation that would se1ve as objective 
evidence of this activity. 

b. Including required information that is reasonably known to your facility in a Medical 
Device Rep01i to th e FDA or device manufacturer. This inf01mation would include: 
Patient infon nation, adverse event inf01mation, device inf01mation, initial rep01ier 
inf01mation, and user facility infonnation. 

OBSERVATION 2 

MDR event files have not been established and maintained. 


Specifically, your facility has not established an d maintained MDR event files to include: 

1. 	 Copies or references for: 

a. 	 All inf01mation that is reasonably known to your facility regru·ding potentially 
rep01iable adverse events. 

b . 	 All inf01mation that is utilized in the evaluation ofpotentially repoliable adverse events . 
2 . 	 The decisions for whether or not an adverse event must be rep01ied to the FDA or medical 

device manufacturer via Medwatch F01m 3500A. 

Annotations to Observations 
Obse1vation 1 : Promised to conect 
Obse1vation 2 : Promised to conect 
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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 
judgment, 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." 




