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DE P ARTM ENT OF HEALTH AND HUMAi'l SE RVIC E S 

FOOD AND DRUG ADMINISTRATION 


DISTRICT ADDRESS AND PHONE NUMBER 

2221 5 26th Ave SE Su ite 21 0 
Bo thell, WA 98021 
(425)302- 03 40 Fax : (425)302- 0 40 4 

OATE(S) OF INSPECTION 

12/8/201 5- 4/ 1 5/201 6* 
FEI NUMBER

3001239271

NAME AND TI'TLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Katerie D. Chapman Senior Vice President and Hospital Administrator ' 
F IRM NAME 

Virginia Mason Medical Center 
STREET ADDRESS 

1100 9th Ave 
CITY. STATE. ZIP CODE. COUNTRY 

Seattle, WA 98 1 01 - 2756 
TYPE ESTABLISHMENT INSPECTED 

User Facility 

TI1is docwuent lists observations made by the FDA representative{ s) during the inspection ofyour facility. TI1ey 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 with the FDA representative{s) dwmg the inspection or submit this infollllation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone muuber 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 con·ect any and all violations ofthe quality system 
requirements. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
MDR event files do not contain or reference all adverse event inf01m ation in the possession of th e 
rep01iing entity, including documentation of the deliberations and decision mak ing process used to 
dete1mine if an event was or was not rep01iable. 

Specifically, 

a ) Yom facility indicated that 39 patients who had undergone ERCP procedm es were fmmd to harbor a 
multidm g-resistant E coli. Yom facility also identified that this same multidm g- resistant E coli was 
found to be growing on duodenoscopes used dming these ERCP procedm es. There is no documentation 
available showing these events were reviewed for rep01iability to the manufactmer. 

b) Patient Safety Aleiifl5(6) Jwas opened on ll5(6) Jregarding a patient needing emergency repair 
smge1y of a failed patch angioplasty after the patient had a left carotid endmiectomy. There is no 
documentation available showing this adverse event was reviewed for rep01iability to the manufactm er. 

OBSERVATION 2 
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The user facility did not submit FDA Form 3500A or electronic equivalent to the known device 
manufacturer within 10 working days ofbecoming aware of inf01m ation that reasonably suggests that a 
device has or may have caused or contributed to a serious injmy to a patient of the facility. 

Specifically, on~3)6\62], an~3) Jwas surgically removed from a patient due to the 3{3 
migrating and bowel obstruction in the patient. Patient Safety Ale11 3J0{6) regarding this (3) removal 
was reported on b\3 . On (3) I a FDA mandat01y report draft was completed. The Mandat01y 
MedWatch r~l~t to the manufacturer, datedl'5(3) ], states the initial report to manufacturer was done 
in :){~ by f3r :=1 via telephone rep01i . There is no documentation available showing all 
inf01mation reqmred on the FDA F01m 3500A or electr·onic equivalent was submitted to the 
manufacturer prior to the fb\3JI Medwatch rep01i . 

OBSERVATION 3 
An authorized FDA employee was not pe1mitted to copy MDR required records during reasonable 
times. 

Specifically, during the inspection ofyour facility a MedWatch report, dated (3 , was provided to us 
regarding a product problem with~ 1. Your fum indicated that Patient Safety115(3)b(6) ] 
contains inf01m ation relating to this event. Your fum allowed us to review but refused to provide a 
copy of Patient Safetyp3{3}6(6JI. 

OBSERVATION 4 
Written MDR procedures have not been implemented . 

Specifically, the Clinical Policy and Procedure Manual Patient Safety for Medical Device User 
Rep01i ing, Procedure Section 5b documents the requirement to rep01i infonnation that "that reasonably 
suggests that a device may have caused or contr·ibuted to a serious injmy of a patient" to the FDA within 
10 work days after becoming aware of the inf01m ation and to the manufacturer if known. 

a) On[l:i(3)15(6) an[l:i(3) Jwas surgically removed from a patient due to the 15(3) migrating and 
bowel obstruction in the patient. Patient SafetYf0(3J0{6) 1regarding this f3) removal was rep01ied 
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on[l:l(3) JOn [l:l(3) Ia FDA mandat01y rep01i draft was completed. The Adverse Event 
Detennination Team met on fb\3~and decided this event is rep01iable to the FDA and manufacturer. 
The Mandat01y MedWatch rep01i to the manufacturer and the Vohmtruy MedWatch rep01i to the FDA 
was submitted onfDC3)1 . 

b Patient Safety (3)15{6),.-J was opened in response to a media st01y regarding the dislod in~of J

(3) . Medical records were reviewed and Virginia Mason found they removed a (3 
b(3) from a patient on~3) 15(6) The Determination Team Decision Tool was completed for 
the Detennination Team meeting Oil O~,jJ but a reyortability detennination was not decided during 
the (0\3) ]meeting. The Determination Team met oiJ..0\3 "'f and agreed to submit a voluntaty 
MedWatch rep01i regarding this patient. This MedWatch was submitted to the FDA on f0(3Jj·. 

Annotations to Observations 
Observation 1: Not annotated 
Observation 2: Not annotated 
Observation 3: Not rumotated 
Observation 4: Not rumotated 

*DATES OF INSPECTION 
12/08/2015(Tue),12/09/2015(Wed),12/10/2015(Thu),12/1112015(Fri), l2/2112015(Mon),l2/22/2015 (Tue 
),1 /04/2016(Mon), l/05/2016(Tue),li07/2016(Thu),lll9/2016(Tue),l/20/2016(Wed), li2112016(Thu),3/0 
1/2016(Tue),3/24/2016(Thu),4112/2016(Tue),4/15/2016(Fri) 
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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." 




