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Tilis document lists observations made by the PDA representativc(s) dnl'ing tho inspection of your facility. Tiley arc inspcctional 
observntions, and do not represent fl final Agency detenninatio n regarding your compllance.lfyou have an objecllon regarding an 
observation. or have implemented, or plan to implement, col'rectiveaction in response to an observation, you may discuss the objection or 
ootion wi1h the FDA represeutative(s) during the inspection or submit this information to FDA at the address above. Ifyou ha ve any 
questions, pleas<: contact FDA at the phone 1\Umbcr and address above, 

The ob.vervaflon.Y noted In th!.f Form FDA-483 are not an exhaustive listing ofobjectionable conditions. Under the law, your 
firm is responsiblefor conducling inl.emal self-audits to identifY and correct any and all vfolations ofthe quality ~J•stem 
requirements. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED; 

OBSERVATION 1 
The -user facility did not submit FDA Form 3500A or electronic eqt1ivalent to FDA and the device 
manufacturer within ten working days after becoming aware ofinformation that reasonably suggests that 
a device has or may have caused or contributed to the death of a patient of the facility. 

Specifically, an FDA FOI'ln 3500A was never submitted to the lmown device manufacttn·er or to the 
FDA after becoming aware ofinfol'mation that reasontg~l uggests that a Duodenosc<m_e and/or a 
centralJine contributed to a patient death. The patient , with Medical Record[6(6) J 
underwent an ERCP procedw:e at another hospital and had positive CRB cultures at that facility. On

I~6l I, the patient was admitted and was found to ha~ositive blood and sputlUn cultures upon 
admission. The patient underwent an ERCP procedure on b(6) J, and had repeated

rures 
, subsequent 

positive CRE cultures following this procedure. On- negative blood cu were taken, but 
on - positive CRE blood cultures....}"lere again found, The patient died on 1 b(6) JThis 

6patient's "Infection Reporf', dated.....f6t ) ] documents that the CRE infection found on-
was a hospital and central~line associated infection. 

OBSERVATION 2 
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The user facility did not submit FDA Fonn3500A or electtonic equivalent to the lmown device 
manufacturer within 10 working days ofbecoming aware of infonuation that reasonably suggests that a 
device has or may have ca·used or contributed to a serious .injury to a patient of the facility. 

Specifically, an FDA Form 3500A was never submitted to the known device manufacturer or to the 
FDA afte1' becoming aware of informationthat reasonabWsuggests tlmt a Duodenoscope contxibuted to 
a serious injury to a patient ofthe facility. The patient, 0 6) fwith Medical Record i bT6> I 
underwent an EGD procedure using a Duodenoscope on _l:>j~) .l and on-bile cultures. 
were found to be positive for "ESCHERICHIA COLI FEW lire) unmtLYe Carbapenemase producer 

(6Isolate", as well as abdomen and aspirate cultures taken on 

OBSERVATION 3 

W1·ittcn MDR procedures h11venot been impleme.nted . 


Specifically, your "Safe Medical Device Act" medical device reporting procedure with Policy Manual 
No. 9018 has not beenimplemented. Ftu'thermore, you have no documentation to show that all ofthe 
"Policy Guidelines" required pt:r Policy Manual No. 9018 were followed ru· completed before or after 
you submitted Form FDA 3500 on 0{31 o the manufacturer concerning the adverse event with 
patient 1[5f3Jo(6~andMedical Record ~~(3)b(6) 

-· 
OBSERVATION 4 
MDR event files do not contain or reference all advel'se event information in the possessionofthe 
reporting entity, includhJg documentation of the deliberations and decision making process used to 
detemrine ifan event was or was not 1·eportable. 
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Specifically, you have no documentation ofthe deli berations and decision malting process used to 
determine if the death ofE.M.F., with patient identifier 571824 and Medical Record# 009 12139, was or 
was not repoltable. 

OBSERVATION 5 

The user facility report submitted on FDA Form 3500A did not include all information reasonably 
known. 

Specifically, 

a) onf6\3J !you submitted FDA Fonn 3500 fo r voluntary rep01ting, to the medical device 
manufacturer due to a se1·ious injur ~atient, instead ofthe rt uired. ED.Af orm3500A for 

l rtB~datmJ repo1·ting. The patient b(6) with patient ld~ntifiei 3 6b( ) b( ) Medical..Recnrd # 
3 6 3b( b( ) was admitted o 15(3) 15(6) antL,.mderwent an b(3) 

d
tsing a b( ) on 

3the same d~ days later on / b( ) Tblood cultures were dr•wn wliiclt wt>l" finnul posit W:. fur 
'-6(~~3) Additional positive blood cultures were also drawn on sub~rg_~-f\days. On 

. blood cultures (Nere drawn which were found to be negative for b(3 md the patient was 
6discharged the next day Ol\ ( ) No bile or sputum cultures were taken. The patient died on an 

· wik.t1own date in 15(6) lat another facility, and yo r 3)' l .u
b(3) I 
b) The Fol'm FDA 3500 you submitted to the medical device mannfactmer on~3l concerning 
patient 115(3) b(6) 1and Medical Record f 6{31616T i did not include all requi red information that was 
reasonably known to yon at that time. The following information was reasonably known to you, but was 
not submitted at that time: patient weight, patient followup ot· t•equired treatment, brand name, product 
code, model number, lot number or other identifying number of the associated medical device. 

OBSERVATION 6 
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DISTRICT ADDRESS AND PHONE NUMBER OATI:(S)Of INSPECTIOII 
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Allegheny General Hospital 320 E North Ave 
CITY, STATE, ZIP CODE, COUNitW r;'pe: ESTABUSHMENT INSP!;CTED 

Pittsburgh, PA 15212-4756 Medical Device User Facility/Hospital 

The written MDR procedure does not include an internal system which provides for timely transmission 
of complete medical device reports to FDA and manufacturers, 

Specifically, your "Safe Medical Device Act" medical device repmting procedure with Policy Manual 
No, 9018 does not specify that reports of death must be submitted to the FDA and the manufacturer, if 
known, and that reports of serious injury must be submitted to the manufacturer. 

Annotations to Observations 
Observation 1: Not annotated 
Observation 2: Not am10tated 
Observation 3: Not annotated 
Observation 4: Not mmotated 
ObservationS: Not annotated 
Observation 6: Not mmotated 

*DATES OF INSPECTION 
12/03/2015(Thu),12/04/2015(Fri),12/07/2015(Mon),12/08/2015(Tue),12/17/2015(Thu) 

-· 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE{SJ SfGNI\TUfl~ 

~~~nA. S2?;rrini,I~r.

DAlEISSUEO 

12/17/2015 

Y/~c ./\ ~- AA 
FORI\[ FDA 483 ((19/1)8) PREVIOUS EDITIONODSOLBTB ,tsP;CTIONAI, OBSERVATIONS PAGU40VHAGES 



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." 




