








MEDWATCH

FORM FDA 3500A {2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One 2. UFmporter Report Number
[ user Facility

[ Imparter
3. User Facllity or Importer Name/Address

4. Contact Person S. Phane Number

6. Date User Fagcility or 7. Type of Report 8. Date of This Report
diyyyy)

Importer Became (mm/d
Aware of Event (mm/dd/yyyy) D |nitial
{_] Follow-up #
9. Approximate 10. Event Probiam Codes {Refer to coding manual)
Age of Device
Pstient | | _ | j [ ]
Code | - i
O L
Code [
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital QOutpatient
[ Yes - L] Hosp L Diagnostic Facility
(mevddiyyyy) [] Home
[INo [] Ambuistery
13. Report Sent to Manufacturer? {_] Nursing Home Surgicai Facility
[] Outpatient Treatment
yes . Facility
MNe (mmiddlyyyy) ] Gther:
(Spacity)

14. Manufacterer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices} 2. Phone Number
Kame ]
L 3. Report Source
Address (Check alf that apply)
Fuiifilm Medical Systems USA Inc. [} Foreign
1¢ High Point Drive, Wayne, NJ 07470 &
[} Study
Fujifilm Optics Co., Ltd, Mito Factory |[ |Literature
4112 Tono,Kitachicmiya City, Japan a [T} Consumer
Emai Add
- = Health Prefessional
4. Date Received by 5. @ User Facilty
Manufacturer {(mm/dd/yyyy) (AINDA & D Company
05 /06,2 Representative
6/2015 L
IND# [ Distributor
6. If IND, Give Protoco! # .
BLA# {"] Other:
PMAS i
7. Type of Report 510(k) # Ko4z07e
(Check afl that apply} Combinati
cmbination
[ 5-day -day Product [Jves
[Jroay (] Penodic Pre-1938 [ Yes
Initial
{110day []intia OTC Product [ ves
[115-day ] Foow-up# ____

9. Manufacturer Report Number 8. Adverse Event Term(s)

243:1293-2015-00007

Page 2 of 2

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. if Foliow-up, What Type7?

[} Death 7] comection
(] serious injury ] Additional Information
(/] Matfunction [_1Response to FDA Reguest

{ ] Device Evaluation

3. Device Evaluated by Mapufacturer? 4. Device Manufacture Date

{mmiyyyy)
[} Not Returned to Manufacturer
1/
Yes [} Evaluation Summary Attached 12/21/2011
D No (Atiach page (o axpiain why not) or 5. Labeled for Singie Use?
provide code:
[ ves No
6. Event Problem and Evaluation Codes (Refer lo coding manuai}
Patient i
Code E 31 J [ ] - 1 l
Device - PR t 1 . }
Code 2883 w [ 2303 i 1081
wnos [ 5 ]
Resuits l 142 I ' 1-' ’-i }
Conclusions ! I [ 61 ]-} ;-—! ]
7. If Remadial Action Initiated, Check Type 8. Usage of Device
[[] Recan {7 Notificatien (5 Initial Use of Device
] Repair {¢] Inspection [/] Reuse
[T] Repiace (] Patient Menitoring (] Unknown
" 8. I action reported to FDA under
[] Retabeing [ ] Modimcatiory 21 USC 360K1), list corraction/
u removal reporting number:
m Other.

10. {/] Additional Manufacturer Narrative and / or

On 03/07/2015, represehtatives from Fujifilm Medical
Systems Endoscopy Division visited the facility as a
foliow up, At this tTime patient status is unknown and
Risk Management is still investigating. It is believed
three patients, which had multidrug resistant
¥lehbsiella, had previously been exposed to the endoscopge
in guestion. It is unknown if the patients were infected
by the endascope.

11, ] Corrected Data

Three subsequent contact attempts on 05/19/2015,
05/22/201% and 05/28/2015 were made to the facility's
Directoxr of Patient Safety regarding condition of
patients sxaminsd with the subject endoscope. As of
06/05/2015, ne information has peen provided by the
facility.

Gn 05/22/2015, the subject endoscope was received at
Fujifilm Medical Systems Endoscopy PRivision and placed
in guerantine, The customer states that prior to
shipment te Fujifilm, the subject endoscope was high
level disinfected and subsequently tested negative on
two cccasions. It was then EQ gas sterilized prior to
shipment to Fujifilm.

This section applies only to requirements of the Paperwork Reduction Act of 1986.
The puklic reporting burden for this collection of information has been estimated to average 66
minutes per response, inciuding the time for reviewing instructions. searching existing dala
sources, galhering and maintaining the data needed, and completing and raviewing the collection
of information, Send comments ragarding this burden estimate or any other aspect of this
collection of information. including suggestions for reducing this burden ta:

CONFIDENTIAL

Depariment of Health 2nd Human Services
Food and Drug Administration
Cftice of Chief Information Officer

OMB Statement: "An agency may not
conduct or spansor, and a person s not
required to respond to, a collection of
Paperwork Reduction Act (PRA) Staff information unless it displays a currently
PRAStaff@fda.hhs.gov valid OME canirol number."

Please DO NOT RETURN this form to the above PRA Staff emali address.

FUJIFILM0000333




Froedtert Hospital
Milwaukee, Wisconsin



August 15,2014

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockyville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

Copics: |

OCA_0000833



PLEASE TYPE OR USE BLACK INK

Form Approved: OMB No. 09 10:029 1, Explres 12/31/11
Sae OMB statement on reverse.

g&i&%%%a&ﬂ; iminioraton e Services For use by userfacilities, MirReport® 5951238-2014-00023
impotters, distributors and manufacturers
MEDWATCH for MANDATORY reporting UFfimporter Report #
Page 1 of 2
FORM FDA 35004 (1/09) gelofs FOA Uss Only
A. PA ORMATIO C. SUSPECT PRODUCT(S)
1. Patlent (dantifler |2, Age at Time 3. Sex 4, Welght 1. Nama (Give labeled strength & mirlabeler)
of Event:
or [[] Female Ibg M
Date o #”
Male
in Birth: D kgs;
confidence of 9 2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
B. AD R OR PROD PROB fromAg (or bast estimata)
# #
t. [[] Adverse Event andior  [_] Product Problem (e.g., defects/matiunctions)
2, Qutcomaes Attributed to Adverse Event "2 #2
(Check all that apply) 4, Diagnosis for Use (Indication) 5. Event Abated After Use
] Death: {7 Disebility or Permanent Damage " Stopped or Dose Reduced?
#1 Doesn't
(] vite-tnreatening ["] Congenlial Anomaly/Birth Defect . L Yes [ne Apply
ion - Ini Other Serit Important Medlical Events) Doesn't
[ Hospitalization - Initial or prolonged  [_] Other Serious (Imp: odical Evente)| |t 7 Exp.Date #2 [Jves CIno [ agnly
imoalrentD el
D Required intervention to Prevent Permanent imp ge (D } # # 8 Event Reappoared After
3. Date of Evant {mm/ddiyyyy) 4. Date of This Report (mm/ddyyyy) Relntroduction?
w2 #2 #1 [ Jves [INe DR;;;“"

5. Describe Event or Problem

9. NDC# or Unlque ID

#2 [ Yes (o [T} D00ent

Apply

8. Relevant Tests/Laboratory Data, Including Dates

7. Other Relsvant Hlstory, Inciuding Preexlsting Medical Condltions (e.9., allergles,
race, pregnancy, king and alcohol use, hepath { dysfunction, etc,)

Submisslon of a report doas not constltute an admission that medical
personnel, user facllity, Importer, distributor, manufacturer or product
caused or contributed to the event,

10. Concomitant Med|cal Prod and Th

py Dates (Exclude § of event)

D. SUSPECT MEDICAL DEVICE

1, Brand Name

2. Common Doevice Nams

3. Manufacturer Name, Clty and State

4. Model # Lot # 5, Operator of Device
[) Health Professional
Catalog # Explration Date {mnvdd/yyyy}
[ Ly UseriPatient
Serlal# Other # [ other:

8. If Implanted, Glve Date (mm/ddfyyyy) 7. If Explanted, Give Date (mm/ddfyyyy)

8, Is this a Single-use Davice that was Reprocessed and Reused on a Patient?

CjYes []No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Davice Avallable for Evaluation? (Do not send to FDA)
) Yes [Ne [[] Retumed toManufacturer on:
(Hvddyyyy)

11. Concomitant Medical Preducts and Therapy Datea (Exclude frealment of event}

E. INITIAL REPORTER

Phone #

1. Nams and Address

2, Health Professional? | 3. Qccup 4. Inftlal Reporter Also Seni
Report to FDA
[ ves [Jho [JYes [[]No (@] Unk.

OCA_0000834



MEDWATCH
FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

1. Check One
[J User Facility (J mporter

Page2of 2

H. DEVICE MANUFACTURERS ONLY
2. UFfimporter Report Number

3. User Facllity or Importer Nama/Address

4. Contact Person

5. Phone Number

6. Date User Facliity or

7. Type of Report

1. Type of Reportable Event

[] Death
[] serous Injury
{7 Mattunction

[] other:

2. If Follow-up, What Type?
[X] Correction
{7] Additional Information
[[] Response to FDA Request
[[] Device Evaluation

3. Device Evaluated by Manufacturer?
[[] Not Retumed to Manufacturer
{T] Yes [] Evaluation Summary Attached

3N (Anac page 1o explaln why not) or
provide code

4. Dovice Manufacture Date
(mmiyyyy)

5. Labeled for Single Use?

14. Manufacturer NamelAdqross

G. ALL. MANUFACTURERS

1. Contact Offlce - Name/Address (and Manufacturing Site

2. Phone Number

8. Date of This Report
importer Became (mm/ddlyyyy) [ Yes (1N
Aware of Event (mm/ddiyyyy) D Inital
6. Evaluation Codes (Refer fo coding manual)
[] Follow-up #
9. Approximate 10. Event Problem Codes {Refer fo coding manual) Method | I"l “r 37 —|'l 3264 I
Age of Davice
o | - - Lees L O ]
Pl | |- Resuls | 3251
g:g:e ‘ I - | | - | Conctlusions | 15 -| H —l— |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedilal Action Inltlated, Chack Type 8. Usage of Device
Hospital Qulpatient ' initial Use of Device
] Yes I (] Hosp Dot Factly (] Recall [ otification U
[JIno (0] Home [ Ambulatory [ Repair [] inspection [ J Reuse
13. Report Sant to Manufacturer? (] Nursing Home Surgical Faclllty 7] Replace [ Patiant Monltering [[] Unknown
e 1 guaten Trasment [l reosoing  [(Jookcaters [3 eclen apenitto A urdr
A - ; S oner Adjustment removal reporting number:
pecihy) D Other:

10. [_] Additlonal Manufacturer Narrative

2951238-2014-00023.

and / or 1, [/) Corrected Data

This supplemental report is being submitted to correct
the incorrect MFR Report number of 2951238-2014-00041.
The correct MFR Report number should be

See section G9.

As part of our investigation into this report the device

for Devices) was sent to an independent off-site laboratory for
microbiological testing and Escherichia coli was
3. Report Source recovered from the device, The device was then forwarded
(Check ail that apply} to Olympus for physical evaluation.
(] Foreign
(] Study The device was returned to Olympus for evaluation. The
] Uheraturs device passed the leak test. The evaluation found no
issues that could contribute or confirm the reported
(] Consumer phenomenon., There was no sign of bio-materials in the
[] Health Professionat device. The device was refurbished and returned to the
user facility.
4. Date Racelved by 5. D User Facllity Y
Manufacturer (mm/dd/yyyy) (AINDA # [ comp any! 0
08/11/2014 Representallve
IND # [ Distributor
8. If IND, Glve Protocol # STN® D Other:
PMA/
7. Tg 9 of Report 510(k) #
ack all that apply)
Combination
[()sday [¥]30-day Product [ Yes
[J7-day [ Perodic Pre-1938 [ ] Yes
- Initial
(] 10-day [] nitie OTC Product  [] ves
[J15day [ Follow-up# _2
9. Manufact Report Numb 8, Adverse Event Term(s)
2951238~2014-00023
The public reporting burden for this coiecli oflnformailon has been eslimated o average 66 Department of Health and Human Services OMB Statement:
minutes per resp Including the time for llons, searching existing data Food and Drug Adminlstration “An agency may not conduct or sponsor,

sources, gathering and maintalning the data

“and

ot

e
coltection of Information. Send comments regarding this burden estimale of any other aspecl of

9 and reviewi

thls collection of information, including suggestions for reducing this burden to:

Office of Chlaf Information Officer
1350 Plccard Drive, 420A
Rockville, MD 20850

and a person Is not required to respond
to. a collection of Information unless it
di spiay? 8 cusrently valld OMB control
number.

Please DO NOT RETURN this form to this address.

OCA_0000835




OLYMPUS

January 28, 2014

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report
Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0000830



PLEASE TYPE OR USE BLACK INK

Form Approved: OMB No. 09 10-029 1, Explres 12/31/11

U.S. Department of Heaith and Human Servic SR e
.S, Department o and Human Services For use by faciliti [Mfr Report #
) y userfacilities, 2951238-2014-00023
Food and Drug Administration importers, distributors and manufacturers BT
MEDWATCH or MAN Y reporting UFfimporter Rep:
P 2
FORM FDA 3500A (1/09) age 1 of #DA Use Only
A. PATIENT INFORMATION
1. Patlent (dentifier E""—""""-l 1. Name (Give lebeied strangth & mfrlabeler)
| #
In confidence ! #
- " 2. Dose, Frequency & Routs Ussd 3. Therapy Dates (if unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/o (or best estimate)
' # #
1. (7] AdverseEvent sndior [ ] Product Problem (6.g., defecivmaltunctions)
2. Outcomes Attributed to Adverse Event #2 #2 )
(Check all that apply) 4. Dlagniosis for Use (indicaton) 5. Event Abated After Use
[ peath: (] bisabilty or Permanent Damage Stopped or Dose Reduced?
# Doesn't
# [Jyes [(One [
[ Lite-threatening [[] congenitel Anomaly/Birth Defect 2 Apply
. Doesnt
Hosp:::l::n:n Il or proonged (7} Other Serious (mportant Medical Events)) |- x T 2 [Jves (One (3200
C] Requ ntervention to Prevent Permanent Impalmment/Damage (Devices) - " 8. Event Reappeared After
3. Date of Event (mm/ddyyyy) 4. Date of This Report (mm/dd/yyyy) Relntroduction?
05/19/2013 01/06/2014 #” ” #t CJves CIno [ 20080

5. Describe Event or Problem

Olympus was informed that five patients tested positive
for Carbenepsnum Resistant Enterbacterjaceae containing
New Delhi Metallo-beta-lactamase (CRE-~NDM) after having
undexgone an endoscopic retrograde
cholangiopancreatography (ERCP) procedure. The patients
were examined with the same duodenovideoscope.

On April 25, 2013, resistant E.coli was found in the
first patient's blood. On May 19, 2013 that patient
underwent an ERCP with stone extraction subsequently
developing cholangitis. On May 20, 2013 resistant E.
coll was found in the patient's bile duct fluid. The
patient was hospitalized for an unapecified amount of
time. The patient was discharged went back to India.

An Endoscopy Support Specialist was dispatched to the
user facility. A reprocessing in-service has not been
scheduled to date.

8. Relevant Tests/Laboratory Data, Inciuding Dates

7. Other Relevant History, Including Praexisting Medical Conditlons (a.g., aflergies,
r8ce, pregnancy, amok%g and afcohol use, hepatic/renal dysfunction, efc,

Non-Hodgkin's Lymphoma, chemo, S/P autologous peripheral
stem cell transplant (4/18/13), prior cholecystectomy,
CBD dialation, MRCP shows some biliary stone

9. NDC# or Unique ID

2 Cves (Ine 200"
70, Goncomitant Medical Products and Therapy Dates (Exclude Geatment of evenD)

D. SUSPECT MEDICAL DEVICE

T Bvbtrese Olympus EVIS EXERA II Duodenovideoscope

, ice Name
2. Gommon Dev Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION
2951 Ishikawa=cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot# . Operator of Device
TLLF-Q'IB:V Né A T Sa T Health Profesalonal
ration Date

'rar.:‘o?e ov s Unk{ [ tay UserPation!
Berial Other # [ other:

2101529 N/A

8. If Implanted, Give Date (mm/ddiyyyy) 7. W Explanted, Glve Date (mm/dd/yyyy)
N/A N/A

B, Is this a Single-use Davice that was Reprocessed and Reused on a Patient?
[Jyes (7]

9. If Yes to item No, 8, Entar Name and Address of Reprocessor

N/A

10. Device Avallable for Evaluation? (Do not send ta FDA)

O yes [F]No [ Retumed to Manufacturer on:

11. Concomitant Medlical Products and Therapy Dates (Exciude treaiment of event)
Scope Buddy Model sn# unk
Medivators scope washer model/sn# unk

1. Name and Address

Froedert Hospital
2900 W, wisconsin Avenue
Milwaukee, WI 53226

8ubmlul?n of a'm?lort c:oos ?tot colns:llg:‘to an admlfazl'on that mec::cait 2. Health Professlonai? |3. Occupation 4m:ggxr Alao Sent|
ersonne!, user fac mporter, distributor, manufacturer or produc
Baused or contributed (o the event, P (7 ves [ No RiskManager [Jves [N [@] nk.

OCA_0000831




MEDWATCH
FORM FDA 3500A (1/09) (confinued) Page 2 of 2
F. FOR USE BY USER FACILITY/IMPORTER {Devices Only)

1. Check One ' 2. UFfimporter Report Number
[] user Facility (2] tmporter

3. User Facllity or Importer Name/Address

4. Contact Parson 5. Phone Number
8. Date User Facility or 7. Type of Report 8. Date of This Raport
Importer Became bt P (mrrVdd/yyw)m
Aware of Event (mnvddyyyy) D Inkial
[ Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manua))
Age of Device

Goto |73 || - J
Goto 2993 |- |-| |

H. DEVICE MANUFACTURERS ONLY

1, Type of Reportable Event 2. if Follow-up, What Type?
[7] Destn [[] comection
[7] Sertous Injury [[] Additonat Information
(] Metfunction (] Response to FDA Raquest
0 ower: ] bevice Evatuatton
3. Osvige Evaluated by Manufacturer? 4, Dovice Manufacture Date
(mm/yyyy)
[£] Not Retumed to Manufacturer
[ ves [] Evaluation Summary Auached unk
O no (attach ﬁ’” {o explain why nof) or 5, Labeled for Single Use?
provide code:
Oves [{]INo

DY Y
Y -

11, Report Bent to FDA? 12. Location Where Event Occurred

[ ves [[] Hospital 0O g;lpnu:& .

N (mmiddyyyy) D Home ano Y

CINo D Ambulatory

13. Report Sent to Manufacturer? (] Nursing Home Surglcal Facility
(] Qutpatient Treatment
[ Yes Facliity
T (mmadyy)
O [} other:
(Specihyj

14, Manufacturer Name/Address

ALL MANUFACTUR

1. Contact Offlce - Name/Address (and Manufacturing Site 2, Phone Number
LTI - |
OLYMPUS AMERICA, INC 3. Report Source
2400 Ringwood Avenue {CLMM‘”“”"M
San Jose, CA 95131 [[] Foreign

0] suwey
OLYMPUS MEDICAL SYSTEM CORPORATION D Literature
2951 Ishikawa-cho, Hachioji-shi, Tokyo
192-8507, Japan {] Consumer
[[] Health Professional-

4. Date Received by 8. D User Facillty

Manufacturer (mm/ddyyyy) (ANDA # QOH\PGW
01/06/2014 Represtniatve

8. I1IND, Give Pi ol # o D plsubutor

X ve Protoci _— )
' STN# [ oter:

7 6 of Report i
L 0
}Zxockarl [ apply) 81000 #

Combinalion

] 5day [7]30-day Product [ Yes
[ 7-dey [ Porodic Pre1938 [ Yes
[J10dsy [7) Intta oTCProduct [ Yes
[ 15-day [0) Follow-up #

9. Manufacturer Report Number |8, Adverse Event Yerm(s}

2951238-2014-00023

7. If Remedial Action Initlated, Check Type 8. Usage of Davice

(] Recal (] Noiification L] tnsl U of Device
[C] Repalr [ wspection {7] Rouse
[] Replace (] Patient Monltoring [ unknawn
9. If action reported to FDA under
[JRetabeting (] %ﬁ:‘g&{" 21 USC 380)(N), list correction/
removal reporting number:
(] Other:
10. m Additiona! Manufacturer Narrative and/or 1, [:! Carracted Data

The device has not been yet returned for evaluation. The
exact cause of the user's experience could not be
conclusively determined at this time. A supplemental
report will be submitted if additional and significant
information becomes available later.

Please cross-reference the following reports for the
other four patients: 2951238-2014-00024,
2951238-2014-00025, 2951238-2014-00026, and
2951238~2014-00027.

The pubtic reporting burden for this collection of Information has been esUmated (o average 68
minutes per response, Inciuding the time for raviewing Instructions, searching exisiing dala
sources, gathering and maintalning the dala needed, and completing and reviawing the
collection of Information. Send comments regarding this burden astimate or any other aspact of
(his coltaction of information, Including suggestions for reducing this burden to:

Depariment of Health and Human Services OMB Statemant:

Food and Drug Adminisication ;ﬁ% :9;:3 “r‘n‘c.y nr‘l’c‘n oondrg::’t lgr nluponsn%r

350 Focars e A i ecn o e |
Rockwille, MD 20850 mu%bcyr.' d

Please DO NOT RETURN this form to this address, i

OCA_0000832



Hartford Hospital
Hartford, Connecticut



OLYMPUS

May 22, 2014

Food and Drug Administration
Center for Devices and Radiological Health 4
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0000860




PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services For use b faciliti Mfr Report #
y user-facilities, 2 -2014-001
Faod and Drg Adwinistration importers, distributors and manufacturers 951238-2014-00174
MEDWATCH for MANDATORY reporting UFAimporter Report #
2
FORM FDA 3500A (1/09) Page1of2 FDA Use Only

A. PATIENT INFORMATION
1. Patient Identifier |2. Age at Time

Form Approved: OMB No. 08 10-029 1, Explres 12/31/11
oo Sea OMB slatement on reverse,

CsuspeC proDUCTIS)

1. Name (Give lebeled strength & mfrfabeler)

*
#2
2. Dose, Fraquency & Route Used 3. Therapy Dates (if unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM requency oS o seet ostmate
" '
1. [7] Adverss Event end/or  [] Product Problem (e.g, defecis/malfunctions)
2. Outcomes Attrituted to Adverse Event *2 *2
(Check all that epply) 4. Diagnosis for Use (Indication) 5. Event Abated Afer Use
([ Death: [T Disablity or Permanent Damage Stopped or Dose Reduced?
" # [Jves [Jno [ Doesnt
[[] Life-trreatening [0) Congenital Anomaty/Birth Defect . Apply
- inlti ther Serl t Medical Events Doesn't
(] Hospitalizaton - ntal ":m“m (4] Otrer Serious {mporan I o 7. Exp. Dale w2 [ves [N (] g5y
D Required Intervention to Prevent Permanent ImpalrmenvDamage (Devices) " - 3 Event Reappeared After
3. Date of Event (mmvdd/yyyy) 4. Date of This Report (mm/ddyyyy) Reintroduction?
01/27/2014 05/02/2014 ” ” #1 [JYes [Ino gg;"y"'

5. Dascribe Event or Problem
Olympus was informed that twelve patients tested

positive for Escherichia coli (E. coli) containing
Extended-Spectrum Beta Lactamase (ESBL) after having
undergone an endoscopic retrograde
cholangiopancreatography (ERCP) procedure. The positive
cultures were isolated from the patient's blood,
pseudocyst, and bile. The patients were examined with
four different duodenovideoscopes. These
duodenovideoscopes were cultured twice by the user
facility. No organisms were isolated.

On January 27, 2014, the first patient underwent an
ERCP. After the procedure, the patient reportedly tested
positive for resistant E. coli, No additional
information was available.

6. Ralovant Tests/Laboratory Data, Including Dates

7. Other Relevant History, inciuding Preexisting Medical Conditions (6.9., alfergies,
race, pregnancy, smoking and alcoho! use, hepatic/renal dysfunction, eic)

Bile duct obstruction stents

9. NDC# or Unique 1D
w2 [Jves Oro [ '?A::;“

10. Concomitant Medical Froducts and Therapy Dates (Exciude lreaiment of even(}

D. SUSPECT MEDICAL DEVICE

sl Olympus EVIS EXERA Il Duodenovideoscope

2. Common Device Name .
Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot# 5. Operator of Device
TIE-Q180V N/A Health Professional
Catalog # Expiration Date (mm/ddyyyy) X
1J8-Q180V Unk (] Ley UserrPatient
Sertal# Other # () Oter:
2304031 N/A ——
8. If impianted, Glve Date (mm/Addiyyy) 7. If Explanted, Give Date (mm/dd/yyyy)
N/A N/A
8. Is this a Single-use Davice that was Reprocessed and Reused on a Patlent?
0 Yes [¥] No
9. If Yes to Item No. 8, Enter Name and Address of Reprocessor
N/A
10. Device Avaliable for Evaluation? (Do not send to FDA)
[Dves [1No [ Retumed to Manufacturer on:
T (omidyyyy)
1.C itant Medlcal Products and Therapy Dates (Exciude treatment of event)

Custom Ultrasonics reprocessor

1. Name and Address

Hartford Hospital

80 Seymour Street

Hartford, CT 06102
Submission of a report does not constitute an admission that medical 2. Health Professional? |3. O t [} l&' .p; L :o rm'a' 50 Sent
é’:&?&"&"&m f::tll t.‘,Ilzlhp;):t‘:a.r;‘:!Ilitril';utor, manufacturer or product [Z) Yes [JNo RAdministrator/Supervisor ] Yes (JNo [@] Unk.

“

OCA_0000861




MEDWATCH
FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Oniy)

1. Check One
[] user Facitity (7] 1mporter

2. UFimporter Report Number

Page 2 of 2

3. User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. If Follow-up, What Type?

[ peatn [[] Correction
Sefious Injury ([ Additional information
[[] Matfunction [[] Response to FOA Request
[C] other: (0] evice Evaluation
3. Device E ted by Manufactures?

4. Device Manufacture Date
(mnvyyyy)
(] Not Returned to Manufacturer

G. ALLL MANUFACTURERS

4. Contact Person 5. Phons Number []Yes [] Evaluation Summary Attached unk
D No {AngJ)‘ge to explain why notj or 5. Labeled for Single Use?
vide
6. Date User Facility o 7. Type of Report 8. Dato of This Report peo
Importer Became P {mm/ddlyyyy) [ ves No
Aware of Event (mm/ddYyyyy) D Indtiat
6. Evaluation Codes (Refer to coding manual)
D Follow-up #
9. Approximate 0. Event Problem Codas (Refer to coding manual) Method I I‘l H H I
Age of Device
Pt 1735 - I ] ras | L ]
8::'.“ 2093 |- - concurons |20 |- ]| __ ]
11. Report Sent to FDA? 12. Location Where Event Occurred 7. if Remedial Actlon Initiated, Check Type 8. Usage of Device
Hospital Outpatient et Initial Use of Device
WALS — T 0 . Diagnostic Facility [ Recal (] Notification g
[One (J Home Ambulatory (] Repair (] inspection Reuse
13 Report Sent to Manufacturer? g Hursing Homa Surgical Facility [ Replace [[] Patient Monitoring [[] unxaown
Qutpatient Treatment . 9. if action reported to FDA under
Oves ___________ Facility L] Relaveling - [_] pecicanont 21 USC 3801, list correction/
{mm/cdlyyyy) . removal reporting number:
o (C] other: (] Other:
(Specify)
14. Manufacturer Name/Address

10. [/} Additional Manufacturer Narrative and/or 14. (] Comected Data

The device referenced in this report has not yet been
returned to Olympus for evaluation.

As part of our investigation with this report, Olympus
representatives visited the user facility to observe the
user facility's reprocessing practices. There were minor
deviations noted during the reprocessing of the device.
It was noted that the user facility had no suction in
the reprocessing room and the staff were not using a
syringe to flush around the forceps elevator riser area.

The exact cause of the user's experience could not he
conclusively determined at this time, A supplemental
report will be submitted if additional and significant
information becomes available later.

Please cross-reference the following reports for the

cther eleven cases:
2951238-2014-00212,
2951238-2014~00219,
2951238-2014-00221,
2951238-2014-00223,

2951238-2014-00211,
2951238-2014-00213,
2951238-2014-00220,
2951238-2014-00222,
2951238-2014-00224,

2951238-2014-00225 and 2951238-2014-00226.

1. Contact Office - Name/Address (and Manufacturing Site | 2. Phone Number
bl EE—
OLYMPUS AMERICA, INC 3. Report Source
2400 Ringwood Avenue (Check ail that apply)
San Jose, CA 95131 (] Foreign

[] Stuay
OLYMPUS b.‘IEDICAL SYSTEM (?OR?ORAT I0N D Literature
2951 Ishikawa-cho, Hachioji-shi, Tokyo D c
192-8507, Japan onsumer
’ Health Professional
4 ano Receivad by 5. m User Fecilty
anufacturer (mm/ddyyyy) (AYNDA # . g:mrz:gmuw
05/02/2014 P
IND # (] vistibutor
6. IfIND, Glve Protocol # .
STN# (] Other
17 Type of Report 1 S0
o po 51 #
f' k all that apply) o)
Combination
[(D5day (/] 30-day Product [ Yes
O 7-day (] Perodic Pre-1938 [ ] Yes
Initial
(J 10-0ay OTC Product [ Yes - _
[ 15-day [] Follow-up # ____ h—

9. Manufacturer Report N 8. A Event Term(s)

2951238-2014~00174

The public reporting burden for this collection of ir has been esti dto 66

Departmenl of Health and Human Services

OMB Statement:

minutes per response, including the time for fevdewmn hslmcl:ons searching exlisting data
sources, gathering and g the data needed, and completing and r Ang the
collection of information. Send comments regarding this burden estimate or any other aspect of
this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, 420A
Rockville, MD 20850

Piease DO NOT RETURN this form to this address.

'Ng agency m‘ay n?I oondgs\‘or spona%v,
and a parson is not required o respon
lo, a cgltdlon of information unless it
dlsplays a curently valid OMB controt
number.

OCA_0000862
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February 13, 2015
Food and Drug Administration
Center for Devices and Radiological Health

Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is a supplemental report for a previously reported 30-day MDR reportable event. Any
further correspondence may be directed to my office.

Sincerely,

OCA_0001055



PLEASE TYPE OR USE BLACK INK

.S. Department of Health and Human Services i
K2 B Drug Admitisration . For use by userfacilities, MirReport# 2951238-2015-0 0001
importers, distributors and manufacturers .
M E D w A 1c " for MANDATORY reporting UF/Aimporter Report #
FORM FDA 3500A (2/13) Page 1 of 2
R FDA Use Onty
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patlent Identifier |2, Age at Time 1. Name (Give labeled strength & mfr/labeler}
of Event:
o tbsf | *
Date or #2
in confidence of Birth:
; 2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give durat]
B. ADVERSE EVENT OR PRODUCT PROBLEM fromito (or best estimate) on)
# #1
1. |:] Adverse Event  and/or D Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that apply) 4. Diagnosis for Use (Indication) 5. Event Abated After Use )
[] peath: [ pisability or Permanent Damage “ Stopped or Dose Reduced?
YYY) # Y Doesn't
[ vife-threatening [ congenital Anomaly/Birth Defect a2 L ves LL I:|Apply
- Other Serious (Important Medical Events, Doesn't
[[] Hospitalization - inltial or profonged [ (Imp ) o LotF 7 Exp.Date #2 [ Yes Cne [0 ApSl?/n
D Required Intervention to Prevent Permanent impairment/Damage '(Devlces) " " 5. Event Reappeared Aftor
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
#2 #2 # [ ves [INo []Doesnt
boE B 9. NDC¥ or Unique ID Apply
5. Describe Event or Problem g —
#2 [JYes [INo DR;;;?/M

(Continue on page 3)

8. Relevant Tests/Laboratory Data, Including Dates

(Continue on page 3)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergles,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

(Continue on page 3)

Form Approved: UM No. 0910-0201, Explres: 8/30/2015
Sa OMB statement on re\g)?se-

10. Goncomitant Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)
D. SUSPECT MEDICAL DEVICE

1. Brand Name

2, Common Device Name 2b. Procode

3. Manufacturer Name, City and State

4. Mode! # Lot # 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dd/yyyy)
[] Lay User/Patient
Serlal # Unique Identifier (UDI) # |:] Other:

6. If Implanted, Give Date (mm/ddfyyyy) 7. If Explanted, Glve Date (mm/dd/yyyy)

8. 1s this a Single-use Device that was Reprocessed and Reused on a Patlent?

[Jyes [JNo

9. If Yes to item No. 8, Enter Name and Address of Reprocessoy

10. Device Avallable for Evaluation? (Do not send fo FDA)
[7] Yyes [ No Retumed to Manufaclurer on: 01/29/2015
m

11, Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)

E. INITIAL REPORTER
1. Name and Address

Phone # Email Address

Submisslon of a report does not constitute an admission that medical
personnel, user facllity, importor, distributor, manufacturer or product
caused or contributed to the event.

2. Health Professional?

[JYes [JNo

3, Occupation 4. Tnitial Reporter Also Sent |

Report to FDA

(O Yes [JNo [ unk.

OCA_0001056



MEDWATCH

FORM FDA 3500A (2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One . 2. UFlimporter Report Number
[] User Facility [ importer

3. User Facllity or Importer Name/Address

4. Contact Person 5. Phone Number

6. Date User Facllity or
Importer Became
Aware of Event (mm/dd/yyyy)

7. Type of Report

(] inttial

[] Follow-up #

8. Date of This Report
(mm/ddlyyyy)

9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Davice
Patient | l | L
Code - = |
oo | -l |
Code - =
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpatient
D | ——— D D Diagnostic Facllity
(mm/dd/yyyy) D Home
LY
Ambulatory
13. Report Sent to Manufacturer? [] Nursing Home Surgical Facllity
[T} outpatient Treatment
[] Yes T—— Facllity
[INe (mm/ddlyyyy) ] other:
(Specify)

14, Manufacturer Name/Address

G. ALL MANUFACTURERS
1

. Contact Office (and Manufacturing Site for Devices) 2. Phone Number

Name
3 Rels)ort Source
Address (Check all that apply)
[] Foreign
] stdy
[] Literature
[] consumer
Emall Address

|:| Health Professional

4. Dato Recelved by B, (] User Facliity
Manufacturer (mm/dd/yyyy) (ANDA # D Company
01/23/2015 Representative
IND # [ oistributor
6. If IND, Give Protocol # ,
BLA# [] other:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Gombingt
ombination ————
] 5-day 30-day Product [ Yes
(] 7-day E Periodic Pre-1038 OJyes | —mm
D 10-day Initial
OTC Product
[:] 18-day |Z| Follow-up # _2 D Yeo |
9. Manufacturer Report Number |8, Adverse Event Term(s)
2951238-2015-00001

Page 2 of 2

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event
[[] beath
[[] serious Injury
(] maltunction

2. if Follow-up, What Type?
[ correction
(] Additional information
(1 Response to FDA Request
Device Evaluation

3. Device Evaluated by Manufacturer?
{T] Not Returned to Manufacturer
Yes [_] Evaluation Summary Attached

[ o (Attach c{Jage to explain why not) or
provide code:

4. Device Manufacture Date
(mmAyyyy)

5. Labeled for Single Use?

[ Yes ] No

6. Event Problem and Evaluation Codes (Refer fo coding manual)

Patient |_i |_
Code
Device I l_l |_

| 20 | 26 |4 a7 J-
Results .| 3218 |-| 180 || ;I-D
L]

Code
8. Usage of Device

Method

Concluslonsl 63 H 19 H

7. If Remedial Action Initiated, Check Type

] Recal (] Notification (] tnitiat Use of Device

[C] Repair [] tnspection [ Reuse

(7] Replace [] Patient Monitoring [[] unknown

[J Relabeling  [] Modification/ 9. If action reported to FDA under

21 USC 360i(1), list correction/

Adjustment removal reporting number:

D Other:

10. [ v] Additional Manufacturer Narrative and /or

1. [T] Corrscted Data

This supplemental report is to provide the laboratory
results, and device evaluation results.

Based on the microbiological testing conducted by an
off-site laboratory, the scope tested positive for
Microbacterium lacticum. Microbacterium is not
considered clinically significant and is often an
environmental organism. The orxganism was recovered from
the forceps elevator recess.

The device was ETO sterilized by the off-site laboratory
before returning to Olympus. A boroscope was used to
examine the internal instrument channels and found no
foreign material. A visual inspection was performed on
the forceps elevator and found no foreign material
inside. The device passed leak test. There were minor
damages noted on the device, however, this would not
likely cause the reported phenomenon. The device was
serviced and returned to the user facility,

This section applies only to requirements of the Paperwork Reduction Act of 1996,
The public reporting burden for this coliection of Information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintalning the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of Information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer

OMB Statement; "An agency may not
conduct or sponsor, and a person Is not

required to respond to, a collection of
Paperwork Reduction Act (PRA) Staff Information unless it displays a currently

PRAStaff@fda.hhs.gov valld OMB control number."
Please DO NOT RETURN this form to the above PRA Staff emall address.

OCA_0001057



Massachusetts General Hospital,
Boston, Massachusetts
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W Cuncomitent Rediest Frodusts and Thearspy Datue (Exdvds Seatment of gyens

Cantinue on page 3

72 hours. The facility protecel for fnfections that ars 1 Brand Resna

part of the hogpital surveillance plan, which indludes’ e
bactersmias, i3 that the department leadership and ths 2 Common Davize Nama 2b. Prosede
provider are notified of the infscticn: any treads

identifisad asnd o veview of the infaction {rooo cause 3. Manufastusar Neme, Sity ared Slete

analysisy is completsd. The group of patients undergoing
EBCP way being treatad for a rang2 of pancesstis and

ASETYPE DR USE BLACK INK

biliary diseases: it would be difficult o determins 3. Mosel & L # 5. Gparatar of Davice
specific signs and symphtoms other than faverfchills and Qﬂaaim Protessiansl
walaise vhet would be releted te the postegprecedure ataing & Expiration Date frovddinyg .
bacteremias. Patient was treated for bacteremias with [t tay tamPation
= fappropriate antibistics. Patient wss not xecalled for Bartal¥ s Wantier RO B "} oter.
& ffurther scresning as the marker for this sulbreak
i st fen was + Taw nlture for -
investigation was a {41 blood cultuze for & W impiamias, ive Dats nmchrs 17 F Bxpiantar, Give Dote rosdabyes
{Continue on pags 3}
¢ Re&af:mﬁ Fostshabaratury Dats, inchuslg Bates o . 15 this & Singin-sae Doviow thel was Raprovessed and Reuvsed o6 & Patlent?
Stralin typs as determined by puiseg~field {3 Vass {:}&e
slectrapheresis) ~ 53

8,16 Yo to e Mo, 8, Snter Nume sni Address of Repwstessar

Time of lsuitieulvurs « #iwithin 72 hours of procadure)

Bate of Jcope Use ~ !

10, Dorelon Sontiohin foe Suatution? (00 ol Somd o FOAT
(Cves [Ise [} movmed i Monuachrsr on:

Site of{+lculiure -~ Biowd

[
1. Concomitant Modicst Prastusts and Therspy Dates {Exciude regiment of sveni}

{Continus an page B

¥, Giher Relovant History, aluding Preseisting Sedics! Conditicns 8.0, sifergles,
TEOE, IYOQIENCY, Siaking end alonhal uss, hepeiateoet fiegfonstion, ei"g

{Continus on pags 3

o
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{Conlines on pags 3
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7] tristritator
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5“‘3 Folcwup #

EHRE

Qusmbtagian
Fridoct e
{Thves
Produsd [:} ¥as

Fre 3038
e

2. Maswalanturss Report Mumbey

8. Bdvarea Byent Taemish

Page 2 of 3

Stinal Informativs
| Rusponaa io FDA Fesmuest
1 Daviva Bvshsasion

-

3. Duvige Besunted by Hanufauiuree?
} pit Bistumad o Manutschier
Yas

Nad

3
N
N
i

pravids

R b Mo fadas E&gﬁ B mapdiaies wity N} or

U] Seanantion Sasmmmary Altachad

4. Davice Manufantmwe Sule
{enssweyyyyl

&. Laboted for Bingie Use?

NN o e

$
N
N
(8

. Evard Probiew and Bvslustion Sodaes Fefer lo coging manuad

Satient

1931 fw
Sade RECEN H

Lhavdoy

NI i

1
oo

.,,,q,..

Rasks

cerrrin, reseees

oo
3

Qursiusieny

ot
N

o

7. i Anmadist Action ditiated, Cheek Typs

d "\ Hotification
d "\ inspection
{4 Y Prttant Munktoring

T Medifeationd
s ALSIA

R
N
N
N
o
N
N
R

8. Usags of Device
g‘“; N 12 o Rgvdes

{ Rewsw
[:} Unnuem

>

# é’iim@ reporied to FIA under
24 850 B0, Hat comaction!
ramavs! rapriing sumber

and f oF 11 {3 Ceerected Dats

Thiz sectinn applies anby fe renuireeeriy of the Paprrwork Redusiion et of 1888,
¥ha pulstic raparting hurden for ihia eaféstivs of infonmution has been SStmaled by avarage B4

ity per raxponze, including he time fur mviewing ket

Skary, srarohing susting dots

ssu'%;ss gaiering and meintainigihe uea rmaded, and sosmpleting ang revipvang thn collection

ofirfor B ¢

48 remerding iz Busdon estimata o sy uiher sapent o th 2]

sodecton of kifoorstion. inckiding suppestidns tor redusing m burdan tal

FOIA CONFIDENTIAL TREATMENT REQUESTED

Bepariment of Haslh and Muman Servinss
Fusg ans Drag Adminisrstion

Cffies of Shisf information SRcse
Repanverk Reduetion Act {PRA] Siplt
FRADRAG M Mha. gov

THAB Blatementi™An agensy may naj
rondust o sponser. o & parson iy nat
ragssired o rospand 0. & codection of
informalion ustess it displeys B curmnily
salid 048 contral numbes”

Fleass D0 NOT RETUSK this fony o the above BRA Stwif sovsl afdress.

MURRAY00000208



Dateie Pags

(CONTINUATION PRGE
For use by userdacilides,
importers, deoriburers, and mannfactares

for MANDATORY reporting
Page Iof 3

}

¥

FORM FRS J5006A {3013 (continue

sy

8

Dossribe Evant or Froffem feontisusgs

3
o ua

Iow updl MOR ZSTHRED
F237261% ang 06711

KN
O
A

{

event .

WERY

b % 4t @ [ @

L34 K+ ) pas P P

£ P2 a4 B> 124 v
\n 21 I3 Z
o 7] Zx ]
129 by sz iz
Yot e Wy g
¥ kY] o kY %
% 9% .@ [ @
i o o g 4
e P wra P o,
% @ 4 % @
1% £y i il a4
[ &% @ 4t @
4 vi Yt iz bed

“ 1

[ “

s P

5 %7

b 2]

= =

I 7%

oy 123

%] o

E%1 s

e =

% oo

> P

.:\-
£
I E
@ LY
] ‘
Y p g
] W IRt
] £ e £ £ =3
[P LA o] $oef =]
z £ ed
P ot 32 4A g L
Coo . € [+
oy g Pofeea o @
T e d gl ek
£ I v PN IR =5
L4 o [ =]
: Sk, > 5 Gy
H
2

¥s o
[ ]
DA i
G G e
CEF I Xl
o3 A 0% i
-t b et
2] S
o fE w4l

o

¢ TR vy

8.8 Relevant Tostsfadwmtory Dte, including Dotes fcomined

§ feondinaesdh

8.7, Other Refovant Hidtory, Inchuting Prosafsting Medins Contitions fo.

; az‘:‘argfesj._ mm,..pmgﬂagw; SmRiing and' sleohad use. hepaticyenal dysiitngti 7, B

5}

PR,

Conumitant Sedical Produsts and Therapy Dates Sealuos Soadment of svend) (Far gonfauelon of € 30 anctfor I 11; plosss oiel
&

Qibser Remai

G ey O uey

T ey Uy IRy

475 el Uy pouy

DLl By Oy Ieg LYY LY g yeg

MURRAY00000209

FOIA CONFIDENTIAL TREATMENT REQUESTED



Form Approved: OMB No. 0810-0291, Expiras: 62052015
Sep OME statemant ot reverss.

U.8. Department of‘H.ealth and Human Services For use by user-facilities, Mir Report #
Food and Drug Administration importers, distributors and manufacturers

MEDWATCH for MANDATORY reporting UF/lmporter Repori# o 1 aaso 201500018
FORM FDA 3500A (2/13) Page 1 of 3

A PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patlont Identifler | 2. Age at Time 1. Hame (Give labeled strength & midabeler)

- of Event:

FOA Usa Only

3 Bex

or D Female lbs #
Date o #2
In confidence of Birth: D Male kgs) . .
2. Dose, Fraquency & Fouts Used 3. Therapy Dates (i unknown, give duralion)
B ADVERSE EVENT OR PRGDUCT PROBLEM fromito (or best estimale}
#1 #1
1. [Z] Adverse Event  andfor I:] Product Problam (6.0 defects/malfunciions)
2. Outcomes Atirlbuted to Adverse Evant #2 #2
{Check alf that apply) 4. Dlagnosls for Use findication) 5. Event Aboled Aftar Use
[7] pean [T} pisability o Permanent Damage Stopped or Dosa Reduced?
TRTadTvY # # [ Jves [Jno []Doesnt
7] uite-nraatening [7] congenital Anomaly/Birth Defect I Apply
itk « iniitiast or prod Other Serfous {important Medical Events Doasmt
I Hosmlta zation - initial or prolonged N {impo ¥ NP AT w2 [Jves e [ prery
Required Intervention to Prevent Permanent ImpairmentDamage (Devices) “ “ & Event Reappaored Aftor
3. Date of Even{. fmm/ddivrryl, 4. Dote of This Report {mm/ddyyyy) Ralntroduction?
5 Patient Information : 01/23/201% w2 #2 #1 [:] Yes [:] Mo [:] ggsén*t
5. Dessribe Event or Problem 9. NDCH or Unique 1D Boa
PENTAX Medical received a report on 01/23/201% #2 [ Jves [re ] Agply
indicating 1 patient tested positive for a single strain

. ; : 10, © itant Medical Product s} Exclutle rasimen 8/
type of ceftriaxone-resistant E. coll post-ERCP encomitant hedic ucts and Tharapy Dates (Exclude  of avent)

procedure. No information on the Medical Device used
during the ERCP procedure was regeived at the time of

this report. Patient met the case definition of

YPelayed bacteremia post-ERCP" meaning patient had (4}

blood culture post~-ERCP after 72 hours but within 30 {Continue on page 3)
days post-procedure. The facility protocol for
infections that are part of the hospital surveillance 1. Beand Name

plan, which includes bacteremias, is that the department

teadership and the provider are notified of the 2. Common Davice Nams 2b. Procods

infection; any trends identified and a review uf the

infection {root cause analysis) is completed. The 3. Manufacturar Name, City and State

facility also indicated that patients undergoing ERCP
are being treated for a range of pancreatic and biliary

PLEASE TYPE OR USE BLACK INK

diseases; it would be difficult to determine specific 4. Model # Lot# 5. Qperator of Davice
signs and symptoms other than fever/chills and malaise [7] Heaith Professional
that would be related to the post-procedure bacteremias. Catatog # Expiration Date (mm/ddlyyyy) | |

patient was treated for bacteremias with appropriate [} tay UserPatient
antibiotics. Patient was not recalled for further Sorlal # Unigue identifier (UDI # 7] other:
screening as the marker for this outbreak investigation

was a {+) blood culture for ceftriaxone-resistant

- &, i implanted, Glve Dato (mm/ddyyyy) 7. U Explanted, Give Date [movddyyyy)
{Continue on page 3}

& Reu'q“m Tests/Laboratory Dntg, Including Dates . 8. s this a Single-use Device that was Rogpr d and R on a Patient?
Strain type as determined by pulsed-field D Yes  [] Mo

electrophoresis - B

2. H Yes to Hem No. B, Enler Name and Address of Reprocessor
Time of 1sti+)culture - Delayed(>72 hours but <30 days)

Date of Scope Use -;

10. Device Available for Evaluation? [Do not send to FDA)

Site of {+iculture ~ Blood [Jves e [ Retumedto M er on

{mmvadlyyyy)
(Continue on page 3) 11. Concomitant Medical Products and Therapy Dates (Exclude rsalment of event)

7. Dthar Relevant History, ncluding Proaxisting Medical Condilions (e.g., aflergies,
race, pregnancy, smoking snd alcohol use, hepalickenal dyshinction, sl

{Continue on page 3)

E INITIAL RERORTER

] Patient Information H:

MGH Gastroenterology Assoclates
55 Fruit Street, Blake 4
Boston, MA Q2114-2696

Phong # rlFrrssit Al . .
(Continue on page 3) | | Patient information | . _Patient Information .
Submission of a fu;a;;l?rt does not constitule an admission that medical 2. Health Profassional? | 3. Occupation 4 gn;t:gnnta»gxggzr Also Sant
personnel, user facility, importer, distributor, manufacturer or product P
caused or contributed to the event. ' [l yes [Jwo  |Physician [} ves [7]Ma [7] Unk

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000230



1. Check Ona
[7] user Facitity

[ importer

MEbWaATcH

FORM FDA 3500A (2/13) {continued)
F. FOR USE BY USER FACILITYAMPORTER (Devices Only)

2. UFAmporier Report Number
2518897-2015~00018

Page 2 of 3

PENTAX Medical
3 Paragon Drive
Montvale, NI-07645

3. User Facility or Importer Name/Address

4. Contact Porson
Anastasia Viamiz

5. Phone Number
201=571=-2300~ =2066

§. Date User Facllity or

7. Type of Report

8. Dats of This Report
| (mmddiyyyy)

importar Bocame
Awars of Event (mvadyyyy) | [7) initat
o 0%/02/201%
[ Fotow-up #
9. Approximsts 10. Evant Problem Codes (Refer fo coding manual)
Age of Device
Patient
Code 1735 | - k -
~ " Device
coto |19 |- -
11. Report Sent o FDA? 12, Location Whare Event Occurred
07/02/2015 Hospital Outpatisnt
{71 ves 2] O Diagnostie Facility
] no {mimiddlyyyy) D Home
. [“_”3 Ambulatory
13, Report Sent 1o Manufacturer? [[] Nursing Home Surgical Fagility
] ves __07/02/2015 O g:é‘%ﬁ;iem Treatment
Mine {mm/dalyyyy) [T} other:
) {Specify)

14, Mar N Iaddross
Hoya Corporation

Tokyo, Japan 161-8B325

PENTAX Life Care Tokyeo Office
2=7=~5 Naka-Psjao, Shinjuku-ku

G. ALL MANUFACTURERS
1. Contact Offics {and Manufacturing Site for Davices) 2. Phone Numbr
Name jsee F.5
3. Report Source
Addrass (Check alf that apply)
[C] Foreign
Contact office ~ See F.3 above (] study
Manufacturing site - See F.14 above [:]umeraturs
- [[] consumer
Email Addrass Haalth Professional
4 Dalo Rocalved by 3 (] user Faciiiy
anufacturer m)
urer {mavddyyyy) (AINDA # O Sompangﬂ sive
BL/237/2015 o

. = IND # [ pistributor

. KD, Give Protocol #

BLA S ] other:
PMAS
7. Type of Report 510(k) #
{Chack all that eppiy)
Combination B e

[Jsday ~ []30-day Froduct [ ves

[ 7ay ~ [[] Periodic Pre-1938 [ Yes

Indtial
[ 10day [ OTC Froduct. [ Yes
[ 15day E Follow-up #

9. Manufacturer Report Number

8. Adverse Event Term(s)

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. if Follow-up, What Typa?

[} oean [} corection
Serious Injury [] Additional Information
[} Mathunction [] Response to FDA Request

[} Device Evaluation

+. Davice Evaluated by Manufaciurer?
{7 Not Retumed to Manufacturer
[Tvas {7 Evaluation Summary Attached

No {Altach page & explaln why not) o
D provide wtg:!g i

4. bavice Manufacturo Date
{mmdyyyy)

5. Labeled for Single Use?

[Tlves  [Ine
6, Event Problem and Bvaluation Codas (Refer lo coding manual)
Patient EE
Code 1735 - E'g f
Device h |
R 3190 |- -1 |
etrad | - - 5 |
Resulls i - - f-l ﬂ
Conclusions t H H ]—[ E
7. i Remedial Actlon Initiated, Check Type 8. Usage of Device
[ Recat [} Notificatian [7] nitiat Use of Device
[T Repair [} mspection [} Reuse
[7] replace {1 Patient Monitaring [] unknown
8. if action reportad to FDA under
[ retabeting  [7] popiansd 21 USC 350i(5), st corrections
[:] removal reporting number:
Lither: .

10. [ Additional Banufacturer Narrative and/ or 11.{_] Corrected Dats

-

This section applies only to requirements of the Paperwork Reduction Act of 1995,

Tha public reporting burden for this colection of information has been estimated (o average 66

minutes per response, including the time for reviewing instructions, searching existing data

soyrces, gathering and maintaining the data

d, and cor

ing and reviewing the col

of information. Send comments regarding this burden estimaie or any other aspect of this
collection of information, Including suggestions for reducing this burden (o

FOIA CONFIDENTIAL TREATMENT REQUESTED

Deparimant of Health and Human Services
Food and Drug Administration
Ofice of Chief Information Officer

OMB Statement; “An agency may not
conduct or sponsor, and a person is not
required o respond to. a collection of
Paperwork Reduction Act (PRA) Staff information unless it displays a currently
PRAS(aff@fda his.gov valid OMB control number.”

Plosse DO NOT RETURN this form to the ahove PRA Staff emaif address,

MURRAY00000231



Delete Page ~ ‘

[CONTINUATION PAGE)} ‘
For use by user-facilities, s
importers, distributors, and manufacturers

M ED WATCH B ‘ for MANDATORY reporting

FORM FDA 3500A (2/13) (continued) - Page3of3

B.5. Describe Event or Problem (continued)

E.coli; all(+)blood cultures are reviewed daily by infection preventionists. PENTAX Medical contacted
the Initial Reporter via email on 05/05/2015, 05/21/2015, 06/12/2015 and 06/23/201% to confirm the
Medical Device used during the ERCP procedure. Also, the Initial Reporter was contacted via email on
05/21/2015 and 06/23/2015 in regards to current patient status. No information on the Medical Device
involved in this event or current patient status information for Patient ID ERCP? have been received
from the facility to date. ) :

Back to ltem B.5
/

B&. Relevant Tests/Laboratory Data, Including Dates (conbinued) §

Back to lem B.&

8.7, Other Relevant History, Including Preexisting Medlical Conditlons (e g., sflerples, race, pregnancy. smoking and alcobol use. hepatic/renal dysfunction, efc.) (continued)

Back to ltam 8.7

Concomitant Madlcal Products and Therapy Dates (Exciude treatment of event) (For continuation of C.10 and/or D.11; please distinguish)

{ither Remarks o -
Patient Code 1735 = Bacterial infection. Device Code 3190 ~ No Information.

Back to ltern D11 Back to lem C.10

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000232



Fuews Agproved. OME N, (9108289, Esplros: SE02045
Sun UM sigtanent o0 savarse,

LB Bsa;r;ﬂmem of Haglth and Human Services Eor vse by user-feibities Bt Repo §
. v user-fcifiviey
Food and Drug Administration imporrers, distriburors zargi mantfactures :
E ' ﬁ?@ﬁ for MANDATORY reporring UPlimpaniar BERORE 4 v qo s ngt sunnn it
FORM FDA 35004 (2013} Fage 1of 3

G
2. fgo ak Vhne
{ of Evant:

, Patiant idontifior 4. Whekgh 1. Mo {(Give febeled strength & mirdabelar)

LN § ' }
or [HISEN UK s ¥1
aZ:i ] Vg o %2
oy eonfidence of Elrtde: HHE iUHK s -
2. Dose, Fraguancy & Rowe Used 3. Thevapy Oatas (Y unkoows, give Suraion}
fromin for besd estimate}
81 #1
1. [ adverse Bvent  snutfor {7} Prosiuct Problem fe.g, defeciumefmoions)
2. Qutcomos Attributes 18 Advarss Evant #2 #2
{Chock ol that apoiy} 4: Dlagnosis for Wse (moketing 5. Event Aboied Alsr Liss
7] past {71 Disatity o Permanant Dimags Stopped or Dose Ruduced?
ORI e #1 #1 % ves [ 1 Doasn
{:_'] Lig-fhwgstaning §_ | Congenital Anomaty/Bink Defect - s d Aggsly
Z
Husphalization - initial o prolonged Cirer Sesious Jmpasiant Madicst Events) ~ Biaesry
i_:-_'] ﬁspﬁa:ia ; : h L o ’ & Lotk 7. Exg. Bate #2 [ fves [os [ Sppiy
| Roguired intsreention 1o Freven; Permianest impaismentDismags (Devioss
f] Reewi i " Bmags ¢ } # #1 &: Evany Resppesred Aliss
3 Date of Bvani _imusitidlosad .. - 4, Bate of This Roport mavddiyrys Retdrodustion?
i Patient Information GRIBBS20LA #2 %2 #1 [ Jven [ Fas ' 2&;}?#2
i ! f3e3
5. Doacribe Bvent o Froblem promm e = B KOOCR oe Yalgiss 10 Tromart
PENTAY Medical was wade awara of an event oni Pl e [ 3ves [T [T 000
stating "Pesr EROP Bacteremiszs: with OTX RE Loli

. s . . R, 10. Concamitars Medlos! Products and Therspy Dntes (Exciuds fraaliment of svan
has been asseciated with 3 patients singe January.” The ¥ ( 4

tuodensscopz invalved was racelved ab PENTAX Medical on
BIAOG/2813 to repair & repsrred leak and is currently on
nold pending fuzthes evaluation.

{Continug on page 3

Good Faith $ffort artemphs weze made via e-mail on
BTF23/208% and 0V/35/2015 e vhe facilitv to sonfirm
getails of the event, and te obtain & fscility contast 1. Brand Nams

M
&
4
L
= -

e >
@ ice receive information sn the 3 patisnts, FEmTAL
$3] 2. Common Bovicr Namsy 2b. Pracode

3 Nzneds 3 e Sl
% Ho informatisn has keen racsived from chs £acility to Video Dusdunasunpe FEz
date 3. Manufssiursr Neme, Dity and Siate
& i HOTA Tarpaeasion
g Tokyo, 453
% 4. taadet § Lot 5. Gperetor of Davice
D34 R0ETH
BU-3454TK Hesith Profssimnal

g Catatog 8 Expiration Date fmovddiyye .
2 {7} Lay UseriPatang
% Serial 4 ntgus idesiifiar {4} # {:} Ot
=

BLIGTLE
B, W impianies, Sive Date fmmvddyyye 7. if Explanted, Give Date (mmadiyyd

{Cantice on page 3}

&. Ralwvant TestaR.aboratory Date, Inshuding Dates

8. fs thia 3 Single-wss Davice that was Repr & and 8 % on & Patient?

[lves §dine

9. ¥ Va8 (0 Hom Mo, 8. Enter Nams snd Address of Reprosessos

18, Bavivs Avaliabls for Bvalustion (Do nof gend 1 FOAS

$IAORSENLG
{1 ves Ho [/ Rewwmed ks Marwiacissron: y
o & TRV YrYY)

{Cantinug o page 3 1 Concomitant Medics! Produsts and Therapy Detes (Exciioe tragingnt of gvens

7. Qileer Ralswpnt eigtory, intluding Provcisting Madics! Conditiona /8.g. affargiey
IBLE. PIOGASNCY, SIMOkING BAY alcahof use. Mepetitranal dysfsrction. sl )

{Cantinue on gage 3}

Identifying Information |

Massanhulents
5% Feuly Sreesn
P

foston, M Q8

sneral Huspital
Bulfinsh 3-33%8

G
3
H

2
4

T, AORERER
{Continue on pags 3} Identifying Information i
Submission of a report doss not consthiuie an sdmission et medics! 2. Haxith Profpssionst? | 3. Oueupetion 4. initis} Reporiar Alne Bent
parsonnal, user facliity, importsy, disiributor, manufactures or product v T AR Roport 1o FOA
caused or conlribuled to the svant. Plves (e T ves {ine D71 unk
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FORM FDA 35004 (2/13) fcontinuad)
o

1. Chack Jne
{7 User Fasitty [ teprter

i< UFdmporter Repan Mumber
128126720 1S~0083Y,

Page 2 of 3

3. Usar Faciiity or impaorier Nameitddrass
PENTAX MEDIDAL

¥ Papswon foles

Montvale, RI 07645

{7} satn

1. Type of Raportatis Bvent

{3 Sernus tnjury
) Maliunstion

2. ¥ Followeaun, What Type'?
% Comeciion
("} Additional information
% Respanse to U8 Reguest
{71 pevice Evaluntion

4. Laniget Person

8. Dats Ysar Foclilty or

7. Type of Hapa
impaortar Bacame

fmmldinrpyd

%, Devies Byslunted by Manufacturer?

[} ot Returrad to Masusfacims

[£] ¥es

{} Byauaon Sursmary Atizchas

[:] Na {Al18ch page 2 axplein why nof) or
srovide m:fe; ’

4, Davice Manwisciurs Dnty
{rmtyyyyl

5. Labeind for Single aa?

{7 ven 7] Ke

13. Ruport Saet to Manufacturary

Awesrg of Bvend imm/diiayy E} filtial
GBALEA2HLE
GFIEBIENLS £ Posoe-up
8. Approsimals e BEvent Prabiem Codes {Refer ta oodiig menuait
8o of Davies
HBggeng
PR - .
Loty P33
Davie nyva - it
onde 237 i
11 Roport Sent to FDA? 12, Locstion Where Svom Jocusred
; DRS11/2G1S | Hogpita [} Sumatant
71 ves e, i o Hiagrostie Fusiity
L {mmidliyyy} [} Home
{ o "“} Asnbuiatony

{7} Mursing Home

Canclusions E

8. Event Problam snd Evaluation Codes {Refer to coding manual)

Fatient ;

e L -
Oevice

Cody E 2379 - - E
Bethad ; g ot

Reseits | 3233 [«

Lo

NVEVISY I VECUUI I DN

L
-

M. |

™ Burgiast Rty

7. #f Remadial Action initladed, Chieck Typo

REZSREF I EY:

E::} Chutpationt ¥ raatment

il Yos

D No ey

[} Otver:

Faifity

Bpucis)

14 Mansiacturer RamelAddrass

HOYA Corporatiss

PENTAX Life Care Tokyo Office
2-7-5 Maks-Psisze, Shisjuku-iu
Tokys, Japan 3161-§52%

1. Comact Dfice fand Manulacturing Sie for Devices)

3

7. Type of Report

{Chauk af that spply} o

- - Combinaton
[(isosy  [F] 300y Frodutt
[Mrday [ ] Periodic .

{7} toaday [} tritat
{"Yesaay [} Followap®

See F.%
3. Raport Saurey
{Chack aif thaf appix)
T Foregn
Contact office ~ Sew 7,1 sbove ™ Sty
Manufarturing site - fué P14 above s o
M
Bmall hrdiess {71 Healh Prolessianeg
e .
4, Ddo Rocolvad by 5 {7} thmer Fatsity
Banutasiurer fmiddlyeyt (SNDA E} Company
TISPNT01% ) Meprazemtative
e D # [} istribwstor
§. i iND, Give Projacel #
BLAR [ Joter

Brial
sy KOR2T10

T Proguct {:] Vo8

8. Banuk

|y Rapord Mamd

&, Rgvorse Evard Tesmis)

7 gecar {73 Motfication

{7} xepair 73 tuspssetunns

[} Repiacs {7 Patient Monlioring
Relabeling Sogificatinn

[:} {:} Agiunirngny

{othen

8. Usage of Bavice

{7 initiaf Lige: of Davice
{1 Rause
{:} Linkaawn

8.5 aé,ﬁ'_s:m vepartad to FOA& under
2% USC IS0UN, st corraetiond
raminval raparting numbes

16 {1 susitonst Rameucturer Narstive

and far

11. 7§ Corrasted Uats

This sectien i

sy o regul

()

farves, gathering rug mainisining e oy dind, el ¢ fating and ¢

of infopration. Sand senmenss regerding this burden nstimals of any othes sspest of Hiis
sofiectian of information, including suggestions foe red

nts of the Paperwark Redustion 4ot of 1988,
The publiz reporting burdar o7 this coliection of information has been esimated 10 awerdgy 5%
elrsles per responss; induding Wa tme for reviewing instractions, sepmching axisting dels

£”

g thiz Burdan ta;

FOIA CONFIDENTIAL TREATMENT REQUESTED

Dapartnent of Hoalih and Mumsn Sanvices
Faog and Chug Administration

Cffice of Shdef information Officer
Papereak Redunion Act {PRA) Siaft
FRASIZIdR IS oy

QI8 Sistemant: "An agency miay mel
SonduUct Gr SPONSOr. B 8 parsern i noed
senuired 0 respond io, 8 rofinction of
informetion uniess it dizplays & currently
veli (3838 sontrol ausvdae ™

Fivage DO NOT BETURN this form to the sbove PRA Sielf emall sddress.

MURRAY00000258



Dedate Page

COMTINUATION PAGE)
For use by userdacifities,
importers, distributors, and manufacturers

for MANDATORY reporting
FORM FDA 35004 (2013} fcontinusd) Page3of3

8.5 Desoribe Event or Problam {continued)

Back io Hem 8.5

8.5. Relevant TestsLabosatory Data, Inciuding Detes frontisued)

Back o tem B.§

B.7. Cher Relavant History, Including Presxisting Medical Conditions (o.g. adergyias, racs. sregnancy. smoldng and aicohet uss, hepatic/renal dystunclion, aie Heontinued)

Back io {iam B.7

Concomitant Medical Products and Therapy Dales (§awhds treatment of svani) (For continuation of ©.18 amdier .11, please distnguish)

Othar Remarks

Patieny Cude 1735 - Bactesial Infection

evice Code 2379 - Devics Issnpe

Method oonde 1T ~ Antusl Revice Zvalusteds

fezults opde 3032 ~ Resvits Pendiing Complenion of Bvaination

Tonciuvgisns Coda 11~ Conelusion Kot Yer Avallapis « Evaluation in Progress

Bach {o lem .11 Sack to tem £.10

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000259
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OLYMPUS
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June 7, 2013

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturet Report

Dear MDR Coordinatot,

Enclosed is an jnidal 30-day MDR reportable evept. Any furtherlcorrespondence may be
diected to my office.

Sincerely,
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PLEASE TYPE OR USE BLACK INK

1

Form Approved: OMB No, 09 10-028 1, Expires 12/31/11

s Seo OME stalement on reverse,
T T N & eyt e S T T
MEDWATCH for MANDATORY reporting UF/mporter Report #

FORM FDA 3500A (1/09) Page1of2

A. PATIENT INFORMATION

1. Patient Identifier |2, Age at Time
of Event:

FDA Use Only

1. Name (Give labeled strength & mfi/lebeler)

TJF-Q180V, with the following serial numbers:
2101853, 2101894, and 2000446 after high-level
disinfection and the duodenoscopes tested positive for
the following bacteria: Klebsiella pneumoniae,
Pseudomonas aeroginosa, and enterococcus. However,
user facility reported that not all three
duodenovideoscopes grew all three organisms, but rather
it was a mix. The user facility further reported that
one of the 160 duodenovideoscope also cultured and grew
Klebsiella pneumoniae. The user facility further
reported that there were 15 cases of patient infection
and they believed that it is related to the
duodenovideoscopes.

2101850,

the

6. Relevant Tests/Laboratory Data, Including Dates

7. Other R History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smok?r’r’g and slcoho! use, hepatic/renal dysfunction, etc.)

or #1
Date or #2
In confidence of Birth: 2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duratio
. 3 . wn, give
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or best estimats) v
#1 #
1. [¢] AdverseEvent andlor  [y] Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that aprly) 4. Diagnosis for Use (indication) 5. Event Abated After Use
[[] peath: [[] pisability or Penmanent Damage # Stopped or Dose Reduced?
Dossn't
[] vLife-threatening [[] congenital Anomaly/Birth Defect - # [ves o [ Apply
ion - initi Other Serious (Important Medical Events, Doesn't
O Hosp::ldizlalwn initial or prolonged  [V] (imp | oo T Do # [QYes [Ino [ s
D Requ ntervention to Prevent Permanent Impairment/Damage (Devices) # " 8. EvontReappeared Aftor
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
Unk 05/09/2013 # # #1 [Jves [JNo []mn"
5. Describe Event or Problem 9. NDC# or Unique ID Dot
Olympus was informed that the customer had cultured four #2 [JYes [Jno [ Apply
of their duodenovideoscopes and they are follows: models -

1. Brand Name
Bran Olympus EVIS EXERA Duodenovideoscope

10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

D. SUSPECT MEDICAL DEVICE

2. Common Device Name .
Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot# 5. Operator of Device

TIP-160VE N/A (] Health Professional
Catalog # Expiration Date (mm/dd/yyyy)

TIF-160VE Unk (] Ley UserPatient
Serial# Other# [J otner:

2802210 N/A

6. If Implanted, Give Date (mm/dd/yyyy) 7. It Explanted, Give Date (mm/dd/yyyy)
N/A N/a-

8. Is this a Single-use Device that was Repr d and R d on a Patient?
[ Yes [v]No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor
N/A

10. Device Avallable for Evaluation? (Do not send fo FDA)
[7] Yes [ No  [] Retumed to Manufacturer on:

06/04/2013

(mvad/yyyy)

E. INITIAL REPORTER

1. Name and Address

11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

Infection Control Nurse
NYP Weill Cornell Medical Center
512 E. 71th Street

New York, NY 10021
Submisslim ofa fl;eplvltlm c:oes not cg'n?tll&utte an adn:fsslon that medical 2. Health Prof 1? [3. Occupati 4. g\éﬁmanﬁz’pgarm Sent
ersonnel, user fac mporter, distributor, manufacturer or product .
Eaused or contribuited to the ovent. ' P (/] Yes [ N0 Pdministrator/Supervisor []Yes []No [@] Urk.

OCA_0000740



MEDWATCH
FORM FDA 3500A (1/09) (continued)

1. Check One
[7] user Facility ] Importer

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
2. UF/importer Report Number

Page 2 of 2

3. User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] peath
[ serious Injury
[} malfunction

Other: patient infection

2. If Follow-up, What Type?
[] Convection
[] Additional Information
[[] Response to FDA Request
[[] Device Evaluation

3. Device Evaluated by Manufacturer?

4. Device Manufacture Date
nyyyy)

(i
[ Not Returned to Manufacturer
4. Contact Person 5. Phone Number Yes Evaluation Summary Attached unk
1 No &Aﬂach page to explain why nof) or 5. Labeled for Single Use?
o de code:
6. Date User Facility or 7. Type of Report 8. Date of This Report pro :
Importer Became (mnvddiyyyy) [ ves No
Aware of Event (mnv/dd/yyyy) D Initial
6. Evaluation Codes (Refer to coding manual)
[_] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual) Method | 10 l-| 37 H 38 l—L |
Age of Device
Patient
Patier 17135 |-| |- Resuts | 100 |-| - | | l
Device
‘ Cz‘:e 1001 J-( 2303 |-‘ Conclusions r51 H J-| |-L |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. if Remedial Action Initiated, Check Type 8. Usage of Device
Hospital Outpatient ; Initial Use of Device
(] Yes CTETTT) [ Hosp O Diagnostic Facllity [ Recall [T Notification U
o i (] Home Ambulatory [ Repair [] inspection Reuse
13. Report Sent to Manufacturer? % Nursing Home Surgical Facility [ Replace [] Patient Monitoring D Unknown
Outpatient Treatment : Modificati 9. If action reported to FDA under
[] Yes Facility [ Retabeing ] Madheaton/ 21 USC 3601(), st correction/
(mm/ddfiyyyy) removal reporting number:
[] No ] other: Gther:
TSpeciy) [[] Cther:
14, Manufacturer Name/Address

10. Additional Manufacturer Narrative and / or 11. ] Corrected Data
Evaluation Summary Attached
G. ALL MANUFACTURERS
1. ;‘ ntact Office - N IAddress (and Manufacturing Site 2. Phene Number
r Device:
E—— 484-896-5688
OLYMPUS AMERICA, INC 3. Report Source
2400 Ringwood Avenue (Check allthat apply)
san Jose, CA 95131 [C] Foreign
[ study
OLYMPUS MEDICAL SYSTEM CORPORATION D Literature
2951 Ishikawa-cho, Hachioji-shi, Tokyo
192-8507, Japan [] Consumer
D Health Professional
7. Date Received by 5. User Facllity
Manufacturer (mnv/dd/yyyy) (ANDA# |:| gg"}'éi:ﬁ‘auve
05/09/2013 P y
IND # (] Distributor
6. If IND, Give Protocol # .
' STN# 7] other:
7.1 f Report o
. e of Repo. §10(k) #
(g eck all that apply) ®
Combination
[] 5day 30-day Praduct [ Yes
[]7-day [ Periodic Pre1938 [ ] Yes
Initial
[J 10-day ] Inita OTCProduct [ Yes
[] 15-day [] Foliow-up #
9. Manufacturer Report Number |8. Adverse Event Term(s)
8010047-2013-00176
The public reporting burden for this collection of information has been estimated to average 66 Depariment of Health and Human Services OMB Statement;

minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the

collection of information. Send comments regarding this burden estimate or any other aspect of

this collection of information, including suggestions for reducing this burden to:

Food and Drug Adminisiration
Office of Chief Information Officer
1350 Piccard Drive, 420A
Rackville, MD 20850

Please DO NOT RETURN this form to this address.

"An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
dlsplgysf currently valid OMB control
number.
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Manufacturer Report # 8010047-2013-00176
Section H10.

The user facility returned one TIF-Q180V with serial number 2101850 along with two
TIF-160VFs with serial numbers: 2802210 and 2802201 to Olympus for evaluation. The
two TJF-160VFs was received with a torn bending section cover.

All returned duodenovideoscopes were sent to an offsite laboratory for microbiological
testing. The TJF-Q180V with serial number 2101850 was tested positive for Klebsiella
pneumonia. The two TJF- 160VFs did not grow any microorganisms.

Following the microbiological testing the duendovideoscope (subject) was returned to
Olympus for physical evaluation. The biopsy port, biopsy channel, suction cylinder and
suction channel of the duodenovideoscope were examined with a boroscope and no
residue or debris was found. However, a tear in the bending section was noted, which
caused the device to fail the leak test. In addition, the subject device had deep scratches
on the edge of the distal end cover. The device was recommended for major repair.

As part of our investigation with this report, an Olympus Endoscopy Support Specialist
(ESS) visited the user facility to observe the user facility's reprocessing practices and
provided reprocessing training per the user facility’s request. During the onsite visit the
ESS observed that the user facility staff was not pre-cleaning, leak testing, and
pressurizing the endoscope before submerging the device in the water. Additionally,the
staff was not using the air/water cleaning adapter, nor using the correct suction cleaning
adapter.

Please cross reference Mfr. Report# §010047-2013-00172, 8010047-2013-00173,
8010047-2013-00174, 8010047-2013-00175, and 8010047-2013-00177.

OCA_0000742



11/3/2015 MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE

FDA Home? Medical Devices* Databases®

MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE

-~ 6‘510(k)7|DeNov08 Registration &  |Adverse |Recalls"'IPMA'2IHDE"3IClassification'4|Standards1°
s Listing® Events'0
CFR Title  |Radiation-Emitting |X-Ray |[Medsun IcLIA20ITPLC2 lInspections??
2116 Products'” Assembler '8 Reports19
OLYMPUS OLYMPUS ERCP ENDOSCOPE Back to Search Results

Model Number J180
Event Date 12/20/2012
Event Type Malfunction
Event Description

This pt and 15 subsequent pts developed klebsiella pneumoniae infections after having undergone endoscopic
retrograde cholangiopancreatogram (ercp) procedures. The problem was thought to be related to difficulty in
reliably cleaning and disinfecting the mechanically complex 'elevator' at the distal end of the endoscope. In
response, the method of reprocessing was changed from automated high-level disinfection (hid) to gas
sterilization. In addition, all staff was re-trained in scope pre-cleaning, cleaning, and high-level disinfection. The
re-training and hdl was assessed by obtaining brush specimens of the elevator after hid of 10 ercp scopes that
had been used on pts with known infection of the biliary tract. All of these cultures were negative.

Search Alerts/Recalls??

New Search | Submit an Adverse Event Report2*

Brand NameOLYMPUS
Type of DeviceERCP ENDOSCOPE
Manufacturer (Section D)OLYMPUS
Center Valley PA 18034
MDR Report Key3413223
Report NumberMW5032234
Device Sequence Number1
Product Code@%

Report SourceVoluntary
Reporter OccupationATTORNEY
Type of Reportlinitial
Report Date10/09/2013
2 DeviceS WERE Involved in the Event:1 2
0 PatientS WERE Involved in the Event:
Date FDA Received10/10/2013
Is This An Adverse Event Report?No
Is This A Product Problem Report?Yes
Device OperatorHealth Professional
Device MODEL NumberJ 180
Is The Reporter A Health Professional?No
Is this a Reprocessed and Reused Single-Use Device?No

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm ?mdrfoi__id=3413223

13



11/3/2015 MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE
http://www.fda.gov/default.htm
http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
/scripts/cdrh/devicesatfda/index.cfm
/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
/scripts/cdrh/cfdocs/cfpmn/denovo.cfm
/scripts/cdrh/cfdocs/cfRL/rl.cfm

10. /scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm

11. /scripts/cdrh/cfdocs/cfRES/res.cfm

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

14. /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.cfm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

v o N O U kW

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

19. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

20. /scripts/cdrh/cfdocs/cfClia/Search.cfm

21. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

22. /scripts/cdrh/cfdocs/cfTPLC/inspect.cfm

23. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm
24. https://www.accessdata.fda.gov/scripts/medwatch/

25. ../cfPCD/classification.cfm?start_search=&ProductCode=KOG

Page Last Updated: 09/30/2015

Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewers and Players.

Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency Website
Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

Tsaoor, ~ BY E1 B & oo
For Government For Press

Combination Products Advisory Committees Science & Research Regulatory Information Safety
Emergency Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

ﬁ .S, Department of Health & Human Services

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm ?mdrfoi__id=3413223 2/3



11/3/2015

MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE

Links on this page:

1.

O ® N o U~ W N

N N N N N N B = o = = = = e
U A W N B O VO ® N O U1 A W N + O

http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

http://www.addthis.com/bookmark.php
http://www.fda.gov/default.htm
http://www.fda.gov/MedicalDevices/default.htm

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm

/scripts/cdrh/devicesatfda/index.cfm
/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
/scripts/cdrh/cfdocs/cfpmn/denovo.cfm
/scripts/cdrh/cfdocs/cfRL/rl.cfm
/scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm

. /scripts/cdrh/cfdocs/cfRES/res.cfm
. /scripts/cdrh/cfdocs/cfPMA/pma.cfm
. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

/scripts/cdrh/cfdocs/cfPCD/classification.cfm

. /scripts/cdrh/cfdocs/cfStandards/search.cfm

/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

/scripts/cdrh/cfdocs/cfAssem/assembler.cfm

. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

. /scripts/cdrh/cfdocs/cfClia/Search.cfm

. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

. /scripts/cdrh/cfdocs/cfTPLC/inspect.cfm

. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm

https://www.accessdata.fda.gov/scripts/medwatch/

. ../cfPCD/classification.cfm?start_search=&ProductCode=KOG

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm ?mdrfoi__id=3413223

3/3



Thomas Jefferson University Hospital,
Philadelphia, Pennsylvania



U.S. Department of Health and Human Services Mfr Report #: 2051238-201
inistrati : -2015-00249
Food and Drug Administration For use by user-facilities, v
MEDWATCH importers, distributors and manufacturers UF/importer Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

A. PATIENT INFORMATION

4. Weight

B. ADVERSE EVENT OR PRODUCT PROBLEM
1. [X] Adverse Event andlor [ ] Product Problem (e.g., defects/malfunctions)

2. Outcomes Attributed to Adverse Event (Checked all that apply)

[ 1 Death [ 1 Disability or Permanent Damage
[ 1 Life-threatening [ 1 Congenital Anomaly/Birth Defect
[X] Hospitalization - initial or prolonged [ 1 Other Serious (Important Medical Events)
[x]1 Required Intervention to Prevent Permanent impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
04/18/2013 05/17/2015

5. Describe Event or Problem

Olympus was informed that a patient contracted a carbapenem-resistant enterobacteriaceae (CRE) infection after undergoing
three different ERCP procedures. It was reported that two TJF -Q180V and one TJF-160V Duodenvideoscopes were used to
perform the patient's procedures on February 28, 2013, April 18, 2013 and May 21, 2013 at different user facilities. After, the
procedure on May 21, 2013, the patient began to experience symptoms of infection with epigastric pain and was admitted to the
hospital for observation. The patient was later discharged on May 25, 2013,

On or about May 30, 2013 the patient returned to the user facility and cultured positive for E.Coli -Extended-spectrum
betalactamases (ESBL)-producing Gram-negative bacteria and was medically treated with antibiotics. It was reported that the

patient continues to experience reoccurring pneumonia, kidney, bladder and urinary tract infections which caused the patient to
have repeated hospital admissions.

Olympus followed up with user facility to obtain additional information regarding the reported event by telephone and in writing but
with no results. The exact serial numbers of the duodenvideoscopes used in the procedure are unknown at this time.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
Pancreatitis

C. SUSPECT PRODUCT(S)
Section C is not applicable to devices.

D. SUSPECT MEDICAL DEVICE

1. Brand Name 2. Common Device Name
EVIS EXERA Il Duodenovideoscope Duodenovideoscope, Product Code: FDT
3. Manufacturer Name, City and State 4. Model # Catalog #
OLYMPUS MEDICAL SYSTEM CORPORATION Unknown Unknown
2951 Ishikawa-cho, Serlal & Lot s
Hachioji-shi, Tokyo, 192-8507, era
Japan, JA Unknown N/A
Expiration Date (mm/dd/yyyy) Other #
5. Operator of Device 6. Implanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy)
Health Professional

8. Is this a Single-Use Device that was reprocessed and Reused on a Patient?
() Yes (e) No () NolInformation

9. Reprocessor Name and Address 10. Device Available for Evaluation? (Do not send to FDA)

() Yes

(¢) No

("} No Information

[ 1 Returned to Manufacturer

11. ConComitant Medical Products and Therapy Dates (Excludes treatment of event)
E. INITIAL REPORTER

1. Name and Address 2. Health Professional?

_ () Yes () No () No Information

OCA_0000460



2951238-2015-00249

U.S. Department of Health and Human Services Mfr Report #:

Food and Drug Administration For use by user-facilities,

MEDWATCH importers, distributors and manufacturers UF/importer Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

123 Sount Broad Street
Suite 2250
Philadelphia, PA 19109, US

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. User Facility or Importer
( ) UserFacllity ( ) Importer

3. Occupation
Attorney

4. Initial Reporter Also Sent Report to FDA?

() Yes () No (e) Unknown { ) No Information

2. User Facility/importer Number

3, 4, and 5. User Facility or Importer Name/Address, Contact Person, and
Phone Number

6. Date UF/importer Became Aware of Event (mm/dd/yyyy)

7. Type of Report
() Initial () Follow-up

8. Date of This Report (mm/dd/yyyy) 9. Approximate Age of Device

10. Event Problem Codes (Refer to coding manual)
Patient Code(s): 1735 - 1994
Device Code(s): 2303

11. Report Sent to FDA?
() Yes () No () Nolnformation

12. Location Where Event Occurred

13. Report Sent to Manufacturer?
() Yes () No () Nolnformation
G. ALL MANUFACTURERS
1, 2. Contact Office - Name/Address/Phone Number

Olympus America
2400 Ringwood Ave
San Jose, CA 95131, US

14, Manufacturer Name/Address

1, 2. (Continued) Manufacturing Site Address/Phone for Devices

3. Report Source (Check all that apply)

[ 1 Foreign [ 1 Health Professional

[ 1 Study [ 1 User Facility

[ 1 Literature [ 1 Company Representative
[ 1 Consumer [ 1 Distributor

[X] Other: Attorney

4. Date Received by Manufacturer (mm/dd/yyyy)

05/17/2015

5. PMA/510(k)
K080403

6. If IND, Give Protocol #

7. Type of Report
[ 1 5day [X] Initial { ] Follow-up

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event 2, If Follow-up, What Type?

( ) Death [ 1 Correction

(e) Serious Injury [ 1 Additional Information

( ) Malfunction [ ] Response to FDA Request
( ) No Information [ 1 Device Evaluation

[ 1 No Information

8. Adverse Event Term(s)

3. Device Evaluated by Manufacturer?
[ 1 Not Returned to Manufacturer

() Yes [ 1 Evaluation Summary Attached

(e) No

9. Manufacturer Report Number
2951238-2015-00249

4. Device Manufacture Date (mm/dd/yyyy)

5. Labeled for Single Use?
() Yes (o) No () Noinformation

6. Evaluation Codes (Refer to coding manual)
Method Code(s):
Result Code(s):
Conclusion Code(s): 67 - 92

7. If Remedial Action initiated, Check Type
[ 1 Recall [ 1 Notification

8. Usage of Device ?JS'E: a;éi:ln reir?rted to FDA under 21
( ) Initial Use of Device repomng(:,)[,nfb:f rrection/removal
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U.S. Department of Health and Human Services Mfr Report #: ~
Food and Drug Administration For use by user-facilities 2951238-2015-00249

MEDWATCH importers, distributors and manufacturers UFfimporter Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

[ 1 Repair [ 1 Inspection () Reuse

[ 1 Replace [ 1 Patient Monitoring ( ) Unknown

[ 1 Relabeling [ 1 Modification/Adjustment ( ) No Information

{ 1 Other .

10. [X] Additional Manufacturer Narrative andior 11. [ ] Corrected Data

The device referenced in this report has not yet been returned to Olympus for evaluation. The exact cause of the patient's
coutcome could not be conclusively determined at this time. If additional and significant information becomes available at a later
time these reports will be supplemented.

As part of our investigation into this report, Olympus dispatched an endoscopy support specialist (ESS) to the user facility on May
29, 2015 to observe their reprocessing practices. There was no reprocessing deviations noted, but it was observed that the user
facility did not have a flushing pump in the reprocessing room.

The user facility uses a custom Ultrasonic machine to reprocess their endoscopes. The ESS demonstrated all steps as per the
new protocol for the TJF-Q180V.

Please see associated medical device reports: 2951238-2015-00248 and 2951238-2015-00253.

File Attachments

No files attached.
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MAUDE Adverse Event Report: OLYMPUS MEDICAL SYSTEM CORPORATION D... Page 1 of 5

33 : 44

55
Merial 88viscs RERRESSrt: OLYMPUS MEDICAL SYSTEM CORPORATION
DUODENOVIDEOSCOPE
510|peNovoté|Registration| Adverse |Recalls!'!IPMAT212IHDE 313 Classification*IStandards 1518

66k) & Listing® Events'?®
77

CFR Title| Radiation-Emitting | X-Ray | Medsun |CLIA2°2°|TPLC2121|Inspectionszzzz

211616 1717 1818 1919

Products Assembler Reports

OLYMPUS MEDICAL SYSTEM CORPORATION DUODENOVIDEOSCOPE Back to Search Results

Lot Number N/A

Device Problem No Known Device Problem
Event Type Injury

Event Description

Olympus received a news article which reported that eight patients tested positive for carbapenem-
resistant enterobacteriaceae (cre) infections after undergoing a procedure using a duodeno videoscope
(model/serial number unspecified) at the user facility. In addition, it was stated the hospital cultured its
scopes and found no bacteria matching the strain causing the patient's infections. The exact cause of the
patient's outcome cannot be conclusively determined at this time. Originally, (b)(6) 2015 olympus was
informed of one patient infection in which the patient was medically treated with antibiotics. Based on the
new information received olympus will submit seven mdrs to account for the eight patients. (cross
reference: 2951238-2015-00388, 2951238-2015-00389, 2951238-2015-00390, 2951238-2015-00391,
2951238-2015-00392, and 2951238-2015-00393) olympus followed up with the user facility to obtain
additional information regarding the reported events by telephone and in writing but with no result.

Manufacturer Narrative

The user facility has not provided the specific model and serial number of the scopes involved into the
reported events. Therefore, it is unknown if the user facility has returned the scope to olympus for service
or evaluation. As part of our investigation in this report, olympus dispatched an endoscopy support
specialist (ess) to the user facility to observe their reprocessing practices. At this time the user facility has
not yet scheduled a date for the in-service. If additional and significant information becomes available at a
later time these reports will be supplemented please see original associated medical device report:
2951238-2015-00249.

Search Alerts/Recalls®*?®

New Search® | Submit an Adverse Event Report®®?

Brand NameDUODENOVIDEOSCOPE
Type of DeviceDUODENOVIDEOSCOPE
Manufacturer (Section D)OLYMPUS MEDICAL SYSTEM
CORPORATION
2951 Ishikawa-Cho,
Hachioji-Shi
Tokyo 192-8 507
JAPAN 192-8507
Manufacturer ContactNoemi Schambach
2400 Ringwood Avenue
San Jose , CA 95131
(408) 408 -4089
40893550 4089355002
MDR Report Key5030603
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MAUDE Adverse Event Report: OLYMPUS MEDICAL SYSTEM CORPORATION D...

Report Number2951238-2015-00387
Device Sequence Number1
Product CodeFpT262°
Report SourceManufacturer
Source TypeLITERATURE,OTHER,USER FACILIT
Reporter OccupationOther
Type of Reportinitial
Report Date08/05/2015
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received08/25/2015
Is This An Adverse Event Report?Yes
Is This A Product Problem Report?No
Device OperatorHealth Professional
Device LOT NumberN/A
Was Device Available For Evaluation?No
Is The Reporter A Health Professional?Yes
Was the Report Sent to FDA?
Event LocationNo Information
Date Manufacturer Received08/05/2015
Was Device Evaluated By Manufacturer?Device Not Returned To Manufacturer
Is The Device Single Use?No
Is this a Reprocessed and Reused Single-Use
Device?
Type of Device UsageReuse

Patient TREATMENT DATA
Date Received: 08/25/2015 Patient Sequence Number: 1

Page 2 of 5
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. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

. /scripts/cdrh/cfdocs/cfClia/Search.cfm

. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

. /scripts/cdrh/cfdocs/cfTPLC/inspect.cfm

. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm
. https://www.accessdata.fda.gov/scripts/medwatch/

. ../cfPCD/classification.cfm?start_search=&ProductCode=FDT
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. https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/Search.cfm

. https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

. https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/inspect.cfm

. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm
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start_search=&ProductCode=FDT
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MAUDE Adverse Event Report: OLYMPUS MEDICAL SYSTEM CORPORATION D...

Page 4 of 5

Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewers and Players.
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UCLA Medical Center
Los Angeles, California



T S I N A e Sz s st e

February 17, 2015

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report
Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

Copics: [N

OCA_0001163



Virginia Mason Hospital and Medical Center
Seattle, Washington





