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ECR_III'IHLI'[LIIC Alerts Tracker™

% EQ2 Best Practice i sisim b wiguins
Alert & Recall System Hazards and Alerts

ECRI Institute Subscriptions Required

e Search - Atomatic | Search - Advance | Find |
UMDNS Device Type (ECRI Manufzcturer Code / A
[F] Include Pererts [ Include Chikdren ~ [7] Include Previous Owners

[ Azoincluds the teme i orly the manufacturer matches Legend

Control #  Serial # Model EQ Type ECRI# Manufacturer Manufactur..  Pur Date Service ...

A12069 | ECRI Alot Detals |

it Hovi it Addtothe list | [ Remove from the Lit
17882 Defibrillator/Pacemakers, Extemal Cortrol #  Serial # Model # EQ Type ECRI # Manufactursr Manufactur Pur Date Service g
4025180 USODI08198  M4T5AHEAR . Defibilator/P.. 17882 Phiips Medical S., 397917 1/15/2002 .. SVH |
4022621 USODID4ST7  M17228 Defibrilator/P.. 17882 HEWLETT-PAC. 101883 /2171989 . SVH
Snde Bl fectiost 402672 USODIDATS  MI7228 Defibilator/P.. 17882  HEWLETT-PAC. 101883 9/21/1888 . 5VH =
453548 Philips Healthcare Cardiac & Monitoring Systems Div [453548], 3000 Mi.. 4026552 USOD121631  MA735AHEAR.. Defibrilltor/P.. 17882  Phiips Medical S.. 337917 9/23/2003.. SVH
4026553 UUSOD121632  MATBAHEAR.. Defiborilater/P.. 17882 Philps Medical 5. 397917 9/23/2003.. SVH
2 40-25180A US0D108281 M4T35AHEAR... Defibrllator/P.. 17882 Philips Medical 5 397917 1/1/2008 1 SVH
Aok Eleigfion Eksaict) 5597 3625A18832  M1722B Defibrilators 11132 HEWLETT-PAC.. 101883 9/5/1996 1. AMC i
Philips—Model M4735A HeartStart XL Defibrillator Monitors: i i i i ] it iibon s E Q 2 ECRI
May Not Turn On A12069 4/9/2009 9:26:22 AM High 5/1
e B Alerts/Recalls
A = UMDNS Device Termis): Defibrlstor/Pacemakers, Extemal [17-882] =
roduct Identification gl
+ | Procuct ereper Interface |

Model M4 7335 A HeartStart XL DefibrillatorMonitors [Capital Expand identiier informatien

Egquipmenz] ‘ Collapse idertifier information |
LT A I 4434 b v b Model M4735A Heart Start XL Defibrillator/Menitors [Capital Equipment] |
S'mai Nos.: LSI?OJ—QiSS throu'gh U 5004698?3: LSDUil‘JU}El Senal Nos.: US00442485 through US00469873, USD0100353, USCO100741, US00100843, US00101080, US00101500. US00102492, US00102580, US00102583, US(O0102601. USOD102643,
US00100741, USO0L00843. US00101080, US00101500, US00103225, USD0103316. USDD104178, USDO105134. US00106329. US00106322. US00108281. USD0108236. US00109777. USD0110403. LUSO0110688. USDO110814. US00111399
US00102492. USO0L02580. US00102583. USO0102601 US00112143, USD0T12685, LISDDT 14680, LISD0114900, USO0116677, USOD116365, USD0117003, USOD1 18060, LUIS00118260, UIS00118602, 1IS00118915, LISDOT18985, USDO119444,
T i it i US001 15624, USD0120241, USDD120466, USDD120583, US00121145, USOD121658, USDD123155, USD0124026, US00125012, USDD 125049, LUSDD125344, USDD126424, USD0127322,

m

US00102643, US00103225, US00103916, US00104178, 1S00127620, /500213344, 1US00213559, USD0230434, US0230588, USO023 1849, US 00232228, USD0232394, USD0233505, LISD0234442, ISDOZ34615, USDO338153, USD0439208.
US00105134. USO0106329. US00106922. USO0108281. B 1500439504, LUS00439652, IS00439661, LIS00435688, LI500435330. US00441252, US00441758, US00441855, US00841862

US00108296, US0DL09777. USDO110403, US00110628, e e Lo SR

US00110914, US00111399, US00112143, US00112685, Geographic: Regions: Worldwidle

US00114680, US00114500, US00116677, US00116965, Manufacturer: Phiips Healthcare Cardiac & Monttoring Systems Div [45354], 3000 Minuteman Rd Mailstop 101, Andover, MA 01810, United States

US00117003, USO0L18060, USD0118260, USO0118602, =
ST DI T - | [e— ot (et | ok

Alert information and required action out

| controw T woR Lt N
to the departments — Hazards and AIE-
u  Clasa /Sy | preces
- = L ] : — f
| ¥ Devie mcusion : Subcade .
Mesage | mn  optons  romstor  Dereloper  Acodns @ I Workflow Tracked in HEMS
- 2| 0o o m EEE T[] | wak Onder - s o itmsnn & ;
g 1 - |l e )] H zfll o ( g Control®_ bssDak =] | conges (4025553 DeBAEGE E t p 00
LI il 1 RSN TR T — e || 2t nterprise
g ||[Be | X e N e ap“_“’ 3| [REY o |oaorom e Prioy  [FIGH Locatcn ENERGENCY SERVIC
Cipbaard ™ Basic Text Nemes Include Ootions & Freofing ::m;’ ;m;;« Procedure [NONE | suboode NORE
[ 7o, | [Enithaeqdcom ::::: & Ausa g [NORE | speciany HORE
- Hazards and Alerts o = e B
sena , 40-25339 TR
Subject | RE: Recell/Ale Lissued ur lhe followi G057 |AdHASAG 1009 Raguest acton
= = = = ::;ﬁi Earia ‘ AT # (ECHR ALcesaion NUmmbel) A12009 -
A AR T o Termia) ¥ ez
. “EQ Owner Departmental™ = o e 4
2 2 v mner
From: Roh Tones, Director Clinical Fnginesr ;:;;: b4rtarents 155 roduct iganthe I
04122009 155
sent: Monday, April 13, 2809 3:42 PM AI t E I e | et Expand iderter nfomasn
To: Ismet Smith, Director Crvirenmental Cari er maills 3 02213 [04n22009062| | | [ooct mara Heatsar ot 0 R — (“;’
4025180 |odriemo0s el Mas , & 3
j H / t i i i 40-Zaf2 1 04N E2009 1904 LS T00 B4, LESO0 101000, USR0 101 500, LS00 102482, USO0I02se, .
Subject: Recall/Alert issued for the tcllowing equipment. s brpsake e i i s e et e ) et
e x [ Ecenes 10 LIEDO 10417, LEA00 105174, LIS 10AZ0S. LS00 106422, LIEOO10R2E1,
Immediate Action: Tag out the =quipment item from the service. Someons from Diomzdical (nn“wm e 1onl LIS00108 295, LISO0 109777, USD01 10403, LES00110688, USO0 110914,
s . s s ; ; ; Z LIS00111399, LIS00 112143, UISD01 12665, US0D114560, LISOG1 14500,
Services (Clinical Enginezering) will be coming to take care of this Alert/Recall. 1 e e e
LS00 18602, LES00 118915, USO0 178585, LIS00113444, USO0119624,
EQ Infurmalion: Conlrul #: 4@-26552 Equipmenl Type: Defibrillalor/Paczmakers, Exlernal i US00120241, LISO0120455, LISOO 120565, LIS00121 145, US00121658,
(Seriel #: US001€4979) Model #: M17220 Manufecturer: IILWLCTT-PACKAND CO MCDICAL PRODUCTS i
Issue Date: Apr 13 20068  3:44PM Priority: HIGH i RO
I 5 | | RespTumegras)  Cloge Time _ Hours  LaborCost  Parta Coat
L Descriplion: Alerl 4 (ECRI Accessiun Number): A12€69 UMDNS Deviie Termis): rirl T = Nol oz ed (] W00 w00
Defibrillator/Pacemakers, [xternsl [17-882] y
problem: ln a March 2699 Urgent Medical avice Kecall letter submitted by Philips, the <irm
slales Uhal Lie inlernal rulary energy selecl swilch in Lhe gbove defibrillaler/monilors may
fail ond prevent the user from turning tho device on, rendering it unusable for menitoring
T-l Aefihnillaticn themany  Tn coms rams cacse  the cuiteh £ailure can he svhihited hy H-\T -4
m »

Alerts Tracker™
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#® EQ2 Best Practice
EQZ Alert & Recall System

EQ2's Smart Alert Search(SAS) is
HEMS keep track of Alerts and Recalls. Complete. EQ2's SAS Search enables a

complete view of ALL Alert/Recall
Candidates with 2 clicks, even if they are
currently owned by non-nameplate
companies.

Just press Search and EQ2 will find all
likely Alert/Recall EQ candidates.Review
Alerts and Designate Applicable, Not
Applicable, or Not Reviewed

=l HEMSECRI (BEST PRACTICE) - [Recall/Alerts]

Help

25, 2009 Search - Atomatic |Search -Advance [Fnd |
: LMDMS Device Type (ECRI) Manufacturer Code

[¥] Include Parents [¥] Include Chidren  [¥] Include Previous Owners

Flert # Priority Date Description

A12072 High 4/10/200... Beckman Coulter—FC 500 Systems with.
A1198._. High A4/9/2009... MAQUET-BABYLUX Infrared Heat Lam. [ Also include the items if only the manufacturer matches Legend I Search Equipment ftems
A12050 High 4/9/2009... DiaSorn—Model 15970 LIAISON Chemil.

HO063 High 4/5/20059 3:.. Health Canada |ssues Recommendations for Im Cortrol #  Serial # Model # EQ Type ECRI & Manufacturer Mz~
2075 High 4/3/2008 1. |

e thgh ; : : _ ; 40-226_. US00104979 M1722B Defibrillator._. 17882  HEWLETT-P._ 10
e e Y 40-226_. US00104977 M1722B Defibrillator._. 17882  HEWLETT-P__
B1AT VT Hink A S5 - _tamas | anlrenr—bin Rolte | load with Warimie Pa it B 70 [ AP Dethaliator SQ it 2, R
< m i 40-226_. USO0104980 M1722B Defibrillator_. 17882  HEWLETT-P__
40-203... 3714A02633 M2475B Defibrillator... 17882  HEWLETT-P...
) Pt 10018 US00102522 M1722B Defibrillator_. 17882  HEWLETT-P__
[ A12083 | ECRI Alett Details | 1 w

_EB ltems

Add to the List | | Remowe from the List § lteme Selected

Accession Number: A12069 High Priority Control #  Serial # Model # EQ Type Manufacturer Mz~

D= 40-226_.. USOD104579 M1722B Defibrillator-.. HEWLETT-P..
Philips—Model M4735A HeartStart XL Defibrillatory/ 40-226... US00104977 M1722B Defibrillator... HEWLETT-P___
40-226... US0D104978 M1722B Defibrillator..- HEWLETT-P.._
Source Document(s): | 40-226... US0O0104980 M1722B Defibrillator-. HEWLETT-P..
200803FhilipsHeartStartxLMfr.pdf 40-203... 3714AD2633 M2475B Defibrillator._ HEWLETT-P___
10018 US00102522 M17228 Defibrillator. HEWLETT-P.

Alert Details .|‘ Alert Status Email Alert Assignme
Track this Alert
UMDNS Device Tgfn(s): Defibrillator/Pacemakers, External [17-882]

Mlert £ Alert lssue Date Alert Priority [T] Mert Completion Date
A12069 4/9/2008 9:26:22 Al High Sunday May 31, 200

Work Order Request Text

Product Identifig: susceptible to premature failure.

Expand identifier ifformation Manufacturer: Designation:

Maodel Ma7354 HeartStart XL Defibrillator/Monitors [Capital Eguipr Philips Reference No. FSN8610007
Serial Nos.: USO442485 through US00469873, US00100353, US0

US00101500, USE102492, US00102580, US00102583, US00102601, Ut Action Needed: Verfy that you hawe received the March 2009 Urgent Medical Device Recall letter from
0105134, US00106329, US00106922, US00108281, L Philips. Identify any affected product in your inventory. The serial number is located on the bottom of the
. device. A Philips representative will contact your facility to amange to replace the energy select switch on
USORT10688, LIS E0T 10014 US00111390. USK0 112143, LSH0TI2685, UI affected defibrllator/monitors at no cost. Until affected devices have been repaired, Philips recommends
LUS00116965, USE0117003, US00118060, US00118280, US00118802, Lt I} that wou remove affected units from service. I it is not possible to remove the device from service, identify
a readily awailable backup device to use in the event that the defibrillator/monitor becomes unusable.

< 2 T » b

Open In Browser [¥] Send Mertto Owner Cancel | | Reviewed /Mot applicable | | Create Worls Crders ]

A single easy to use screen makes. A single click sets the process in motion.
Review the Alert or Recall at any time. No  After reviewing the equipment, one click
need to open or close multiple windows to jssyes the work flow and notifies the owner
deal with one or multiple Alerts/Recalls. department or sets the Alert/Recall status.
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#» EQ2 Best Practice
EQ2 Alert & Recall System
@y HEMSECRI (BEST PRACTICE) - [Recallf/Alerts]
HH Eerallfdleris mde He.‘p
Alent Pricity Dete Descrpton -
AlANAZ High AATWAN. . Beckman Couller—H0 500 Systems with. =
A1198... High 4/972009... MAQUET-BABYLUX infrared Heat Lam.
A12050 High 4/3/72009... DiaSorin—Model 15970 LIAISON Chemil
HO063 H'lEJ'l 4532009 3., Health Canada lsswsas Recommendabons for m
A1WAT M1 Uink A SR NG - lamee | ardron—Li Dabte |load wikh lisdea e Da i
¥ It ¥
Legend [

The following Eu!u# Scheme is used, for displaying the alerts

Alert Not Reviewed

Alet is Applicable (Work Orders have been created forthis Sert)

™At Mot Secliechls

EQ2 keeps track of your efforts in Alert/Recall. Clicking on the
Legend highlight provides the descriptions for the Alert/Recall
color scheme. After just a couple of sessions, you will be
proficient in identifying what alerts require your valuable
attention.

COPYRIGHT EQ2, INC. ALL RIGHTS RESERVED 2009
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EQ Alert & Recall System
Search - Automatic | Saarch - Advance | Find
UMDNS Device Tipe ECRI) Marufactrer Code % ECR Linsune
| Include Parents [V Include Children (V] Include Previous Owners
T Also include the ftems # only the manufacturer maiches Legend l Search Equipment ttems
Sengl & Mode! Ed Type ECRig Manufacturer Mz *
. UsDoip49m MI1T228 Defibrillator... 17882 HEWLETT-P... 10—
.. UsDoip4977 MI17228 Defibrillator... 17882 HEWLETT-PF... 10
. Uso0io4978  M1722B Defibrillator... 17882 HEWLETTP... 10
~. USDD104980 M17228 Defibrillator .. 17882 HEWLETTP... 10
.. JT14AD2633 M24758 Defibrillator... 17882 HEWLETT-F... 10
USD0102522 M17228 Defibrillator_. 17882 HEWLETT-P.. 10~
L] k
[ |Addtothe st | [ Remove from the List | 5 o
Gl =Tt b ftems Selected
Senal & Model & EQ Type ECRI# Manufaciurer Mz =
uUsoo104979 M17228 Defibrillator 17882 HEWLETT-P 10
- Us00N04977 M1722B HEWLETTP_.. 10=
Usodio4978 M17228 HEWLETT-P.. 10
US00104980 2 MI17228 HEWLETT-P.. 101
. JT4AD2633 2 M2475B HEWLETT-P... 10
US00102522 M1722B HEWLETTP.. 10~
1] L]

! Legend \ Lo | B e

The following Color Scheme is used, for displaying th%M‘U’EﬂtDW’ tems

Both Original Equipment Type and Manufacturer matched

& Both Egquipment Type (Child/ Parent) and Manufacturer matchad

Only Equipment Type matched

Only Equipment Type [Chid/Parert) matched
Oty Manufacturer matched
Locked (Cannot be remaoved)

EQ2's Smart Alert Search(SAS) process does the needle in the
haystack search with just a click of the button. SAS looks across
manufacturer ownership trees and ECRI’'s UMDNS device type
classifications to clear away the hay so you spend your time
dealing with the Alerts/Recalls.

COPYRIGHT EQ2, INC. ALL RIGHTS RESERVED 2009




582 EQ2 Best Practice
Alert & Recall System

| A12063 | ECRI Alert Details |

Am;censﬁion Number: A12069 | High Priority | EQ2's Alert and Recall
Philips—Model M4735A HeartStart XL Defibrillator/ .SeCtlon glveS y0U a” Of the
information from the Alert

Source Document(s):

200903PhilipsH eartStartXLMfr. pdf E | rlght on the same screen.
J. Alert Details | Alert Status Email Alert Assignme i ,
Track this Alert Need a bigger view?

UMDNS Device Term(s): Defibrillator/Pacemakers, External [17-882]

No problem, just press
‘Open In Browser’ and

Product Identifier:

Expand identfier information

Model M4735A HeartStart XL Defibrillator/Monitors [Capital Equipr EQ2 will disp|ay a full

Serial Nos.: US00442485 through US00460873, US00100352, USO i

US00101500, US00102492, US00102580, US00402583, US00102601, U! screen presentahon of the
US00104178, US00405134, US00106229, US00106922, US00108281, U!

U=00110628, US00110014, US00111209, US00112143, US0O0112685, U: ECRI Alert/Recall.

US00116965, US00117003, LUS00118060, USO0118260, LISO0118602, LI I
4 g n b

Open In Browser

Search - Automatic | Search - Advance | Fnd

UMDNS Device Type (ECRI) Manufacturer Code
7| Include Parerts | V| Include Chidren ¥ | Include Previous Owmnam

Search - Automatic Search - Advance | Find

UMDNS Device Tvpe (ECRI) Manufacturer Code
¥| Include Parents V' Include Chidren ¢! Include Previous Own
Also include the fems if only the manufacturer matches Legend Search Equpment ftems |
Control # Senal = Mode! # EQ Type ECRi® Manufacturer ManufacturerCode) Pur Date Service Area
04-14788 HIGH SPEE... Scanning Systems, Computed To... 13469 GE MEDICAL... 102107 SVH
D780 CT SCANNER Scanning Systama, Computed Tomagra 18443 AMC SVH
91-00507 0001057 CPM K10 Exermcisars, Leqg/Ardkle 11630 Sutter Comp An O 4035665 SVH
40-14218 3000C12747 SENTRY 3000 Scanning Systems 13468 NATL COMPUT... SWVH
40-12365 4054 3080 Bxercizers. Leg/Ankle 11630 COGEMO SWVH
1 DAY RENT 1382 MDO100 Exercisers. Leg/Ankle 11630 GYNECAREET 73 SVH
6
Add to the List | Remove from the List G ftems

EQZ2's SAS searching provides fast inventory searching.

Want to dig deeper on your own? Use the Search-Advance and Find
to fine tune or broaden the search to meet your particular
requirements.
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EgZ EQ2 Best Practice
Alert & Recall System

EQ2's Alert Report provides actionable information with just one click.
Need a progress update or more details?

Click on the blue and underlined Alert # to review the activities associated with each Alert.
No guessing just the facts.

Recall/Alerts Progress Review
For Period 3/1/2009 to 4/30/2009 Corporate-wide
Last Synchronized with ECRI  4/16/2009 6:40:00 PM Alerts
Total Alerts Published 134 /
Alerts Applicable 10
Not Applicable 12 Individual
Not Reviewed 112 corporate hospital
- alerts
AMC SVH Total
Alerts Applicable 4 8 12
Equipment Impacted 5 16 21
Equipment Corrected 1 2 3
Close % 20.00 % 12.50 % 14.29 %
Pending % 80.00 % 87.50 % 8571 %
Recall/Alerts Progress Review
Alert # Publication Date Priority Equipment  Equipment Pending Close %
Impacted Corrected
A11337 3/30/2009 Normal 2 0 2 0.00 %

Beckman Coulter?UniCel DxI 600, UniCel 800, and UniCel DxC 880i Synchron Access Systems: Upper Peristaltic Pump
Assembly May Not Maintain a Proper Flow Rate

HOo063 4/9/2009 High 1 0 1 0.00 %

Health Canada Issues Recommendations for Improved Fire Safety of Mattresses

A12021 4/1/2009 High 2 0 2 0.00 %
Draeger? GCX Patient Monitor Brackets: r'.“él}' Detach from Standard Rail, POTE‘HNZI“V Causing Patient Monitor To Fall

A12015 4/1/2009 Critical 2 0 2 0.00 %
MAQUET—Servo 300 Ventilators: Expiratory Valve May Fail, Potential for Inspiratory Breath to Not Ventilate Patient

A11953 01 4/1/2009 High 1 0 : 0.00 %
*GE7?Datex-Ohmeda F‘\iS}fS and Avance Anesthesia Machines: Machine May Shut Down without Clinical Intervention

[Update]

A12069 4/9/2009 High 7 1 6 1429 %

Philips—Model M4735A HeartStart XL Defibrillator/Monitors: May Not Turm On

21 3 18 14.29 %




