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ORIENRATREL 7o > T\ D, PIHAEE DX — T — FRBEZITV, RBEHBR-ENERRS
N2, TO—%%2 7V r732L BEROFMEMRT DI ENFRER>TND (KE
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3 MDR Database Search - Microsoft Internet Explorer
TrME REE RO BRCADGE YLD ALTH

o= O @@‘pﬁi e vy @‘B% - OE 3

] http:/ /i i

EEX

v B 0y & -
~

tment of Health & Human Services www.hhs.gov

[FDA u.s. Food and Drug Administration B e ——] -

Home | Food | Drugs | dhedical Deviees | Vaccines, Blond & Biologics | Animal & Veterinany | Cosmetics | Radiatian-Emitting Praducts | Tobacca Products

FDA Home » Medical Device » Databases

MDR Database Search

@, 51000 | Regishation & Listing | Adverse Events | Recalls | PMA | Classfication | Standards

CFR Title 21 | Radiation-Emitting Products | X Ray Assembler | Medsun Reports | CLIA

Search MDR Database Holp | Dawnload Filss | Wore About MDR

Entar  zearch tarm below and selsct Searmi

Erter a sinale ward (2 ., catheter), an exact phrase (2.0, catheter Ine) or mutpiE words
connected by ani(e.., catheter andtuling). To Search by Product Description, Manufacturer,
Report Type, Product Code, or date, select Go To ddvanced Search button

Records per Report Page Go to Advanced Search

Manufscturer and User Facility Device Experience Search: (for incidents after July 31, 1996)

Home | About FDA | Contact Us | & to 7 Subject Index | Weh Site Policies | FOIA | Accessibility | No FEAR Act

Compinatien Products | Advisory Commitiees | Science & Research | Regulatory Information | Safety | Emergency Preparedness | International Programs
News & Events | Training and Continuing Education | Inspectians/Gompliance | State & Local Officials | Cansumers | Industry | Health Professionals

| ] http:/fuwwy tda 0w/ BioloeicsBloodVaccines/defaufthtm L @ dvE—ab
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& 3.3-9 RRER-—EEHM@

3 MDR Database Search — Microsoft Internet Explorer,
TrHE REE FTW HREAE VLD ANTH

O -O HNREG P dhomw @22 @ UOE S
TELAD ] nip:, dat i v e 0o 2 &

tment of Health & Human Services www.hhs.gov

[FDA uss. Food and Drug Administration Search [ @

Home | Food | Drues | Medical Devices | Waceines, Blood & Biolozics | Animal & Veterinary | Cosmetios | Radistion-Emitting Produsts | Tobasco Praducts

A-Z Index

FDA Home > Medieal Device » Databases
MDR Database Search

51009 | Registration & Listing | Adverss Events | Recalls | PMA | Classification | Standais
CFR Title 21 | Radistion-Emitting Products | < Ray Assembler | Medsun Reports | BLIA

T comn

500 records mesting your search criteria retuned . Please narrow your searich

Mew Search Help | Download Files | More About MDR

Brand Name

INVACARE FULL/SEMIE
INVACARE FULL/SEMIE
INVACARE FULL / SEMI
INVACARE FULL 7 SEMI
NURSING HOME BED
NURSING HOME BED
POSEY CRISS CROSS VE
POSEY CRISS CROSS WE
SAFETY BED RAIL
SAFETY BED RAIL
SAFETY BED RAIL
SAFETY BED RAIL

Manufacturer Name
INVACARE CORP
INVACARE CORP
INVACARE CORP
INVACARE CORP
JOERNS HEALTHCARE, |
JOERNS HEALTHCARE |
4. T POSEY CO,

J. T POSEY CO.
INVACARE CORP
INVACARE CORP
INVACARE CORP
INVACARE CORP

Date Report Received
08/30/1995
08/30/1995
08/21/1995
08/21/1996
07/29/1995
07/29/1995
07/19/1995
07/19/1995
05/29/1995
05/29/1995
05/29/1995
05/29/1995

JOERNS HEALTHCARE, |

MOMOTROL HEALTH CARE

06/24/1996

JOERNS HEALTHCARE, |

MOMOTROL HEALTH CARE

05/24/1996

JOERNS HEALTHCARE |

MONOTROL HEALTH CARE

06/24/1996

052471996
06/24/1996

JOERMS HEALTHCARE, |
JOERNS HEALTHCARE, |

EZC 200 ELEC BED W/
EZC 200 ELEC BED YW/

@ 8-k

* 3.3-10 FMEHREE

MDR Database Search — Microsoft Internet Explorer
D REE RTW ERLAG W=D AT H 7]

Om- O MG L e @25 @-0OME 3
FELAD ] i, 4 i DR DetailGFMAD=3030 e s ? & -

of Health & Human Services www.hhs.gov

[FDA uss. Food and Drug Administration Search [ |@®

Hame |Faod | Drugs | Medical Devices | Vaceines, Blood B Biolozies | Animal & Veterinary | Cosmetics | Radistion-Emitting Products | Tobaceo Praducts

A-2 Index

FDA Home > fedical Device » Databases
MDR Database Search

51009 | Registration & Listing | Adverse Euents | Recalls | PMA | Clasification | Standards
CFR Title 21 | Radistien-Emitting Products | XRay Aszemblar | Medzun Reparts | CLIA

T3 oo

Mew Search Back To Search Results

INVACARE FULL/SEMI ELECTRIC HOME
CARE BED

INVACARE CORP.
899 CLEVELAND STREET
ELYRIA OH 44035

ACCESS NUMBER MBE4341
PRODUCT CODE FRL

BRAND NAME

MANUFACTURER

PANEL GENERAL HOSPITAL
REPORT TYPE DEATH

DATE FDA RECEIVED

DEVICE MODEL NUMBER
DEVICE CATALOGUE NUMBER
EVENT DESCRIPTION TYPE

08/30/1998
£310

£310
PRELIMINARY

EVENT DESCRIPTION

AN ELECTRIC BED WAS INVOLVED IN A MOBILE HOME FIRE WHICH
RESULTED IN THE PT'S DEATH. A FIRE INVESTIGATOR CATEGORIZED THE
INCIDENT AS ACCIDENTAL. IN THE INVESTIGATOR'S OPIMION, THE MOST
PROBABLE HEAT SOURCE WAS A SHORT OR ARCING INVOLYING THE
ELECTRICAL SUPPLY WIRE FOR THE HOSP BED MOTOR. CO HAS NOT
DETERMINED THAT CO'S DEWICE WAS THE SOURCE OF THE FIRE. MFR
DATE 14131

@ -k
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B o LZE -8,
U a— /W IES/MIZE LTI, FDA X, U a2 — UEREFEIfEBRE DR\ S D25
7721, 77AN, Z7Z7AMHFL, Va—nIlBlTHHRE Y =714 MTTHRE
LTW5, FEOLEEBY, 7T RZL> THERBHEN R TV D (MFE 3.3-11),

% 3.3-11 Ya—)®HEDY S AN$E

95 R EEEBLUFDADOHIG TR
FELRIIEE (BOrER) [T@mEfTV, Kok
I iV a— VBT EREZEMT D X 2R T | 2 on THEH#RE
(high risk) Lo BHEFITIVNEIS LT LAY Y —2%4T95, | fit

FDA H B 7 LAY U — R %479,

FEFITHE (RFEER) ([THEMZITV, LB

Il i UCERFESEIC Y a— W ICBT 2 iEHmAw@md 5 | —H I oW T HiE
(less-serious risk) KO T A, FDAIZ@EF 7L A Y U —X 317 |

T FEFIT LRV —RERD D,

FEHCME (WERH) \EMETTO. FDAE | 0 e
TUAY Y —RAEATHT, ERECLTLAYY | T T
— R &RDIR, B

I
(low risk)

PRI HTz> Tk, W4, BREIS L A, Va—vbigoslzH, Va—ik
Mol HE, U a—E{To FEELICEDMBEEERIAT 5 Z ERAREL fo o T
Do Flo, BRORER, —ENRFRIN, BREIZE U7 T ZFIZ L DR RO~
BANARE L 2o TnD, MBMEEND, 61T, Va— ot Bili, BLU,
KIS FEOFEAERABEATRE L 2o T2 (KFE 3.3-12),
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& 3.3-12 FDAD I THA KMIBITEHY) I—I/LIERKREREE

I 7 Medical Device Recalls - Microsaft Internet Explorer \:Hﬁ”;f
FrbE REE H®TA BROANG VoD ALTE

OF:- O [ &6 Pus fronn @2 % w-LOE
TELALDY | E] it A accessdata fda gow/scripts/cdrh/cfdocs/ efRES fres.cfm v ne > & -

_.((_ U5, Department of Health & Human Services £ www.hhs.gov

Search | |®

m U.S. Food and Drug Admini

Medical Device Recalls

FD& Home = Medical Devices » Databazes

fsrP) &1000 | Registration & Listing | Adverse Events | PMA | Classification | CLIA
wm CFR Title 21 | Advisory Committess | Assembler | Recalls | Guidsnce | Standards

Medical Device Recalls Help | Maore About Medical Device Recalls

Product Name |

Recall Class

Date Initiated

Reasen For Recall

Recalling Firm

Sort By Date Record Created (descending) V‘

For full-text search, select Go To Simple Searchbutton
This database cortains the classified medical device recals since November 1, 2002

Records per Report Page Go to Simple Search

Page Last Updated: 07/31/2009

Home | About FDA | Contact Us | & to 7 Subject Index | Web Site Policies | FOIA | Accessibility | No FEAR Act

@ {h—duh
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(2) BRI

RN ZE 5 231X MEDDEV & MEZILD A R T A &8 U CL ERERICET 227~ L
TW% (BRI J113A L Cuey), MEDDEV2.12-1rev6 (23Tl [ERHERRIZIR D
i O HEH (incident2) DA T 21T 2 72O ORKMNIZ IS 1T H v A7 A Th 5 Vigilance
System (2 DWW THR#HZ /R L TV 5D,

WMHA RTA BT, %L%‘% (IR ERICRRIEED, MRRIK T3 RE L7 A . BES
DEE, BN D - I-5E, IR incident I B A 52 50D 554, FIRESE
DOMBIRFENIEL Lz, H DWW, ERLEEHREEZH - S EFICBWT, &7
ITEDBRESNTND,

(3) &E
a. PAfRE. BAMRFAKR, BXLO, FHROFE, NEL— K
PERE RO FE M 7 1 A IR C & 72 MHRA (12580 - R B Ak R )R - Medicines and Healthcare
products Regulatory Agency) % H.0MZH#E T %, 72, DLF (Disabled Living Foundation)
IZOWTIE, 7) THRET D,

BMHRA O
MHRA (=34 - IR © Medicines and Healthcare products Regulatory Agency)
I BEES & ERAEOMEN L 2O OMR L EE T 2BMEETH 5,
2L U AT PENTIIFAE LR, O OFERIZESWEBIZL Y X2 b, &
FEOMKERNTBT D) A7 OREERET D,
MHRA (ZEH & ERARZEHR L, BENHIUDERCEREZR#ET D20 0Hi% %
T D Z ENBBHITENTWD,
MHRA i, AICFIAATREZ 2 < OfF#@E FTREZRR VI 2 2 L2 HIFEL T2,
MHRA (ZEECERICAE 2 5 2 2 WA 0 2 A LV =728 A~DR T2
AREL LT 5,
PEZE L RRRIZ AR & REER O b EE GO ER N BT 2k~ 2 & IR
95 2 & T, MHRA (T2 & OMh B 70 it 3R 2 e+ 2

WG ERFREORE AX— 2L [Device Bullet)
MHRA (% Device Bullet] &FEHINDAF—LE2REL TWNDH, Yt AF¥— A TIIEFEH
BIZRS 2 — kBB HIEICEAT 2B HREe B AT D, ZHDERIT. AFREK
ERMENP OB/ ONTERBROMRZRICTHEH I TS, £2, aEE L ZOEHER
Z O OE# T & MHRA KRB STV D

2 BERRORMES), HEREIE T, HD VI, R T UL, BERIAEIC L - T, L, EERREEOE LWE L2
<, BOHINVITHLL BN OB L D,
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RIFERFFRRIC, REEROFEMZE M D OBF L. MHRA OF EFHHGEHRE X F— 4

WZh-> T, BREARICET2MELTMET A2 N TED, ZhbOMEITEER K
OFFFHCREHREZ SR T 5 2 L2 T8F L, MHRA O HEOLEEOSEE TS

T5,

ETOREITFHISND, LT, BARFEHETH L0, Fio, EHRDPEEOHE

PERD DM R T, M END, HLOFNZE R DERDHEONLDGH61H L, BIR

BIZIX, LT EBY THD,

OMDA (EHRHEZE  REERT—EZXE2T RAAL 2T 5)
O REHCHLIEEH O ﬁ(ﬁ@iﬁﬁ’\@gnﬁ
@F:CEr Y
O HPFEF~OT —H2 EF°. MHRA OF — & ~_— R (X & M8 L9 25 R O A 2 F2 L)
~DOLRATF

FHEEHFHROWETHIOFIGFIUTO LB THD (KE 3.3-13),

MF% 3.3-13 EHFDOHEBOWETHEE

Figure 3 Incident report sources 2006 — 2007
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Incident report sources as a % of total reports
- w
[==} L=}

2008 2007 2008
Year
o MHS OManufacturers
B Other Gowemment Bodies 0O Overseas Reporting Organisations
m Non-Gowemment Organisations @ Private Healthcare Organisations

NHS : National health Service [E= fr{dE#E Y — & 2 3
Other Government bodies : ftl D BUF LRI RS
Non-Government Organisations : NGO FEBURFHHfk
Manufacturers : EpEF, BligE{b3E

Overseas Reporting Organisations : ¥f5h D &5 [ {4
Private Healthcare Organisations : &[] {5 [ A
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Bz of (ERAEICEAT2®MEDL TNTF = v 7 5E)
MHRA (ZE#EAEOZ2FRICE L T, MAEOREEEKRIEL T\ D, ZORHHME
RS ORGERE R & R DR EZEHT 2560 o120 T2, £, SRFRROMIE
BEENLOEMES THRIELZFH G H 5D, 2D L D12, MHRA [XEFEHEIZET 5
FIZOWTHE T NVTF = v 7 %475 BiAEZ LTV 5D,

b. WETRNEEE - FHEOSLYE

WG ERFELEDOER (MHRA)
A ERFEYFIIREIREOWREL AT HHRETHY . HEEZMEMT 28 (BF
Zole) MIhoF 2 &AL, TSRV ITEEN WSRO Z ETHDH, BIK
BIZIX, LT EBY THD,

O BEHIME . fihESHEMEDERMEOXMELZ ORI L v aG Le%E
O BEDORBENERMEOKKIC LV E Sz, JUIDRBED SNl Gs

O B ED KM & DR - To2 Wit RSN E IE R T 2 80 T2 56

O BFDEEFENERMEO XK LV B LG

R EICBET 2 FBEOR/BRITITU TR EEND ¢

O REHRE D RE

ORMY 2P —ERE AT F R

O R & 72 R b - EHE

O R 722 PR & Al R

O BHIIZAEE LW ERHEOSE
OESTER:Era =Nt
O&EFH7eEALFIFE GEEIMEICK K FIAEIIFEOREE)

FEAPRIL S £ 72, AFRHEHEZG ST,

O e (B : BRARAEIER)
OB (B @hElicB T 2EHAZHE LCEFENZHAET I 2 =27 4 ORAETO
ERIZE S L72uY)

HERFMEOREIIEEORT X VEaEATH0H32 5T FAT2aHF L, %iE
RREEFIRME O X A KU —72 0 NI XV lET 5 T& 72, MHRA (X, EBEOMBEN
ZAIPRZDEVD, AFIZETOHESKERETREZ LICEEL TV 5,
EHER 72 fE T & B2 A BT R & 5, MR AETERE & OER Tl it
Zao 72 ERMARIC Lo TSR Z Shd, Bl ABIZay he—r Szl
AR (Bl XA @SN O4&EIL, BEOIRBOENS L TR 726 H 458
<o ZOXITLTREIREFEIIRET D, ZNOLOFEHEFELHET D,
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H% 3.3-14 (&%) AZTLEHRFOER (X

Defining an adverse incident

An adverse incident is an event that causes, or has the potential to cause, unexpected or unwanted
effects involving the safety of device users (including patients) or other persons. For example:

* a patient, user, carer or professional is injured as a result of a medical device failure or its misuse

* a patient’s treatment is interrupted or compromised by a medical device failure

* misdiagnosis due to medical device failure leads to inappropriate treatment

* a patient’s health deteriorates due to medical device failure.

Causes of incidents involving devices may include:

* design or manufacture problems

* inadequate servicing and maintenance

* inappropriate local modifications

* unsuitable storage and use conditions

* selection of the incorrect device for the purpose

* inappropriate management procedures

* poor user instructions or training (which may result in incorrect user practice).
Conditions of use may also give rise to adverse incidents:

* environmental conditions (e.g. electromagnetic interference)

* location (e.g. devices designed for hospital use may not be suitable for use in a community or

ambulance setting).

The occurrence of an adverse incident may identify the potential for harm, even though actual harm has
been averted by the timely intervention of healthcare providers or by good fortune. The MHRA is
concerned that users should report all incidents, regardless of whether actual harm has or has not been
caused.

There is also a distinction between direct and indirect harm. Indirect harm may be caused by a device
which does not normally come into contact with patients. For example, a malfunctioning in vitro
diagnostic device such as an automated analyser may lead to delayed or inappropriate treatment of a

patient, thus causing indirect harm. These incidents should also be reported.

120



c. EOT7F—<v K

mmAf@%ﬁW%iﬁ
HZEOREAIZ

HD,

F T A ME VAT AX MHRA OF—L8—
20D T VAT ApbigEIND, O MrEERERES), &L TOMm] o
2T 5, RO, QEFRHAEAEETHL, O MRAEEREESE
THED 7 r—~v "0 ELL, £, O

EREHITIE 3.3-150L B0 ThHAH,

& 3.3-15 HWEDIA—< v b (FF4 VHEVATL)

BEEORES I5H
PR A = R AE - WEFHAS (reporter's name)
B - R/ 3RS (position/occupation)

- REREES (Reporting Organization)
« P (Address (including postcode))

Atk & (telephone number)

« B A—/LT KL A (e-mail address)

o — LB E S (local reference number)

APz h~OHM (consultant in charge(If known))
- EEH B O (type of devices)

—fH A 7 4 — 2 (general report form/all other devices)
N T /s N T23F  (artificial limbs / external limb prostheses)
BiEar A (orthotlc devices)
HE A RS B (Hip or Knee implants)
HOARL A — 2 A —71—% (Implantable pacemakers/defibrillators)
WS (in Vitro Diagnostic Medical Devices)
Eb VA (Wheeled mobility and Associated Equipment)
gt sHiA %S B (Breast implants)
N HHIAZS E. (Cochlear implants)

[uh\ehﬁi7ﬁeA@%Ql

B O (Type of devices )

- (Model)

fiE# 4  (Manufacturer name)

fEH FEREE 5 (Manufacturer phone number)

> 7 VE5 (Serial number)

2 ko« Ny FF5 (Lot or batch number)

& H  (Date of manufacture)

FEHHIFR A (Expiry date)

&  (Quantity defective(Enter number not text))

BIEOM HEEHT (current location of device)

FEPERT F T I IREH 1T L 727> (Has the manufacturer/supplier been
contacted?(y/n))

EFHEIZ CE ~—Z1E 20T 5 (Is the device CE Marked?(y/n/
don't know))

FiF D A+ (date of incident)
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HEEDXS

HHE

BEOZ 47 GEL, BER, BE, &M, ERTIEZRWY, L) (type
of injury(death ,Serious ,Revision ,Distress ,minor ,none))

HHEEOFEM (details of incident/nature of device defect;(FA))

B 15 © 5 M details of injury(to patient , carer or healthcare
professional);(FA)

Sl & 7c@# X (Action taken(includes any action by patient , carer or
health care professional,or by the manufacture or supplier) ;(FA))

Wt ~7 7 4L (Attach file)

BE &2

471 (your name)
fEAT (your address)
oty 7> (your telephone number)
BT A—/7 R A (your e-mail address)
MR A SR B2 72> (we have a specific form for reports about breast
implants is your report about a problem with breast implants?(y/n))
= ds B OfEH  (kind of device)
=iEaR D47 (Name of device)
fEF D477 (Name of manufacturer)
A HE D> U 7 LE 5 (Device serial number)
A2 AT L7857 (Name of where you got device)
AF5efEFT (address(if known))
ANFILHEREE 7T (Telephone(if known))
AT E 4 (Name of person(if known))
AFIL~D#EfE % (Can we contact them?(y/n))
TIEF ~O#E A M (Have you contacted the manufacturer?)
ANFHAT (Where did you get the device from?)
NHS J#lt  (NHS hospital)
kAl (Nurse)
FEJ5  (Pharmacy)
NHS @2#&5T (NHS clinic)
ER9BE  (Private hospital)
He5E)s  (Shop)
GP #+ £ (GP surgery)
RFIZ AT (Private clinic)
A—WEL « A & —3 > & (Mail order/Internet)
Z Ol (Other(FA))
AR B DM HZ 8 U T o B0 7o 72hy, (What went wrong
with the device?)
VWOt Z 5 727> (when did this happen?)
R EITIBIE L Z12H 5D (Where is the device now?)
HEE5 L7=D> (Was anyone injured?(y/n))
H LAGEDWIUZZ ORI GEC, HR, ERXTERY) Gf
yes, was the injury(Death, Serious, Minor))
REEORWAZFLIR LT 72 S0 (Please describe the injury and the person
who was injured)
7 7 4 /v (Attach file)
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7

ITEXY

(3Z) MHRADHRE Z7+—LEO

(=R B osedR)

Swine fu information

Safety warnings, alerts and
recalls

Genersl safety information and
autvice

How we manitar the safety of
produets

Reporting safety problems
» Medicines

> Devices

> Blood

Information for heatheare
protessional specialties

General enq

Reporting safety problems

This section provides access to information on how to report suspected safety problems with
medicines, medical devices, blood and biood components

: S . % & | & -

C-O0-NR B S & > [

Ste Search
Adusnced search
About us How we regulate Safety information Commitiess CemiETns S Oniine services Publications News Cantre Vour views
Learring Certre:

—

In Safety information Hoime - Safety information - Reporting safety problems:

& Printer friendsy version
Cnew window)

Medicines

Report a suspected
adverse reaction
or defect

The MHRA collects

Information rom both health
and patients

Devices

{ Reportan

adverse incident

Ay adverse incident
involving a medical device or
its i

on suspected adverse drug

reactions and suspected
defetts in medicinal
products.

oruse
should be reported o the
MHRA, especially if it led to,
or eould have led to, death,
Iife-threatening iiness or

Blood

Report an adverse
event or reaction

S

The 2005 UK Blond Sately &
CQuality Regulations require
that serious adverse events
and serious adverse
reactions related to blood
and blood companents are

©2010 Crown Copyright . Terms and conditions ; Links
020 7084 2000

reported to the MHRA, the
UK Competent Authority far
blood safety.

iniury.

‘e
Fee

e

;\

Freedom of information
infog@mhra gsi gov uk

Report & suspected safety problem . E-mail alerting service

To contact us about this wekste, use our feedback form.

Help viewing PDFs:

Help viewing POF files
Dowrload Acrobat Reader
for fres

Adobe text conversion tools
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Home | Pharmaceutieal industry | Cortactus | FAQs | Glossary | Steman | A-Z ndex | Access keys | Heln
Sie Search
Advanced search
About ug Howe we reguiste Safety information Commitess Conererces & Onine services Puications News Certre Your views
earming Certre
—
In Reporting safety Haime - Safety information - Reporing safety problems - Devices
problems
Reporting adverse incidents involving medical devices
Medicines
- This section gives all the relevant information on reporting adverse incidents invohing medical Eh printer trisndly version
euices (new window)
devices, including details on the updated online reporting system
 Medical device achverse
incident reporting forms. The MHRA'S newly updated online reporting system for medical device users was implemented Featured publications:
on 9 Novernber 2009, We hope that you will find reporting adverse incidents & simpler and easier o
Biood pracess. fyou have any comments on the new systemm of ifyou have any questions about MOA/2003/001 - All
incident reporting, please contactthe Atverse Incident Gentre (AIC): i @mhia i gov Uk of 020 medical devices (517Hb)
e Eo6 2009(01) Reporting
adverse incidents and
disseminating MDAs
The information from adverse incident repotts can help identify faults with medical devices and may prevent RET)
similar incidents happening again. Ifyou have experienced a problem with a medical device, please send us
the details using one of our onling farms. e will assess and, where appropriate, investigate all incident Eoe 200302) adverse
renorts that we receive incident reports 20
CIT10KE)
Use our online reporting systems
Clinicians, healthcare and social care workers Help viewing PDFs:
Ifyou are a clinician, healthcare or social care worker, use this link to report a medical device Help vieswing POF fles
related adverse incident anline. Download Acrobet Reader
far ree
Adobe text conversion tools
Patients and other members of the public
Ifyou are a patient or other member of the public ncluding thase caring for relatives or friends)
use this link 1o report a medical device related adverse incident online.
Medical device manufacturers
Ifyou are a medical device manufacturer, authorised representative, supplier or distributor, use
this link to register and to lg in to MORE, the * Online Reparting 3l
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Incidsnt Reporting Hame | Contact us

Incident Reporting Home  Usar Reparting Back to MHRA
—
There are & small number of fields marked with an asterisk *. These fields must be completed before submitting the form.
“You must select the Type of Device before moving to the second part of the form.
Aboutihe reporer & the device Devics & Insident dataile Submit Fam
Reporters name:
PasiionDosupation
Repoting Diganisation:*
Address (including postoode) *
Telephone numbar
Email address
This address will be used to sand you 3 capy of your repart
This il be in 2 printar e ndly format.
Email capy o1 rapotto
(Separste mullipls addrassesaith 2
somma. )
Local reference number
Consultant in charge (if knewn):
Type of device *
() Ganeral Report Form J Al other devicas
() Adtificial Limbs 7 External limb prostheses. 3
A By - 7 X
NG Pke asE n
PesitiondOccup stion Ll
Repeting Drganisation:*
Address (inoluding postoadsy "
Telephons numbaer
Email address
This address will be used to send you a capy of your reparl
This wil be in 3 printar i enly form at.
Email copy of raportto
(Separate multiple addrasses with 2
comma
Loeal raferenes number
Consultant in charge (if knewn):
Type of device *
General Report Fom / All other devices
Adfcial Limbs  External limb prostheses
() Orthotic devices
O Hip o1 Knes Implants
() Implantable pacem akers/defibrillators
() In Witia Diagnastic Madieal Devices
() Whesled Mability and Associated Equipment
© Brasst implants
Cochlear implants
Freedem of information h
Adverse Incident Certre: () 020 7084 3080 2 aic@mhra.gsi.gow.ul s, .}
© 2008 Crown Copyright. To contact us aboul hiswebslte, use our fes dback farm T
|

124




(

—fRHRE T+ — D)

. by - & X
= > | - - Oa
Q - B &/ L= » o R o
Jump to main content A
Incident Reporting Home | Cortact us
Incidant Raporting Homa | Usar Raporting Backto MiHRA

General Report Form

There are & small number of fields marked with an asterisk *, These fiels must be completed before submitting the form.

Aboutthe reparter & the device

Type of devioe
Model

Manufacturer name *
Manutacture phans number
Catalogus number

Serial number

Lot or batoh number

Quantity defastive
(Enter number not text)

Current location of device

(all devices) @

Device & Incidant details Submit Form

Date of manufacture

pay [~ %] montn [~ ~
Expiny date
pay [~ %] month [~ ~

Has the manutacturer ¢ supplier been contacted?
Qe OMo
Isthe device CE Marked?

Oes OMo () barft Know

Date f incident

v
- TGRS
Q- MR &S F =] u
&
Hasthe manutacturer ¢ supplis bean contactad?
Qs O
Isthe davice CE Marked?
O ¥es QMo O bontknow
Date ot imaigant
vay [~ | wonin [« | vaar [~
E—
O Beath O Setious O Revision O Distress (3 Minor () None
Details of inident  nature of device *
daract
Details of injury (o patient, careror
healthoare profasional
Astion taken (ineludes any action by
atent, arer or healthcare
protessional, o1 by the manufacturer
orsupplieis
atasnFile @ [ amachfie
File Name & Comment fo | A
Transtar of devices to MHRA
Do nitsend medical devices t0 MHRA unlsss you have been
cpecifcally requested fo ¢
3
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Incidert Reporting Home User Reporting

About you @

‘There are a small number of ields marked with an asterisk * These fields must be completed befare submiting the form.

Aot you About the device Aot what happened Subit Form

Tile
©Dr OMr Otrs O O Cther
“aur neme*

Your address®

Vourtelephone number

Your el airess
This acaress wil be used 1o send you 2 copy of your report. This wil be in
@ privter fiendly format.
W have  Speciic form for reports about breast mplarts.
Is your report about a problem with breast implants?

Oves @lo

Fresdom af information
Adverse Incident Centre: T 020 7084 3080
To

3 sie@nhragsigov.k

Jump to main cortert

Incident Reporting Home  Contact us:

Backta MHRA
—

0

Incident Repatting Home User Reporting

About the device 8

There are a small number of fields marked with an asterisk *, These Tields must be completed before submitting the form.

About you About the device Aboutwhat happened

Kind of devics *
Name of devioe
(ar madel number)

Name of manutacturer
Device serial numbar

Haus you contasted the manufacturer?
Qe ONo

Where did you getthe devios fram?
(CIHHS hespital

Oturse

) Phamacy

(CHHS dlinic

) Private hospital

© shop

) 6 surgery

) Frivate olinic

) Mait order  Intemet

(© Other- please specity

If Other, please spesity

Submit Form

Name of whers you got

device

Address (i known)
Telaphone (if known)
Hame of persan (1f known)

Canws contactthem?  yves o

Jump to main sontent 4|

Incident Reporting Home | Cortact us

Back to MHRA
——
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Jump o main sontent 4|

Incidsnt Reporting Hame | Contact us

Incident Repatting Home User Reporting Backto MHRA
—

About what happened 8

There are & small number of fields marked with an asterisk *, These fiels must be completed before submitting the form.

Aboutyou Abautthe device Abautwhat happened Submit

i at went wrong with the device?*

When did this happen?

Day [+ 1| Montn [ ~
Where isthe device now’?
sz anyo
) ves
Mo
1fyes, was the injury
(O)peatn () senious () minor
Plaase deseribe the injury and the
persan who was injured
atach File @ agach fie
Fila Name & Camment Data | Actions
Transfer of devices to MHRA |
W BAREE) DR
[@ERHEAER] OBA
REMESRES TS
PRI RE 73 X 1 TWa,
b | 4 o >rsEU008R8 W,
MORE: Manufacturers’ Online Incidant Reporting Hame | Contact us
Reporting Environment
Login Ragister Help ot

In MORE ~ MHRA © MORE
Login Log in

Registiation form
Wialcama ta MORE —the Manufacturars Online Repoting Emvironment, Thissystem has baen espacially designed by the MHRA to provide devics manufacturers

Terms & Conditions and suppliers and their authorised representatives, a simple electronic means of submitting Vigilance repors to the Agency and of providing respanses fo MHRA
ineident investigations.

Forgotten P assmord
Registered Users - Registared Usats may log in belew,

Not yet registered? - If you have not yet registered as a MORE acoount holder, clidkthe link above and submit the requested details for verificatian. Please note that

the provisian f certain information is com pulsory for regictiation. On-line Help i awailable if required

For seeurity reasens, new aecounts will net be activated until registration details have been ehecked and verified by the MHRA.

Ermail Address:
Asaount Na:

Password:

Terms and conditions | Privacy policy | Freedom of information
Adverse Incident Certre: ) 020 70843080 (R aio@mhra.gsi. gov. uk (‘;

©2008 Crown Copyiight  To santact us about this website, use surfeadback form s
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Figure 3 Incident report sources 2006 — 2007

N

iy

2006

| Other Govemment Bodies

B Mon-Gowemment Organisations

2007

Year

o Manufacturers
0O Owverseas Reporting Organisations
@ Private Healthcare Organisations

2008

NHS : National health Service [E= PRt [EF— B A F3
Other Government bodies : ftl D BT B FR % R
Non-Government Organisations : NGO FEEFH#%
Manufacturers : EpER, Bt
Overseas Reporting Organisations : ¥+ OE H{A

Private Healthcare Organisations : &[] {2 5 [ 1A
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Figure 5 Incident reports by device group 2006 - 2008
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3.3-22),
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- omargie | PHREREL
ERBE ERAEL
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2007 37 9

2008 128 8
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MHRA DA —L_N— TV THEBEDIFRITHE SN TV D, fHEIL MDA (Medical Device
Alerts)  immediate, MDA Action, CA Notification |Z435H S 1UF1E STV 5, 2006 F-7)»
5 2008 SEDFEEMHLIZLL T D LY ThH D, 72721, 2009 51 A B3 LA F DX
Bansd (KM% 3.3-23),

B& 3.3-23 SEMNOBEHREEHR

Immediate action,
Action, Action update

Immediate action update

Figure 10 Medical Device Alerts and CA notifications issued 2006 -
2008
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Homa | Prarmacedical Industy | Contactus | FAGS | Glessay | Sitamap | AZ inden | Aveesheys | Help
s
P

About us How we regulate Safety information Committees e o Online services Fublications News Centre Vour views

Home » Safety information ~ Satetywarnings, alefs and recalls - Medical Device Alerts

Medical Device Alerts

Medical Device Alerts (MDAs) were introduced on 01 January 2003, to replace the previous types of safety El:”"ﬁ"'iénd‘vvmiw (e
warnings (Hazard notice, Safety notice, Device alert, Advice notice and Pacemaker technical note) which can be windon)
» Medical Davice Alerts found under Fublications > Satetywamings
MDAs are distributed o the NHS in England via the Department of Health's Central Alerting g 5\/5! m(EAS) MDAs remain valid Related information:
et the re updaled oriiraun. They ate rvimed once they e e yeats ldGan ently vy year) and the lists
1 thiswebsits are amendsd aceordingly.
N
m Latest Medical Device Alerts
» Drug Alerts 18 Feb 2010 | Medical Device Alert: Powerheart AED G3 and CardioVive automatic external defibrillators
(AEDs) manufactured by Cardiac Science Corporation (MDA/2010/014)
Safety wamings and
* messages for medicines This Medical Device Ale nwwn s be. 1o a small risk that the AEDm o ot deliver a shock during a rescue
attempt bec. et may o et 1 Tauh i gt ot
1 safaty nformat
18 Feb 2010 | Medical Device Alert: Arjo Passive Clip sling and Arjo Passive Clip Flite slings manufactured by
How we monitor the safety of Medibo (MDA2010013)
products This Medical Device Ale; n(MDA)h i< been issued due fo the incorrect attachment of the sling olips o the spreader bar, which
i lesd o he pers 2t falng aut and injeing hen others

Reparting safety problems

Information for healtheare 10 Feb 2010 | Medical Device Alert: Teligen and Cognis defibrillators - specific models, manufactured by
pratessional specialties Boston Scientific (MDA20101012}
This Medical Devics Al (MDA) has be. 2 because if thes: dlh\\tﬁsls\my\ riad 1 n;.a ally thers are risks of loss

ot 2hock herapy, Inapp1opilte shodk herapy, 1o o paing harapy o1 105 of anttas

08 Feb 2010 | Medical Device Alert: Servo 300 and 900 ventilators (S¥300 and SY300) manufactured by

=i Siemens (now Magquet) (MDA2010/011)
ures (29 usin n systems), which &
et basducen. Sueh damage L esieatn i gas fave thot
Aadvanced search =
01 Feb 2010 | Monthly list of MDAS - 2010 v

3 Global Harmonization Task Force EMHEaifEBRIK M bEE, BEREICIZEALEEN D,
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Medical Device Alert: Powerheart AED G3 and CardioVive automatic external defibrillators
(AEDs) manufactured by Cardiac Science Corporation (MDAf2010/014)

Download documents:

B

[

£, E o
WRRE SN TV, Bl EROEE. 201042 A 8 H, 10 H, 18 HIZFE I LT
%)

o

g. T OMDOFER
DLF (Disabled Living Foundation : f5E5 415 54) http:/www.dIf org.uk/
| e

DLF 3727 3o A, ., BEAEEMB O AT 5 #EHKTH S, DLF TIX
[Ask SARA] EMEIND HEAFICEAT2aIa=7 404 0, AEOAFEAEHE
DT —42~X—2Z [DLF DATABASE| %4 74 V' CiliE L TW\W5, ZOMMEIL, REE
LY = VI TIERICB W CRR R SN Z R o 72, A% (The Information
Standard) DFENLFH D A L /N—TdH 5, 1969 FITELS 4L, 1971 FIZITHEO#HRE
2 —7Z Bk LTz,

BDLF 7 — % X— A 2D T
DLF 7 —# 34 ¥ U RAZEBIF 25 HFEAIEH R (daily living equipment) OME—Da$E)T
—HN—ATHDH, REFTHY . BT AORBERK DY — ¥ /L7 7 OFEMZITH
HEInTnd,
DLF 7 —#1%, EEFHESCHFHAEMHICET o ERELE LT3 THOHWS 2
CINTELENTA T4 VEIRTH D, MEHIIMEEFREL, HyREL 773
— VX, FE, BEEROT RS F—REEND,
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NHS, AT T 47k 22—, REZEE, LOXIRt8—CRCBTLHEHTH
A9 &, DLF 7 — X 3REFLED =— X ~OMRHE B RS 2k R & 5 A3 5 Tt 25
Do

DLF 7—# OfEHD A U v M, KEOHMIZR D2 & Thbd, BEMREDORIRIZLD
& MO FIED L LT DR TR R R AL TE D,

1,700 DXEEIZ £ 5 14,000 LA EORG OFER 2 — & T C U BFE NI L T 5 HMFEORE
HROFTHZENTED,

WKEWEDERESDH Z ENTED, 220X, HH%E (dimensions) . R, &G
BN, B, 2 TOERIT DLF OEERELIC LV ER STV 5,

VA NEEZ V7T HZELICED EHEOT A M ~ER L, 2 TOFFMN RIS D,
BESDIELWRGAERDSIT2 2 E23ET 272012, Bl BT 4 DO E TORHK
LAY (dimensions) Z T H Z E N TE D,

oz —F L REICONWTH L, £72. BHOKRBREZILAT L LN TE 5,
MHRA D& 22 T - o6, 8 2/ SZEsE /e s, EERQEZE
PERE R Z BT ORI TH L Z LN TE 5,

B ITEEBNEND Z & T, i AR T L LN TE D,

BE), #E. BEBUE, A2 — % — (scooters) & BT A ETe26 DAT IV T 5,
F—= A R=2FTF 2 T A UM b RRERB A TRt S LTV B,

(4) ka4
a. BAFRE. BAMREAK, B, FHo#msE, NEL— K
WERE . BEMREIA

BfArm (%35 =R ZHE AT ZEFT © Bundesinstitut fiir Arzneimittel und Medizinprodukte)
IZBWT, EEESRICET 23, U a— L OFRONEENFE RN TND,
BfArm |%, JE44 (Federal Ministry of Health) (2% (& SAL7- @RI CTH 0 | EHRHERIC
DD DEER R, BRECH AT R MBI DWW T, EHRICIE, FHME,. b a3 L
TW5HEE, BfArm (2200 2 ME O, HARCRERERE, N ommakps, RS
FHROMGEHEE F OATRREE & 3[R THEE L T\ 5,

WIEHROWME, WEL— b
FHH DT I ADRRE LG, MR & TSR LB R (R
EFFTITEOREE) PREORB LA, b L Uik 0 R 3 723 BN R HE Y
ICHFLINTWARNE D REEIE, BMAEPNREDOEE LA,
WV ERE, AR TWARIETH 25 1E, ZOBEER. HEVIIEAEN
WEORBEEA D,

134



b. WETRNEEG - FE O LY
RN 2 B2 D77 Vigilance System (Z{R > 72 EEHEIZ L D | ENTTONL TS EE 2 B

60
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P, ZNREREA A EOREWEIC X Y | B - MEgELMDT, B, ERES
ML, & D VITERCIRIE S EENCE L LT & 9 et A,
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> FINBRFESNCRE LY a—, FHEOBEE.

ELRTER L2V EERTWA,

c. MEDTA+—~ v b

FHIAFHRITILEIC R T 7+ —~ > MZED, &SN D, Y7 +—~ > MEI BMNE
B2 ?D7R7 Vigilance System ([Zih o 72 b D Lo T, HESNHHEA OBMEIILL T D &
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WEARIL, BRKOLO L HH
FhzDORERDOIREE,

& BHTENR SN DATE TICH

RO ONRH Y . HHICEET A3 oEE,. BEO

TBRNAE, REREA IS X 20 RFITE Bl & 7> T %,

H%* 3.3-25 #H{EFIEHE

IEH ik
EEE W W H H H ok
SRR (RS o) R
BERFHEEYOER HR
FHRER] BRI E S D) EER
WEE BLESEE RRINRREE B H VNI A A ZANDRFRE | BIRK
Z Dt
WEBEOE R (AP, e, EEEFE) H H Foak
HEERIC 7 T AR PR
BE9 % 1% 4 A5 2. (MDN,/UMDNS (ECRI)) HER
4 B H H gtk
T NEG, WA TEKE, H H Foak
VUTNEE, vy MAYTFER, V7 hvoT N HBL T
—Yal &y AN EERRUN

135



ER BE
M4, 7T R4 EIEERn
sS4 EEES
TEY. Bk B LT
A EGR
INFRBERE ID &5 EIEERED
FC FH AN EIEERn
B9 % 15 4t T BT B FEERE LR
P e T A o A EIEERn
BT XA E T BE R HE L TW
niEEtk
W B L 7 MR MBI LT
HUFEk
W IR O FAE DT, AR MBI LT
AU, B R
ik
FHOURFORIES (BERIEHEEBE /% o) IR
MBS RR OMFRI. (BIFIA,/ B oA/ HH | SRR
A AT RERE SR O FI 4R
BT FIORE RO A i Fd
IBREAR EfEEMO
PRI IR
i EEERE
e E EIEERED
il | ERR O (LR, P, BiEE ) EEERD
BUESEE O | S HTi R EIEERED
SIS (FIER A | R E LB A i Fd
SRR | RIS TE R ELEEn
BUE S DR | BB DSBS EIEERED
ARG (R | RIEAE A EEERD
A IRE) KSR D FERGA ¥ 2 — )b EfE R0
BEEHE DL ORMK I AL b EIEERn
SENFRAC OV T EEES
B R H H5tiR
24 S L ) [ EEERD
ZOMaA N | EOMa Xk EfE R0

136




HM%& 3.3-26 WETA+—L

Report Form

Manufacturer's Incident Report

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 6)

new case keep basedata |

Wersion £2.02
0100208

[1 Admintstrative information

Redplent (Name of NCA)

[Stamp box

Address of National Competent Authority

Date of this report

Reference number assigned by the manufacturer

Reference number assigned by NCA

Type of report

" Initial report

(" Follow-up report

(" Combined initial and final report
(" Final report

Does the Incident represent a serlous public health threat?
" wes
T no

Classification of incident

(" Death

" Unanticipated Serious Deterioration in State of Health
™ All other reportabla incidents

ldentify to what other NCA's this report was also sent

2 Information on submitter of the report

5tatus of submitter

" Manufacturer
(" Authorised Representative within EEA and Switzerland
(" Others: (identify the role)
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3 Manufacturer Information

MHame
Contact Name
Address
Postonde City
Fhone Fax
E-mail Country
4 Authorised Representative Information | |
Name of the Authorised Representative
The Authorised Representative’s contact person
Address
Postal code City
Phone Fax
E-mail Country
5 Submitter's Information [ |
Submitter's name
Name of the contact person
Address
Postal code City
Phone Fax
E-mail Country
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|iumdmﬁm || new |

Class

™ AIMD Active implants

" MDD Class I " WD Annex 1 List &

" MDD Class b " WD Annex Il List B

{ MDD Class lla " WD Devices for self-testing
" MDD Class | " WD General

Nomenclature system |preferable GMDN) Nomendature code

GMDN =

Nomenclature text

Commercial name! brand name ! make

Model numb-er catalogue numb-er

serial numberis) (if applicable) Lot/batch numb-er|s) (If applicable)

Software version number (if applicable}

Device Mfr Date Expiry date

Implant date [For implants only) Explant date {For implants only)

Duratien of Implantation (For Implants only. To be filled if the exact Implant and explant dates are unknown)

Accessories | assoclated devices (if applicable)

Notified Body (NB] ID-number

[7 mcident information

Date the Incdent occurred

Incident description narrative

User facllity report reference number, if applicable

Manufacturer's awareness date
Number of patients involved (If known) Number of medical devices Involved (If known)
1] 1

Medical device current locationdispoesition (If known)
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Operator of the medical device at the time of Incident [select one}
(" Healthcare Professional

(" Patient

" Cther

Usage of the medical dewlce (select from list below)

" initial use

(" reuse of a single use medical device
(" reuse of a reusable medical device
" re-serviced/refurbished

(" other

(" problem noted prior use

B Patient information

Patlent outcome

Remedial actien taken by the healthcare faclity relevant to the care of the patient

Gender, it applicable
(" Female ™ Mals
Age of the patient at the time of incident, if applicable units
" Years " months Cidays
welght In kilograms, if applicable
% Healthcare fadlity information | |
Name of the healthcare facility
Contact person within the fadlity
Address
Postal code City
Phone Fax
E-miail Country
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10 Manufacturer's preliminary comments {Initial/Follow-up report)

Manufacturer's preliminary analysis

Initial corrective actions/preventive actions implemented by the manufacturer

Expected date of next report

11 Results of manufacturers final investigation (Final report)

The manufacturer's device analysis results

Remedial actien/corrective actien/ preventive actlon ! Fleld Safety Corrective Action

Time schedule for the iImplementation of the dentified actlons

Final comments from the manufacturer

Further Investigations

Is the manufacturer aware of similar incidents with this type of medical device with a similar root cause?
CYes (Mo
Number of similar incidents

0
If yes, state in which countries and the report reference numbers of the Incidents.
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For final reports only. The medical device has been distributed to the following countries:
within the EEA and Switzerland

AT T EE ec rcH ricr oz ™ CE oK

[EE Es F IFR it [ GR [ HU rIE
s rim ru rr i L M7 I HL
[~ NO TFL CFT MRO I s5E [ =t

Candidate Countries
[~ HR TR
™ All EEA, candidate countries and Switzerland

others:

12 Comments

Subrmiszion of thiz report does not, in ifsel, represent 3 conduzion by the manufacturer andfor suthorzed representafive or
the National Competent Authority that the confent of thiz report is complefe or accurafe, that the medical device(s) listed
failed in any manner andfor that the medical device(s) caused or coninbuted fo the alleged death or defenoration in the
sfafe of the health of any perzon.

Signat P print farm I
gnature s=nd ¥ML-data by E-Mail

1 zffirm that the information given above Is comect
to the best of my knowladge
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THHRIEAEDOTERE (K EHERE
W E

< IHH - K

BfArm 7332 1T 5 8 30 % L R B AR I DU TIE 2008 4FE THI 5,000 & 72 > TE D |

2000 =LA IME B H D (KFE 3.3-27),

Zofth, BGFER] OWA AL, WETH OHREMFE, EREEGRO U 27
SRS DFER DO ME N AT EN T\ D, BLEFER O MAEEE Tl
Tl%. GHTF Z i@ U728 248 #FY?ELTU\%S (% 3.3-28.

B, INETHIT
#F 3.3-29. X 3.3-30),

Mk 3.3-27 MEUHBDHER

IR Ll 7 A
. @A R o5y

Informationen iiber Risiken durch Medizinprodukte
Anzahl der Risikomeldungen
000 Risikomeldungen
Gesamtzahl:
2000: 1934 506
{HLI= 2001: 2019 583
2002: 2266
looo 2003: 2535
2004: 3097 235
2005: 3387
500-1 2006: 3862 08
2007: 4646 207
000 2008: 4883 200
D500
2000
1500 080
9179 2290
1000+ 1769
1515
1116 1378
500 926 906 995
2000 2001 2002 2003 2004 2005 2006 2007 2008
Anzahl der Risikomeldungen, Stand 02.02.2009 - .
i Arznimitl und ed <= YAV
H1: RAYVEEORIZL BNE
Nai */\ % B,
2 @ IVD : R 2 ks
nicht-aktive MP : FEBRENA [ 2
aktive MP : BRE\ [ i
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K& 3.3-28 HMEBHBOHER (REEH)

Informationen iiber Risiken durch Medizinpredukte
|Anzahl der Risikomeldungen 2000 - 2008
Produkigruppe 2000 2001 2002 2003 2004 2005 2006 2007 2008*
Aktive Implantate 363 369 416 449 597 648 851 1178 1163
jekti ion/Tr ion/Dialyse 411 393 359 474 520 652 696 645 691
Nichtaktive Implantate 410 431 517 598 671 713 779 874 982
Medizinische Elektronik und Elektromedizin 135 168 189 173 151 197 195 278 283
Dentalprodukte 67 46 61 74 144 163 196 155 197
OP-Ausriistung und Anésthesie 134 M7 137 129 168 157 190 229 255
Orthopédie- und Rehabilitationstechnik 73 63 92 95 105 128 134 118 125
Humanmedizinische Instrumente 68 145 130 77 157 130 132 140 138
Physikalische Therapie 36 55 a7 59 53 75 64 56 70
Ophthalmolegische Technik 38 17 26 25 33 30 63 75 53
Allg. med. Behandlungseinrichtungen/-gerite/-hilfsmittel 61 83 106 125 139 127 137 114 150
Optik/iFeinmechanik 21 15 22 18 20 21 38 38 33
Radiologische Technik 25 24 32 38 55 48 51 81 104
Verbandmaterial/lUnterlagen 16 22 26 22 21 27 34 24 29
Empféngnisregelung 24 7 10 17 10 11 14 11 21
Strahlentherapi hutz 11 13 22 1" 16 25 22 22 65
In-vitro-Diagnostika 21 33 58 121 200 207 235 583 504
Elektro-Magnetische Felder 6 4 4 14 19 14 6 9 6
Ultraschalltechnik 11 7 8 " 13 10 24 13 11
Medizinische Datenverarbeitung (Scftware) 2 5 3 5 3 4 0 1 2
Summe 1933 2017 2265 2535 3096 3387 3861 4644 4882

APV

01.01.2000 - 31.12.2008, Stand 02.02.2009, + 1 Vorkommnis ohne Zuordnung*
itut fiir il und

1 FAYVEEORIZ K D0FEK

H& 3.3-29 #HmEME (UNETHD

Statistische Auswertung der im Zeitraum 01.01.2005 bis 31.12.2008 i bewerteten

Quelle der Meldungen

Verantwortliche nach § 5 MPG
oder deren Vertriebsorganisationen

Professionelle Anwender / Betreiber (auch
Kommissionen der Heilberufe)

Sonstige Inverkehrbringer
(z .B. Apotheken, Sanitatshduser)

Vigilance Reports (EU, GHTF)

Andere Behdrden
(auBer Vigilance Reports)

Sonstige (z. B. Patienten,
Laienanwender, Rechtsanwilte)

Durch das BfArM selbst aufgenommene
Meldungen (Literatur, Presse)

I 1 1 1 1 T 1 1 1 1 I 1
0 1000 2000 3000 4000 5000 6000 7000 8000 9000 10000 11000

Stand 04.02.2009
Anzahl der auswertbaren Risikomeldungen: 12925
institut fiir imittel und iz dukt

1 FAYEEDOHZ L DRE

7£ 2 : Verantwortliche nach § 5 MPGoder deren VertriebsorganisationenProfessionelle :
EEH B L ORGEES
Professionelle Anwender / Betreiber : [EFianlEH . [EIRNEHE

BIEAIVI
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Mk 3.3-30 HMEHH (EEEBOVRVICIELEI S RADBHFDER)

Statistische Auswertung der im Zeitraum 01.01.2005 bis 31.12.2008 abschlieRend bewerteten Risikemeldungen

Verteilung nach Risikoklassen

MP - Klasse |

MP - Klasse | Messfunktion

MP - Klasse | steril

MP - Klasse lla

MP - Klasse llb

MP - Klasse Il

Aktives Implantat

IVD - Anhang Il Liste A

IVD - Anhang Il Liste B

IVD zur Eigenanwendung

Sonstiges IVD

Besonderes Produkt

Nicht bekannt 1199

I T 1 1 1 1 1 1
0 500 1000 1500 2000 2500 3000 3500 4000

Stand 5.02.2009

Anzahl der auswertbaren Risikomeldungen: 12925 G-a ° 5
institut fiir Arzneimittel und Medizi kte L 53 ltj\ |)E\/ [

H1 o A YFEDOMIZ L DHAE
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WEE
[Problemanalyse] & LT, IUESINT-HEFFOEFHERNARINTND,
ERHERIT, FHORIIC SN T, FHEER, FOBER, BRI OB 2
#ENTWD (KFE 3331, KE 3.3-32, KE 3.3-33), FHEER], FHOFINBIOEE
FERIZONTIE, BTNV OEFHRERB AR I TND, S HIT, FHITH L
T Lo TEBOFFEENAR SN TND (XF 3.3-34),

H%k 3.3-31 MEFFIDOKER (ZFHEH)

Statistische Auswertung der im Zeitraum 01.01.2005 bis 31.12.2008

Fehlerarten

félle und F

Ausbleibende Alarmierungz‘3

Elektrische Fehler

UbermaRige Temperaturen und Ziindung
brennbarer Gemische

Softwareprobleme eigener Art

Mechanische Probleme

(F ielle) Unsterilitit / K

Defizite in der Kennzeichnung und
Gebrauchsanweisung

Zusitzliche spezielle Fehlerarten bei IVD

Multifaktorielles Erscheinungsbild®

Sonstiges
f T T T T T
0 1000 2000 3000 4000 5000
'Welches unerwiinschte Produktverhalten bzw. welche unerwiinschte Produkteigenschaft bestand ver Eintreten der Auswirkung?
*Falls kann bei A eine weitere Fehlerart angegeben. * modifizierte Erfassung seit 01.01.2006
Anzahl der auswertbaren Risikomeldungen: 12954, Stand 04.03.2003 a Y -
institut fiir imittel und Medizi s [)I‘{,\ eyl

W1 RAYVEEORIZLHNE
1F 2 : Funktionsausfille und Fehlfunktionen : {E&E){E 1L, FA/ESE)
Mechanische Probleme : #4#% F o RiRE
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M 3.3-32 HMEZBHIOEKEHER (EHDOERF)

Statistische Auswertung der im Zeitraum 01.01.2005 bis 31.12.2008

Fehlerursachen’

Design- / Konstruktionsfehler

Produktionsfehler

Andere produktbezogene Ursache

Multifaktorielle Ursachen’

Nicht produktbezogene Ursache

5144

Ursache nicht bekannt /
nicht feststellbar

T T T T T T 1

0 1000 2000 3000 4000 5000 6000
" Wodurch wurde das Problem ausgelsst (am Anfang liegende, erste konkret bestimmbare Ursache in einer i
2 Erfassung seit 01.01.2006, Stand 03.02.2009, Anzahl der auswertbaren Risikomeldungen: 12925

Da es in der 2uF ist, wird der Punkt ,GemaB Hersteller kein Produktfehler nunmehr unter der Rubrik ,Nicht produktbezogene

Ursache* als Punkt "kein nicht spezifiziert” i i gen sind damit nicht » ,

Bundesinstitut fiir Arzneimittel und Medizinprodukte i A 3 i/\ -l:'\/ [
e s WV,

1 FAYGEDORZLDNFE

¥ 2 : Design-/Konstruktionsfehler : #§i& E D /KRG, 5XFHI A
Nicht produktbezogene Ursache : B IZHEL A L 72V i
Ursache nicht bekannt / nicht feststellbar : JRE R, KAzl

Hz 3.3-33 HMEFFIOKER WHIWRHA)

Nicht-produktbezogene Fehlerursache
Eingetretene Auswirkungen in Verbindung mit einer Meldung | i i i‘

Keine / vernachldssigbar (Befindlichkeitsstorungen, 709 946
vorubergehende leichte Beschwerden)

Statistische Auswertung der im Zeitraum 01.01.2005 bis 31.12.2008 U

Gering (voriibergehende Verletzung oder Beeintréchtigung,
die keine arzliche/zahnérztliche Behandlung erfordert) 353 e

ieg die eine
arztliche/zahnarztliche Behandlung erfordert, einschliellich
semikritischer vorzeitiger Explantation)

1167 235

-

Kritisch (dauerhafte schwere Beintrachtigung oder schwere

Komplikation, die eine chirurgische oder intensivmedizinische 364 596
Intervention erfordert, einschlieBlich kritischer vorzeitiger

Explantation)

Tod (lebensbedrohliche Zustande mit hoher Wahrscheinlichkeit 1]
eines letalen Ausgangs)

unbekannte Schadigung 211 381

keine statistische Auswertung

I T T T T T T T T T T
0 500 1000 1500 2000 2500 3000 3500 4000 4500 5000
Stand 09.02.2009, Anzahl der auswertbaren 12925. Hil der geanderten Eil der zu -
"nicht produktbezogen" und "nicht bekannt /nicht feststellbar” wird auf die FuBnote zur tung it C. 0 \
= DBIEAPVI

D RAYVEEDORIZ K DAFE
: Keine / vernachlissigbar : #5572 L, HDWIE, #ER L & A7e L TR OWREREDOH
Gering : X DOHTE
Schwerwiegend : & DO #HE
Kritisch : i, f&fg
Tod : ZET=
unbekannte Schidigung : #f =2 & A

==
=
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K& 3.3-34 HMERFIOKFER (FHITH L TELERD

Statistische Auswertung der im Zeitraum 01.01.2005 bis 31.12.2008 bewerteten

MaBnahmen zur Schadensbegrenzung1 (fiir Produkte im Feld)

Riickruf (gem. § 2 Nr. 3 MPSV) 1887
Vertriebsstopp, Produktionsstopp 46

Anwendungsstopp 13

Anwenderinfermation, 492

MaRnah menempfehlung2

Anwenderschulung 29

Sonstige 74

T T T T T U U T T U T T
0 200 400 600 800 1000 1200 1400 1600 1800 2000 2200

' Im Vordergrund stehende MaBnahme
2 Sofern nicht mit einer anderen im Vordergrund stehenden Masnahme verbunden
stand 09.02.2009

Anzah do uswersaren isikome 17 s fhrten zu keinen Manahmen G:a BFALM

E1: FAYVFBEORILDNFR
7* 2 : Rickruf : U 2—/1

Vertriebsstopp, Produktionsstopp : {78 F 1k, S ik

Anwendungsstopp : 5h OFHH I

Anwenderinformation, MaBnahmenempfehlung : FIIAE ~D B0, XFLOHELE

Anwenderschulung : FJHF T3 % 5#H

Sonstige : & DA

e. [EH O EHHEE
FAF STV DS, B REORB OB B 132009 423 H 24 H (2010 -2 H
23 HEES) THDHZ &G, WEFEFINLTND LD TRV,

(56) 75 VR

a. BIfRFE. BEMREUA., BI O FHHROHE, NEL— K
Ixt A7 272 EEHAEREE] ik 11 £ 6 H AAEGIRIES 2 T0I SRR L O
Web (Z CTRIA&E L7,

77 ATIE, EU O TEBEMAESS ) (IS &, TAREAE & REICEE$ 515 25
EIAL, TARMAEEIO L. 665 FHUESNTo, TAREA L Tk, ERERHAEMHIC
MDD LA - B, B o RESHER, NERFRFITH T DN &G & I %
FrTnsg,

EEHEORWESEORKIX T 7 v A TH#MK (NF Hi#) (Norme Frangaise) (24K
TR, W - JRE - MIAME - YERE - BREFE D ELENFEMICED STV D,

723, NFBEOHIERE - 7 7 > XA TEEHELH 2 (AFNOR : Association Frangaise de
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Normalisation) [ZEHIIIIIN F HE#E A RO SWEBEMREZITo TWD, o, A—B—Ixf
LCiE, ®EORE, Rt Rrn-ChuliilEEORM - HEE ~0JE 2 #5517
‘(b\éo

(6) R4 R

a. PIfRE. PR, B, FHoOHE, NEL— K

- swissmedic ([E3#i /R Swiss Agency for Therapeutic Products) (23T, EEMZRIZEIT
5V a—NVEORRIP DD LERNPAR I TN D,

- swissmedic |XEREOLRVELMERT H720, EEEHROEKRCTIGOEREZIT> T D
BRETH D,

b. [EWmiEkORE (R - HA - 5L

- Va—nobosWGizonT, BffZEIC/-ARNIZY X RRAREINTWD (XFE
3.3-35),

- Fo, RBEHRELALTCRY, =T —FE2ANLTHRHEEITH> Z LT, ¥—VU—FKIC
BEST 2 Y a—UEFRY A MBEEZOLONLEREIND (KFE 3.3-36, ME 3.3-37),

Fs& 3.3-35 YJa—)LIEH' X b

B snissmodic - Swiss Agency for Therapsutic Products - Archive Rickrufe Medizinprodukte - Mi

TrE REE F®TW BRANE  v-uD AIH [

O - Q HNRA®G P frmw @ 2% B-LJOE 3

PELAD) (@] bt

7/ :
ssmedic

asnoy for Therapsutic Products

5\
E

Hoe | Stemsp [index | FAQ | ortact & vch | Ad De IFr [t En

Latestnews Swissmedic Licences Legal matters. Data on therapautic
products.

Human medicines | Hame > Market survel lanee of meci... - Archive
Veterinary medicines

Blood and blood Archive Ruckrufe Medizinprodukte

components

Medical devices 01.01.2010 - 30.06.2010

01.07.2009 - 31.12.2009

Overview

01.01.2000 - 30.06.2000
Guide 01.07.2008 - 31.12.2008
Materiovigilance 01.01.2008 - 30.06.2008
Recall st (Overview) 01.07.2007 - 31.12.2007
Recalllist of medical 01.01.2007 - 30.06.2007
devices 01.07.2006 - 31.12.2006

01.01.2006 - 30.06.2006

01.07.2005 - 31.12.2005
Search for recalls

New information on
medical devices

Datum Date Hersteller / Handelsnarne Nom commercial Information Ref.
Questonisontolintaton ] Fabricant Produktes ‘Description | ]
Pandemic portal du produit
6
18.01.2010 | Roche Diagnostics | Accu-Chek Inform Il blood lucose VD: Glucose rapid fest | Deutsch | Vk_20091223_09
GmbH meter system analyser Frangais
UPDATE Model 050600303001, 05060311001 English
Update
DEFREN
18.01.2010 | Applimed S& Set de pansement pour plaies MD: Wound care sef, Frangais | Vk_20091222_05

superficiales - sterile single-use, sterile
Model 4608042

Lot 04.06.2009 / 16.06.2009 1
20.08.2000 / 24.06.2009 /03.07.2000 /
06.07.2009 ) 30.07.2009 / 18.08.2009

18.01.2010 | Beckman Coulter, | Aceess Free T2 Calioratars IWD: Fres tilodothyronine |Deutsch | vk_20100114_01
Inc. Model 413430 Kt Frangais
Lot 980902, 989903, 929904, 980905, English
989906, 983907
18.01.2010 | ITD GmbH Compact Cart WD Bags Deutsch |k 2008127313
Model TACCS1016390.100 Frangais .
/N 61016980-001 English f\u Adobe Updater |

| &) —onmTanal L TyIT - MEA AR -V IDERITES L.
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# 3.3-36 ) a—LRRERER

Swiss Aeency for Therapeutic Products — Search for recal rosoft Internet Explorer
IHLE REE FTW FROLDEW V-LOD ALTH 7
== o e sy > E Iy
O - O HRE®G Pirdhenonw @ 22 w-JOK B
7LD 8] hetps, % R ERERE
5
swissmedic
Swiss Agency for Therapeutic Products
Home | Stemep x| FAG) ortact & T
Ui S e Ahorisations Werket surveitance  NETRT T Data o therapeutc
products.
o e dicings o » Mokl surellence » edico dvices » Reeal I o me._ > Search for recels

Veterinary medicines
Blood and blood Search for recalls
components
L Konvers ]

Overview

Guide
Materiovigilance
Recalllist (Overview)

Recall list of medical
devices

Archive
New information an
medical devices

Ouestions on delimitaton

-

demic portal

Swissmedic = Swiss Agercy for Therapeutic Prosiucts « Hallerstrasse 7 « .0 Box = CH-3000 Bern §
P v 313220211+ F: +41 31 322 0212 = Disclaimer

& Feng=en ® 15k

x 3.3-37 Ja— LEHRRERFERED

Search for recalls

et Explorer;

IJPAME REE FTW BRCANE YLD AT
= ® Ty n
Q- © BEG Pos o @ 2% w-LUOK S
FELID [@ ¥ v|Bnm 1o 2 & -
7 N
swissmedic
Swiss agency for Therspeutic Products
Home | Stemap | Index | FAQ | Contact =3 search | Advanced Search
Latest news Swissmadic Licences ations Market surveillance  [NESETTELERS Data ontherapeutic
products
——— survelance of medl.. » Search forrecals
Veterinary medicines
Blood and blood Search for recalls
components
Medical devices Datum / Date | Hersteller / Handelsname | [ Rel.
o 0 Fabricant i Procuites /Descrption 1
produit
Guide o}
Matarorolance 22022010 | Russka, Ludwig  Rollator Nexs 50 ND: Walker, wheeled Deutsch | Vik_20100126_14
Recalllist (Qverview) Beriram OmiH | Model 11445 000
Recalllist of medical SIN: SN1 0809-50 s SN10828-60
devices Rollator News 64
archive Model 11445 020
SIN; SN1082-64 s SN11055-64 und
Search for recalls e
New information on
medical devices Rollator Newus 57
Model 11445 010
ics orsiprlelnkatort SIN: SN1 3209-57 his SN1 3871-57 und
Pandemic portal SN14862-57 bis SN15201-67
10102008 |Invacare ReaAB | REA Azalea Base MD: Wheelchair Deutech | Vi 2009072801
s
020808803810
020808077150
020808655668
020803124875
24082008 | Conbled Linvatec | Bur, Diamond Wheel (TEALY MD: Onthopaedic bur, Deutsch | Vi 20090812_05
Corparation Model 00702149200 reusahle
Bur, Diamond Whee | (LIME)
Model 00702138200
UlraPower Bur, Diamond Wheel (RED)
Model 00702108200
Bur, Diamond Whee| (MUSTARD)
Wodel 00702120200
SIN: all with expiration dates between
July 2008 and April 2013
27.042008 | Sunrise Medical | Powered Wheelchair MD: Wheelchair.slectie. | Deutsch | Vic 20080326 04 v
| 2] A-IHETEnELE & -2k

c. [HHo T BB
U oa—UERIL, B0 EFSRNAZ LS L T EBIC I EONX—ZATAFEEINTWD L)
Th b,
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(7) /JILoxz—

b.

SV = =TS EOFHE TIEIRAEEINERET = XR—2ADREED h vy 7 203155
NIz DD FHAGHE O BRB 2 BRI DWW TR RS RGOk o T, —JF
T, @A EFRET T X TRNHBA TENRDI TR Y . £O7 O B O 3RME
PRIAEIZIEZ2 <, BRI OT « PT 28R L TV 5 72 EOREN R T bz,

Fo. AR OFIHED . ZOFFITE L TARIRE LAZTEAT 2 A 3K T 54T
W LN TIEEHFTICAT S 28 Lo TV DA, bR D BRI RBRIEEICAT
D7p L —EERMAEICE T D EREA~OWE (AL L2 3B BTz,

. BIfRE . BREIE. BLO. fHHoO®mE. IWEL—

NV = —TIIARFHIEZ > Tk | REM TRAHNEESFELFML T 5D,
AHHGFHIEAEH RFFE AT ERIT I N— L TN D, EREEAA FE SRR R 23 ATy
MRAEELZRANCER L, MtHEOHEE Y X N2ERT 5, 20U X MERIZ, ’Ro
R v 2 — M B AR - 5 LT D,

FEAEH R OBEETEAMS OT « PT 28TV, EHEER - EE LT T D, FEORE
WZHh DO THRAHEITRE SN D7D, FIHEITRIMEIT 20,

N 2 —TlE, BUENERT =2 X=X 2P Th D, EENT —F X=X
BT 2 L BRI RDTETH D, BUEIREZRT — 2 X—213 /) VT = — 5kl
ffk (Norwegian Labour and Welfare Organisation : NAV) [Z & U BFE 41TV 5, NAV (EfE
HEE ISR B 1 2 IF A S| S T EMERH Y . 26 OFRITIISG O HEFAZFEmaEL
T OFIMFE 2RI L TN D,

xa2liid

WA LSE TR

A B OFRIAFE D, BRAHE AN DR LR U ZBRICIE, 6 BREILANICREIC R
5 EREFMFTCHE L TIT) ZEMAfEL 2o T D, EFROFERBARIRTH 285513,
X 51T 6 BRILANICH 2 RRTEIE  (National Insurance Court) (2 EFFZE1T 9 2 & 23 A[HE
o TW5D,

(8) Ryxz—Tv

a.

BAfRE . BAMRENA, BN HHoOHE. NEEL— F
MPA (E3E4L)T  Medical Products Agency) (FEFFEZR OS], B, 8, e D
1T O NHIREBITH 0 | BRINZEE B S D77 Vigilance System (25 > T E B as O Fl 2 D
FHZEHRL TWD,
R OB IXERELIZOWTHRET 2 2 LREHH TN TWD, £, WiE
EFIZONWTH, AV =—TFT VENTHRAELEERRFHZMET S Z ENEHHTH
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nTns,

b. WETRNE G - FEO LY
MRINZE B2 D R Vigilance System (Zin > 725 LD #ENMTORLTWD EE X
50

c. EDOTF—~v b
WMEICHT->TEL, 74—~y EPREDLNTWND, FHFICHE L TREREE T O W
E7 —~vy MEKE 33380 L0 THY, FSCANTEIT 2WE 7 +—~ v MIME
33390 LBV Lo TS, T biE, BINEZEESD/RT Vigilance System [Zih 72
DTHDHEBEZALND,

* Field Safety Corrective Action, FKINZE B 223~ 9 MEDDEV2.12-1rev6 IZ B W TR SN TV DGR, [EiRE
DEH R & o Tz, EFHEIRZZTH LTz, ERBEER MR L 7 05 & I CHEEF DR kg o B b o R4
IR T 272D, 179D,
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Mk 3.3-38 META—7 v b (WEXER)

Report Form

Manufacturer's Incident Report
hedical Dewices Vigilanoe System
(MEDDEW 2 A2 rew5)

1. Adrninistrative infor retion
Recipient

Mame of nalional competent authoriy (HTA)

Auddress of nalional competent authodty

Date of thiz report

Feference number assigned by e manaiachirer

Feference numberassigne d by HCA To whorm send (f krown]

Type ofrepord

[m} Initial report

O Falloveup report

| Combined initial and final report
] Final report

Clazsification of incident
m| Death or unanticip ated serious detedoration in state of health, serivus public health threat
O  Allotherreportable inddents

Tdentfy to whal other ML A= Thiz report was alzo sent

2 Informnation on submitter of the report

tatus of submitter
O hd anufacturer
O Authorised representative within EEA and Switzerland
[m] Others (ide rtify the role):

2 Manuacturer infor mation

fanufacturer name

fdanufacturers contact parson

Addrezs

Fostal code Ciby
Fhome Fax
E-mail Countny

4 Atharized Represertative inforrmation

Hame ofthe autharized represerdative

The authonzed representalive s contact person

Address

Fostal code [Tty
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Fhone Fax

-mal Countny

& Submitter's irformation (if dfferent from section 3 ord)

Submittzrs name

Name ofthe contad person

Address

Fostal code City
Fhane Fax
E-mail Countny

E Medcal deviceinformation

[MEES
O AL Active implants

O MO Class 11 O WD Annes |l List A

O MDD Class llb O WD Apnexll ListB

] MDD Class lla O WD Devices forself-testing
O MDD Class | O WD General
Homendature system (prefeable GhADH

Nomendahire code

Nomendatire teed

Commerdal name/orand namemare

Model andfor catalegue number

enal numbenz) andfor letbatch numbenz)

ofbrare wersion number (i applicable)

fdanufactuing datefe:piny date (if applicable)

Pcceszoll esdazsociated device (F applicable)

Hotfied Bady (HE) T0- rumber

T Imcident inforrmation

Uzer fadlity repor reference number, if ap plicable

fanufacturers amareness date

[ate ofinddent ocoarred

Tncident descripfon narrative
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Humber of patie nts involved Gfknown] Mumber ofmedical dewvices involwed (f known)

hiedical device currentlocafonMisposifon (T known)

Operator of the medical device atthe fime ofinddert (zelect one)
O health care professional

O patient

O other

Uzage of the medical dewvice (select from NSt be o

O initial use O reuse of a single use medical devie
O reuse of 3 reusable madical deviee O re-szerviced/rafurbished

O other (please spedfy): O problem noted prior use

2 Patient infor ration
Fatient outcome

Femedial action taken by the he althcare fadlity relevant o e care ofthe patient

Age of e patient at the ime ofinddent, # applicable

Gender, T applicable
O Female O Male
[WreTght in kilograms, #_applicable

9 Healthcare facility irformation
Hame ofthe hiealficare faclity

Contact person within the Tadlity

Address

Fostal code Cify
Fhone Fax
E-mail Countny

10 Manufacturer's preliminary comments [Initial/Follcw-up report )
Tl anufacturers preliminany anakysis

Trifal correchve adionspreventve achons Implemented by §e manmadurer

Expected date of nexd report

11 Results of manufacturers firal investigetion [Anal report |
The manufacturers device anahysis resufts

Femedial action/carre dive aclonpreventive action/Field S afely Corme cive Adion

NOTE: i the case of 3 FS0A the srbwittermeed's bo Al i the fome of dvme §
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Time schedule for e implementation ofthe identfie d adion

Final cormments from the manufacturer

Further Trve=tig ations

I= the manufachurer anam of similar ind dents with this type of medical device with a similar root causeT
O ves O Mo
ez, state in which courtries and e repartreference numbers ofthe ncidents

Forfinal report only. The medical device has been distributed o the following countries:

Within EEA and Svitzed and:

O AT O BE O eu O cH O cy O cz O CE O ok O EE O Es
O Fi OFR O ce O &R O Hu O IE als o au oLt
oLl oL OwWMT ONML OKOo OFL aFT OrRD OSE o=l

Osk

Candidate Countries:
O CR O TR

O Al EEA, Candidate Countries and Switzedand

COthers:

12 Comments

I affirm that the information given abowe iz correctto the best of my knomledge.

éig nam.l:;.........

Name City Date

Swhariesion of s reood doss o, initsel, mom et 3 comoly son b the mamuBolier 2ndhdr selrofzed
meaesemAive orfe refona compelent authofty that the combant of this mport is complete orgoaraie, that the
medical dewoe (s) ised Biled in any mammeramlbe i e smedics! de wice 5) causad orcontibuied do e alleged
dezlh ardeledoraton in the sizie ofthe fealth of a7y peson.
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K*E 3.3-39 #HETA+—~< v + (FSCA)

Report Form
Field Safety Corrective Action

hedical Devices Vigilance System
(MEDDEV 2124 rewd)

1. Administrative irforration
Destination

Name of nafional competent autharity (HCA)

Address of national competent authonty

[ ate of this report

Feferenc: number assigned by the manufachurer

Tncidence reference number and name of e co-ordinaling nation al comp etent autho ity (if applicable)

dentify o what offer nafonal competent autfionfies hiz repedwaz alzo sent

2 Information on subrnitter of the report

[Status of submitter

a hd anufacturer

m| Authorised representative vithin EEA
O Others (identify the rale):

2 Manufacturer infor rration

Manufacturer name

hfanufacturers confact person

(=

Fostal code City

Fhone Fax
-mal Countny

4 Authorised representative information

Hame ofthe authorised representative

The authansed representafve™= confact person

[Addre=s

Fuostal eode City
Fhone Fax
E-mail Countny
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5 National contact poirt infor mation

Mational contact point name

Mame ofthe cordad person

Address

Fostal o de City

Fhone Fax

E-mail Country

E Medcal device irforrmation

Claz=

O Al D Active implants

| MDD Class I O WD Annexl List &
(| MDD Class lb O WD Annex|l List B
m} MDD Class lla O VD Devices forsel-testing
m] DL Class | O VD General

Nomendature system (preferable GRiDNI

Homendature code

Homendature fed

Commerdal name®rand name/make

flodeT number

enal numbenz) and/or Tobbatch numbenz)

S omniare wersion number (F applicable)

M anufactunng datefexpiny date (i applicable)

Acceszaresfaszociated device (f applicable]

Hoffied body (HE) T0- number

7 Description of FSCA

Badwgrourd infomalion and reazon for the FECA

Deseripion and justificalion ofthe ackon (coredivefpreventive)

Advice on achons to be taken by the distributer and the user

Aftached ple aze find

O Field Safety Nofice (FSNYin English
O FSHin national language

O Others (please spedfr):
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Time schedule for fie implementation ofthe different adions

These cunties within the EEA and Switzedand are affected by thiz FECA

Wiithin EEA and Suvitzedand:

O AT OBE ObBU OcH Ocy @OcCZ OCE Ocok OEE OEs
(| OFr O OGR OHU OIE als om ou oLT
oL oL OmMT OHWL OND OFL OFPT OrRO OsE osl
Osk

Candidate Countries:
O CR OTR

O All EEA, Candidate Countries and Switzedand

Others:

These counties outside the EEA and Suwitzedand are affected by this FSCA

2 Comments

| affirm that the infomation given abowe is camectto the best of my knowdedge.

S |gnab_”e

Hame City [rate

Swharizzion of iz repod does mol, initsed, moesent 2 corelysion by the manuBctmer amddr authond zed

e semaive or fe natord competent authodty that e comtent of thiz eoort is comolete orgecurale, that the
aedica! devoeiz) Naled Giled (v any samrerardOr that the redical de wioe(s) caused orcontibuded o the
Feged death ordatefomion it the sizle of the health of any person.

(9) 2423 VF
a. BAMRE. BRENUA., BXL O FHRoOMWME. NWEL—
=R A 12 4% D BE R FEBIE. National Supervisory Authority for Welfare and Health (2375 L
TR B ey & E3L TV D, National Supervisory Authority for Welfare and Health 733
FIMRDTA RTA U ZRLTND,
WL, WEEE . EAE (EREEE). MAEET LI TnD,
BRADLEIX, EilICL2%MHE2To TV AR, BAROME LB TTHIMERH D,

b WY& A - RO
ERHRORE, HREICE L, TR b o 80, KWl 5V RSN 27 Bk
BB h > 1B, T b ERHERAS I S s AT T 5 2 L AVED BT
I/\}:)o
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BERRFHNZIOWTIR, BEEEHHVIIMEAE L. 10 HURNIZHRET 22 & L78oT
W5, EOMDFEFNZOWTIX, 30 HUNICHRETHZ Lo TWN 5,

c. |EOT7Fr—~v b
WEBEHEIIMNE 33400 BV EDLNTND,

ST, PG O%, RIEAEZLZF L LT, REREZITOLENDL S,

H%& 3.3-40 #HmEERIE

BB WOt MAEEOLT, HEBROLFR, T AES,

9%\ % B == ~
EIRREOWR | gpgn, S V7 LER, vy MBS, V7 FU=T 05—V V%

A AT, FEARE, HENSHDER, EHloRE, FHIBT SR

3
ﬂi‘

F45 D15

FETEALE DA ARSI O RIAZEH R IEALEONE

e E O O O LS S

(10) Fv=—7%

T —ZICBWTIEEAEE PN EE 2 XL TV ORAERINT v ~v—2 ko ¥ —
(Danish Centre) % FONIFHRE LT, 7 v ~—727 KLOALER OfEukH B O BA%E - W - FFAM
OHLIEETH L, —H T, BUHBEDOT — 2 X=X AKRIIIEAR TH D72, Web
A (JEFEN—Y) FEEZRL, T X=X T D EHRENE LT,

Z ORGSR, WU T o~ — 7 B X —TlX, WUENT — 2 X=X %4 T4 Cill
MLTEY, Fr~—2 BB T 557 36,000 RO B & 460 DIRGEHESE DOIEH %
o TS, LALARnn, AEOFMETIE, FHEOHERZ LD LS ITH-> T2 h
TR CEhahote, —FH T, To~—7 ClHEAEMAEICET 22 RRHB LT
(Complaints) @7 1R ZEBNT, ZORNFLH 3FH DS TE DHMMA I ERIIREE
SNTWDZ ERPHLMNIR ST,

a. BEMRE. BIREIR, BX O B@Ho@E, [EL—

BENAN T v~ — 7 o X —ENL AR e 2 — O
WHLEIN T v~ — 7 v o 2 —THEMEMRRR (VISO) ([CFTET 5 EN ikt 2 —Th
Do T ST NRAY R BT — B X A 4R 2 UG BUR & R A AR —
LT EEFERABHELTND, £io, BEEZ RN Z 24 L T\ HHEMZEE F 2kt
RELLTND, SORIMEEITBORREE OIS, oekEHR . BRE L@
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DFFA#ETH 5,

HEEAN T o~ — 2 & o F = I TEALEANIC RS T 2 B OB RN 2 B 2T 5 2 &
ZHHE LTS, fREICEEH>— B ZH 2 DD EER ORI IS8R TD
AFEROEME BIE L TV D, BT v ~—2 2 ¥ =%, RERE AR BBV T
FEME A A R LT 28 12 LT\ D,

WAL T v~ — T B 2 —1F, F72, WAERIN OB, BEMERCHMB R FIEIZ O
T, FBPEHBEEBERL TS, AT ROFTACEEDOH D HIZBITHLL O
FIURFIHET 5 LTk - BI% - WA S - BT R o2 X\ L TV b, 2
AT EAT B OBERERY e AL BT ORI, EER 7 0y =27 b ~OSH, — KR 5EE
e DBERELBRTOIHLDOTHD,

A ST AR A LN O FECHIHFTREZR b D & LTV 5,

www.hmi.dk® Web %4 b, MEE THifrE T 4% v > 7)) EFE v FT—7 Ff
FRONE, BHAET -2 =2 HE, BIF—, DHER L,

U T v~ — 2 v X —DRAZ v T HITKI 35 L TH D,

WU T v~ — B X =X T v — 7 DR O TR LGRS L o THEE ST
%,

BN T v~ — 2 B 2 —13 % < OIS 28 U Caaka B - B L T\ 5, BIRRY
([ZiE. A, BB, Ak R oL, FRLEBEN R T e Y =7 b OB FHE
FIEBTH D,

IR Tt Bkl T v ~—2o v 2 —0EREETH D, FHli, 3Bk L, %k
travxs b, BT v~ — 7 22— T D Web A R hmidk” (2O
THITT %,

1) PP, ARABR & (L
RN T e — s =T BT DRI R, RO Z < OFRKIC L v E A
DABEINTND, EEEREICESBRICEE L, BEOHEOZ M, Ffe!t.
AN T L BEREIC RS 5 7R3 A5 &2 424845,
OO FIEPERE AT A ZLICLY ., "WEEROZODOT B A A L RO
iR B W T, HHOEER OB EZZ T 50 0OFIT 2T 5,

2) L7y b
« B I TRRALEAT Y — B RIS HRE SN BRICEE 5T A ETEEN, T M A
AHEICEE S LTV D, Bx ki S ik e sk L. B FE SO AT 2N E kB R
—ERRT VA YT 4 MDD EEARRICLTWD,

3) T T v~ — 27 £ v 2 —ORMET D Web ¥ b “hmi.dk”
L Web VA R It & WA LC BT S B A RIS 5. %7, BUEO M
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R E R 72 N By 7 AT T DB IR OB RIS T 7 B AT 5 2 LN TX
Do FTo. YV A NMIA U TA EEFL, MEEEEOR LIARIZH RIS LTS,
CFRHET —ZN— T 1998 £SO [HIT), THiE N T 4 F v v 7] OFEHFEOE
TREA~DOT 72 A %8I 5, £, e-ilE. T & B E ORBROENICETH 7
F—F7 L TH D,

b. HETREENE - B ORKYE
c. WEDODT7+—~v b
ABIOMECTITFZY T HIHFREEETE o Tz,

d. 1EHEEML s 27 A0 AR
a7 — 2 ~X— 2 (www.hmi-basen.dk) TII7 > ~—7 OHiFICEIT 5 36,000
FEDENE B & 450 DIRFEHEEZ N LR DIERDOA Y TA 0T —=FX=ATh D,
T = A R—= 2%, BIRWRECE T S BT — & L REEE ARt 5, BHEEE
PSR HL 2 8RR - ,ﬁﬁ]\ﬁ”%éiﬁjj F el D, o, fEALE & BE Lo A R S
ZEiZkY, MREEZET D,

e. HRo HHT B
— SR ZDEANTH o T, PR ARE & HICETIICH LA 2 LR TE 5,
T2 OEHIIEIZ10ETH D,

f. T

BZOf ARRH LI T (Complaints) &7 1t &
ffi/ﬁ\“j‘“‘lfxﬁiimlﬁTf)@*ﬁﬂ%ﬁ@ﬁﬂ%’?gﬁﬁ’\@ﬁﬂ% (home conversion) (284
5 BEREICE O THRATNED RIS P N HE, N3ttt —exAn vt
Z— (Social Service Council) |Z & VRS D, H_A‘H‘*—Exﬁﬁ/“{?7“— I2ED 5
DOHIRITITERE S 4L, fLEk SN FHIMELEE TE 2, ZHITERICEVHES
NTWo, 3725, OB v 7 — BIRESHERNOEW RS ZEOND Z
Ll b,
385 Z B4 (Social Appeals Board) (2 X2 FEINTWAANWIZET 550 7 v+ 2
RS %, BRI, PRENPHSFTEFE LTRETLIHOTHD, & LHUKD
REICNWAHDmE. 2R EZEXNLERIIHESIND, —BREILIUT, 1T
2FEZET. b LFEEmROWTNNTEET L7 — AL LTS hae—77
WNZHIWT %,
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(11) GHTF

GHTF (=& H E PR 5 {b2i%  Global Harmonization Task Force)ld, HA, K[E,
EU, T4 A=A 7V T OEBREEROHMZ1T 5 1TEL ERORFITL VR IN,
PR O BN BB OF ., BRSO LM, R, MHE. MEEZRIET 57201
Ehi 2 HH AL L, BHANEELT 2 Z 2 HIEL TV D,

GHTF (2k17 % SG2 (ERSAFTERME MREER) (22Nl T &EIT, E
o OEEE P ORY T 2AEFREFEOBHLHICEE D Z ARk b T
Do Filz. SG2 TiE. TEFHEAGTIREEN, ERESROAEFEFZREOZOEBET A &
VAL ZBWT, AEESHRE (Adverse Event) ODIHHENEH INTWE, B HA H
A, BEEE I L > THEOHBIY BIClE SN XS ERESRICET 2AEFRD
WHICEHTHTA X AL LTOZa— LT VAR LTS, — 5T, ERERD
FERBFICZDMEICONTIERRE LTV, 7720, SG2IXEMAFE L OHEIZS
WTHT A X AZBNT, UTFO LI IZFEEH L TV D,

COCEITERBSROMEAE L 28MEITRR L LT, Ll BiBIFAET S
s DYERE & R 2 E A SGET 720  BHPY /IR EIC L 2 A EFSRE %
RTINS THD, 25 LEMHEABIC L DWET, FEOBHNIC L v B2 Ry 28
FUERB ST, HDOWIEIIESLIZ R SN DS LIVRV, [EFRES O E S F R 2 %
B S RIS G 256 Bl S R OF @2 BhEd S 0RICEBIERE S mET 5 L o
IR FHid e L6 EThH D,

HEFRGWEERIINE 3341080 THD,

Bk 3.3-41 HWEXRFICILIAETERHREERE (A=N"—HILT—42tvH)

1. BEER

A BEEHES
1. RUESEE O PNEE FLER S
2. FAZITCOHHIY R3E v Y T EHE S
3. PR DG EER
4. EFRHERE >
B. 5D % A 7(1 D%&IER)
1. IS (=2 %)
TEEFIC IV IRH SN HERE O & 5 FRICHET 5 OEH, T DOED
HHRIIRZERTHY, HEEROEHDBNIEL 725, ZHUIEIRREZ & e,
2. THAu—T v THE
| HIRAFCX 2o R HMERE O b 2 F2ICHET 2 e S A Rt 2 W5,
3. THE (ZrAF )
RIE LB NG FRH D H D ERIT OV TRAKEE &k L TR 2 Hs—7
7ATIVHEPA = VREOL G b H D,
4. FLr R
| GHTF SG2N36 (2> T b Lo Robrofk L LTt S h 2 i
C. & H
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D. AHEFLEAER

E. HEFERD V7 T A(N21,N33 )

I PHIERSEL, EHEREE, EITERRARELE LofBE

2. MERBLHLMOT N TOHFEFL

F. 8353 0mY 2 7-H

| BLEEE RN ME BB O b 5 FRERAICH ST H

G K[ H

| BLEEEN NG T 7 A TARE LB TORVWES ., B R~ O T E H

H. RS O A £ I 3EEREEA

1. il 2 32 2 A 2 38 O K4

2. =4

3. P

4. W&

5.FAX &=

6. BFA—NLT KL A

L ARHRE 2280 LT Do B R o047 5

I. BRAREEHICET2ER

A, HIHIZBET 2 aEMELA

HERFZOBMRETITFHMEICEL 5 2 28R H 0 | o Z OREEOMOEHT
WCREH ST R WEEE R 2 R AT 5, B TEFIIRBICE C 2o 55 sl
REETH -T2 TREITBEEAEORERTHY . LF VRS —ERHAD 3 HENZH
DEFR D 7 — 7T VIS EIE SLTe ) TX BRIERERHE 20 FRLL EfE - Tl 0 | AEFREE
DRESFRARFERTH o] IR L,

B. #iERE O

C. F5 L -k D%k

. BEHHEEE B S

A. AR

B. 7T

C. EEs

D. FAX &=

E. EBQFA—/1LT7 KL &

F. g Y 3 A4

IV. ERBEERE R
(BERIEREEG DG L TV D50, FERIERR R 4B E U O 248 0 3 LAH)

A, [ERRIE GG T

1. BUERES

2. HYH KA

3. P

4. W&

5.FAX &=

6. B A—NLT KL A

B. AR OMA A (U R R BN

1. EEMEFEE

2. &

3. T HEE

4. 7o U CHREIERRBE S O ARSI E

C. EFRBEAR ORI (U 2 h 7 HIER)

1. #lElfE ]

N

- HA AL [ s oD PR

3. PRI T REIE SR b e 0 P

4. HERL/ABA

5. Zofth GERoZ &)
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D. [EFRBERR O — G

1. —fREA P

R — |

T XA N TCTEZE L7 GMDN =2— K

WRotsn (R dh4h)

AR5

AN Pl Bl R

N E 0T E S

7. RS R 1

F. ERHEESOB/EDOIRRE
(5] : RS IEE STV D, BEDKERNICHIDIAEN THER-> T\ D, BLUEEFIZK
INTW5, AERR L)

G. B DO AGRIGH

1. [ERMEA O AR & 5 A T B AE Y )R

2. [ERBERR O AGE & G- 2 T-RREHERS (Notified Body)

3. ERRIEZRDIKR & 5 2 7oAt D 5 = BRI 4

4. FBEREES (NB) o ID HF &

7. KEEE

CHEEE L ARERR

A, BUESEEIC L D RS T R R
ARIEIZONWTORETE, fRB IO maitiko Z &

B. KEHE, ZIE, THHIE

VI

BEES (BEMICLEICS U TARMAZ Y K LER)
VBT U CATR B 328 2 0 BREE & i dl,

- FERAEROBEOF R HAT2mbHH, A, F2WE)

. YERY

BBEOBG LIEREGROY X b, B7 v a VIVBIR,

A
B
C. KEEN XTI T h (A— FiEEMHH)
D
E

B E L LT D HROMR & BE ORRIR

1. B OIRHICEEE L TS U7 AL E

2. BFEOUR)F (Patient outcome)

VI. DB EFR (52T HEOHITFLHE)
EET T ZOFEFR L FE—ORANIEE ZFORBROB ERELRLEZH > TN D,
AV ARAY-4
TWDGAE, AEFGOREZTLIT 5— [y TR SN ERERS 1 54720 OFS,
F 213 H DR CRRIE SN AT OEERES 1 64720 OFROK,. LB THEL
ZOBEROBMIIFELE~DOABRTH D LA EIND, 16V, NCA X ZNZENFHIZT S
BRICIHEBIRLS BET X,
(4.0 —RAFEED 9. BHR)

V. 2 x>k

IX. BEEEIC L 2ERICET B EH

H# : GHTF Medical Devices Post Market Surveillance: Global Guidance for Adverse Event Reporting
for Medical Devices] (Z-DWT, HAREREHEARPEFEHE S DMER L 72 GR
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3.4 tEZEDHMGK - BAEEICEIT S EERMNEFDINE

HEHO=—X - & - FHIFRICET 2 ERIESCRIS 21T O HRice 7 U i %
T TEBIUECIR L, SIS OB AR O E (T 5 KRR, BB LORBRICESS /v
NI E R LT,

3.4.1 AEDEH
ZOPFETIE. FIHEOE - FHEICET D IF BRI S 24T O FIE - ARk 2 5
& LT, 1EHROILE - 124 SHRITI T 5 FEREOMBE, IR DR 0 = (T B4 5 BRI
EOVUNUREEREL, BONIHREZEHEL T, FORICT 7 /) oA FiH&RICE
WCEETLIHAOERRE AT 20OHY I, BT RXETMMEOREFHI KBS 2 Z &
ZHEE LT,

[FHINEICH > TDE X I7]
kA B FER LSO — R HSIciE T 2/ S X, LT OH 65 THRIERS K E
<EpoTWn5, (WE 3.4-1)

M% 3.4-1 BUARE—REKEOFEELORER

=5 K E (OAEE
R T
R & Bedh DBRR FURB - FUR Ay CEEL 550 5 50 728
REC B B T2 —FORE - REO L
SIS & 7 SR 0 A T
AT I ADA
TR AR OB S A
B L — | OB - B S
wEDZEN
RO <= BB O BRI
WRBRGE - RSO | B 5 ORI E O WAt
A e R T

FAEEEHLOEDY O
ot A

HEFH - E 1T O ICH
32 Bl

T, —RNREEEREL AN E Lic=— X, &, FiOBRINE. xRick
D SEBERI RGO T A EICBE T A IR S AT A0 H 0 HERETT S O
AT, LT LObARBRERE GO TLIIFRARNVWEEZLND,

Z 2T ARRHENIE T, MEETIT e SEAEH ESEICOW T, FHO I E O
IR, (A, R EIT o TWD (1T D D) EREHRE LERHEZERT 22 LIk,
LFELVEFREMIR S AT L0H 0 FIZHET 7R e50 2 L2 AL L,
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3.4.2
(1)

FEDHE
FERNR

AR EAZBI T g - EIEFEOMMATR Y 5 B E LT, ME 34201, MMikz
AR L LTz,

HM%*x 3.4-2 ET7YVIRR

ilz R e

ERFEROIMY HLY (BE)

MSATEE N EE
S R
TS

RERE XV EFRICESSHERH L LT, o, EXERBEBRE LV ENE
Be L THEE2ZT VWD, BRI L DIERINVENETH D2, HLHEIZ
I U CHRUERELE A~ T ) VB ZITo TV D, R—AX—UH#, )

WEHRFE AN T v a A= N L ABERRIEEIT-o TV D,

ZEREHN

A< HEEZED D, Bahb LAXEBE A — L TRMBICET 2 MEE0E®
P EZ T TV D AT LIEE D B 7208 S B &l S =54
FIZERICB T2V RAZFHIENMTOND X oNT LD 2 ERnH 5, ME
FARITBERAETFICESNCERE L TW A BMERIERO T — 2 X—2{kid L
TV, BEEDOZWVERMERIEANREZ QA BRIZTHR—LX—TTA
FLTWD, BHO— RSN EE T~ EEEBE SN TS,

WMHEN AARE
PREERE R T

EREBEICB T 2F S - e v ) -y MEH, BLOL ERICBTSEYY -
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