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1. 

2. 

3. 

4. 

F. 1 

Australian Government 
M<=DS/i\F<: 

D!!partmcnt of Health and Ageing 
Thcrapcutic Goods Administration 

NEW ZEALAND MEDICINES 
AND MEDIC:AL DEVfCES 
SAFETY AUTHORITY 

Users Medical Device Incident Report egDoctors, Nurses, Patienls,Public 

-----·-- -------·-·-------·--
What should be reported? A medical device is any material instrument, apparatus, machine, implement, 
contrivance, implant etc (including any component, part or accessory) which is used in health care and includes in-vitro 
diagnostics. 
Typical problems include deficiencies in labelling, instru~lions or packaging, defective components, performance failures, 
poor construction or design. Suggestions for rectifying the problem or improving product performance would be 
appreciated. 

What should you do with the device? Please keep the device and its associated packaging until you are 
contacted by the TGA/Medsafe. To send the device please follow the instructions in this link 
http:l/www.tga.qov.au/problemliris/devices-testinq.htm 

What happens to your report? The report will be investigated and discussed with the manufacturer/supplier. You 
may be contacted for further information. The report may also be reported to other Health Authorities. If action is 
considered necessary it may involve any of the following: 

1. Recall - removal of goods from sale or use, or their correction, for reasons relaling to safety, performance or quality. 

2. Safety Alert- information relating to the correct use of the device to inform those responsible for the device, or affected by the 
problem. 

3. Report in a TGA News Bulletin (a c:ommunication produced by the TGA and distributed in Australia and New Zealand- lo convey 
information on medical devices) or other appropriate journal(s). 

Medical device manufacturers or suppliers should use form# MD1R03 
http:/lwww.tga.qov.au/docs{html/forms/iris mdir.htm 

Product 
Identification Please provide all available details 

Brand/Trade 
Name 

Device 
Description 
(ag I.Jr/nary Ca/l>a!or) 

\--\:.. ~ 

Date of Report: I :;:l, \ \ ~\, ~ 

Device Model Batch Number 

Identification 
l 

Relevant Dates 

Manufacturer's 

~G~c ...... 
Purchase 

A()_ roximate) 

'2:.-,C::,'\.C:C.... -
5. name address & 

d:,. ~ o-,.: ,~ ~ C--=- ....,--.. \...-,.~·-)re., 

6. 

B 

7. 

8. 

9. 

telephone 

Supplier's name 
address and 
telephone 

Reporting the 
Problem 

o..,.,.),;; 

? 
Please provide all available details 

!f YES Date If YES add contact details 
Has the supplier D YES Contacted Name Phone / Fax 
been informed D NO J I 
of the problem? '('-,lo'\'" ). =- ,.......--\ . ( ) 

,L..-~._.::,, ~ ---------'-----------'-·----------~ 
~;J.~!ace of use Please Do Not Contacts for access to device 

Where is the 
device now? 

Is this device 
supplied sterile? 

Lost Updormi· Docemb.,.. 2008 
LJD1R03 

Ll,fVVith Reporter discard the dellice or N Phone/ Fax -

! • 

D With Supplier related consumables 
0"With Patient & packaging 

DYES 
g,rgo 

Is this device 
reusable? ~s 

Is this device 
single use? 

i;;?'YES 
ONO 
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C 

10. 

11. 

D 

12. 

E 

13. 

Problem 
Description 

Add a brief 
description of the 
problem. 
Include what led to, 
or contributed to the 
problem. 

Add a brief 
description of the 
consequences or 
outcome of the 
problem. 

Reporter 

Do you want your 
identity to remain 
confidential? 

/f YES your name & 
contact derails will not be 
d/scfosed lo 
mam.ifacturers ar 
suppliers with out your 
permission. TGA will 
COil/act you if more 
/nfomiation is needed. 

Initial Reporter 

Do they want their 
identity to remain 
confidential? 

If YES their name & 
contact details will not be 
disclosed to 
manufacturers or 
suppliers without their 
permission. TGA will 
conract them if mare 
Information is needed. 

F TGA Feedback 

14. Who can TGA or 
Medsafe contact for 
more information 
regarding this 
incident? 

p.2 

Please provide all available details 
If you do no/ have enough space please add information onto another sheet of paper or Into the body of your ema/1. 

\..-":I... o-,,...::, e-- \..-.. o- b '-\- \r.. ·.~ .c;;,~ e,... "'--::=--= c:>--JeS ' · 

6 ---...._e-c,..r-::;::,. - y~o..~'~ o,,...~C"-C-..._._6-. G...-$ 
O__.-~ .._,.=:, e;... ',.~r---.--=' ~ C)... ....._ '-- .....,_;:.J~ -.;:2_~ "'=:, ,:;-

CV"-,e;_,,"<;° c-'- = .--. ('V". e>< 0---~ €... :;,-<'- c..e... ~ .._ ' ~~ 
c;>...... ;;;. <='l, ~\..' :;;::t ~, ...... :. c>- '~ ~ ,=..(?-......~ 
C;:4..,e~ ... · ~D-----\ -:J:" ..:::> ~ ~ e> ' ;:l.. \r-o c'-.... "=,;, -===<"">.. 
Please add sketches and pictures if n~ssary and/or available _,.J 

~~.....- o,.=,--..i;:,_ ~=,:- .::;:::_~ ,-....c, c::,._ ...... ""<:. ,,e....e:,x-
c'.:- c:;:, r--. e ·~ c ..---.. =-C'-. =..-'>< x < e.. r:--v--.e>,. ~ \,-.,.., ~ 0-............_~e:, ·, -.. 

\::)' =~ .. '~ c... = I;"-"'- erv---C>...e..~ -S.o- _...,_ "-oe-

~~-, o--c...::a-6.. G-:::> ~ ~ =-'=" ~-=~ :~-.....::.~ 
.,,-< \..-.:. ~ .._,.:::::.c-=- <-= _......'< '-.e__,~ -o '"' .,;;::t'6 \"'b \ ... 
~--\ y~ y'-.C-1"=-..:l < -'"\.. ~ e..- -5~ ~ =.--..9,.> ~ 
\c:,e..-'- :..e-,..::, ~ - )('\.-.c::- ~=---' =-- ~ e,..),-c_~ ~ (2> 2;, 

.y'\..-.. .;a;;_ .......... C,. -- - . C--=--..,,.. <::;"'" .:.""'=~'--re=~ '>.c-:::::;::. 1...-...~o-. \... 
c,'-e....-\-" c.5 :c::;.~o-""'= ...... - ~a.-.....,-e.__ C-~ ~ : ~Q...\ 

a.-..9 .. e.r.......:;;;:.~ <2(?.....-. l....,,..'\"--T\;l.=,.:::::, 6\--..=---=·· 

Please provide all available details ~e. -~......._ = ' '--~ ~------
A report without con1act details cannot be processed. ~ ~ -=- ~ 

Name 

Please provfde all available details 

If YES or NO add contact details below 
Name Position / Occu ation 

De artment Institution & Address Phone 

Fax 

email 

G How to submit Post. Fax or email your completed fom, to: 

Australian 
Reporters 

[8:J Post to "El email/ fntemet ,EE. Fax to = 

TGA 

New Zealand 
Reporters 

MEDSAFE 

Reply Paid 100 Courier delfvery: 
Medical Device IRIS TGA 
TGA, PO Box 100 136 Narrabu ndah Ln, 
Woden ACT 2606 S)'Tl1onston ACT 2609, 
AUSTRALIA AUSTP.ALIA 

!81 Post to 
RobertJelas 
Senior Advisor Compliance Management 
MEDSAFE Ministry of Health 
Deloitte House 1 0 Brandon Slreet 
PO Box 5013 
Wellington 
NEW ZEALAND 

Lasl Upda1ed: December WOB 
UD1R03 

lris@tga.gov.au 

wvm.tga.gov.auldocslhtml/fo (02) 6232 8555 
rms/iris udir.htm 

~email/ internet · ~ Fax to 

Robert Jelascalrnoh.govt.nz 

~WM'.m edsafe.q ovt. nz (04) 819 6806 
W'WIN.moh.9QVLnz 

1l' Phone 

FREE HOTLINE 
1800 809 361 

ii' Phone 

(04) 819 6881 

Pago 2of2 



p.3 

gTH OCTOBER, 2007 

RIGHT HIP RESURFACED-BRAND-ESKA 

SPECIALIST; 

17TH MARCH, 2008 

LEFT HIP RESURFACED- BRAND- ESKA 

SPECIALIST; 

6 TH APRIL, 2010 

RIGHT HIP-TOTAL HIP REPLACEMENT- BRAND ESKA 

SPECIALIST; 
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4,lk. Health --NSW 
GOVERNMENT 

Our ref: 8798643109102012 

Dear-

I apologise for delay in forwarding this information to you. I have tried to phone you on a 

couple of occasions, without success. I have attached a copy of the operation report from 

6 April 2010 and information from the "procedure case report" (which is not part of the 

medical record) on the same day. Information recorded includes brand, implant 

description, and batch number. 

I trust this information will be of use to you. 

Yours sincerely, 

Medical Record Manager 

ni::w~::,1u,1 f"\l~II\. I UlCII I ..... ~,...,..,,_ .............. .. 

Unplanned Return to OR 
No. 

Procedure Information 
Operation performed 

Revision Righi Total Hip Replacement 

Operation description:. 
GA. IVAB. L Lateral position. 
posterior approach. capsulotomy. cervical osteotomy. removal of implant. multiple swabs. femur 

prepared to accept (Stryker) Securefit 7/132 implant. surfaced with 44 mm.medium length ESKA . 
head. stable construct. posterior repair through transosseous holes. close m layers, monocryl to skm. 

Wound Class: Clean. 
Prosthesis details 

Prosthetic Details. 



Ia;k ~d't ~~ ~atient ~hart ~1h Motfica':ions DJCument Pickl& tfelp 

: PerioperatrreTr~r~ ~CaseT1amng [caseselectbn DyrarricVie~i .dMesS3geCentre J Patientlist j. i,iSurgiNetlntranet iaSEAlSTestMarua! [itGudatei'i15 j [ Uiks i: .,} } 
. ij C~a1ge i ~t § ~akulator ~ MHoc @b~orer Meru !O DB Pric~ Tool Ap~rntioo 6f, Charge Revie\11 ~ ~dulng Appoi"bnert Book a Preference Card Ma~lemnce ~ 

ll 

Agalllll 
MRN:B79864l DOB-

Menu ~ tj. ~ , Q 

Patient lnform~tbn 

FlC1r~sheet 

• Ls: *' : tjRecent ~; MPJ~ • din 

Sex. Location: Surgical SOM;-: 0 ... 
Inpatient Admit/Reg Date: 02/04/2010 09:44; Dischmge Date: 10/04/2010 14:21 

r;j Pilrt. ii ago 

~!erq1es I P;cn:ewe Case R0epoo 'soM m · - · ·3 
ri Descf ·on I Quantty Used · 1 lot/B3och ».Jrrber. l Bran~~lardactU'ers Diatm~s, JlJeits &Prc/J. 

~ertsView 

Crders 

Documentation 

Forms 

Pi'tient Scood1.fa 

Cwni:al Notes Vt~~ 

!Vie1v 

11\J'sing Ojierocive Vievi 

~J5tcr,ierative Sum111:iry. 

lnpat~rt Summary MPag 

Docurnertal~n J P~k Lid J . 

::~ Procedure Case Repo1I SOM 
~ i/ Case Tires 
~ i/ Pror..adtue TirneOit 
~ i/ SuiicaJ P10:edu1es 
~ II General Case Dala 
~ i/ Case Atter~ance 

~ , lmplan:1 / Pr01Mcs 

~ v' Dclays 

i-1 2 
! 

~605107305 SECUR·Fli fTIJ« HA 132 DEG #7 1 Mlil'JOOJ Stry~,er 

I 
r ~uartly Used: 

r 
J,cUll atch Nllltel: 

I 
at··· 

B J rr § § ~ i fl I l1lcrosolSansSerr • 10 

g ~:::~ JI·-·· 
A n .. ,l".,.1 i:.:i .• 

( 

r - ·tt:v:·, - · ·rr·~- ·· ·· ·· · t :n:,····· -·- · '7 ·---· - • - · . C T Dr = 1 1« -- ... ..... =< ... · ... t·· ·::-:::z:::-e·t I • 't "'''1 7iil'.71'" 
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._ . 
. --: Operation Report 

Result type:Operation Report 
Result date:06 April 201 O 11 :37 
Result status:Auth (Verified) 
Result title:Operation Report 
Verified - on 06 April 201 o 11 :43 
Visit Info Inpatient, 02104/2010 -

Operation Report 

Patient: 
Age: s 
Author: 

Operative Information 
Date of Operation 
06-APR-2010 

MRN - 8798643 - SDMH MRN 
DOB: 

FacrnMSurQical Area/Operating Room 

Medical staff: Medical Staff involved in this procedure. 
Proceduralist - Principal: 

. Amiesthetist - Senior: Procedure attendee, Other 
· Procedura!ist-Assistinq:_...... 

Procedural Consultant:~ 
Type of anaesthetic 
General 
Procedure type 
Emergency 

Operative Note 
Planned procedure 
Revision Right Total Hip Replacement 
Unplanned Return to OR 

No. 
Procedure Information 

Operation performed 

Revision Right Total Hip Replacement 

Operation description: . 
GA. IVAB. L Lateral position. 
posterior approach. capsulotomy. cervical osteotomy. removal of implant. multiple swabs. femur 

prepared to accept (Stryker) Securefit 7/132 implant. surfaced with 44 mm medium length ESKA 
head. stable construct. posterior repair through transosseous holes. close in layers, monocryl to skin. 

Wound Class: Clean. 
Prosthesis details 

Prosthetic Details. 

Surgical Pathology 
Specimens sent to pathology 

Specimens documented. 
Description: swab right hip joint 
Quantity: 1 
Time Taken: 06/04/2010 10:22 
Destination: Microbiology 

Printed by: 
Printed on: 06/04/2010 13:07 

lo 1- ·1}7 If f\/ '8 0 I 
(\(0 

fo~(~_z30S 

Page 1 of 2 
(Continued) 



p.7 

... · 
.--: Operation Report 

Result type:Operation Report 
Result date:06 April 201 O 11 :37 
Result status:Auth (Verified) 
Result title:O eration Re ort 
Verified b : n 06 April 201 o 11 :43 
Visit Info Inpatient, 02/04/2010 -

Operation Report 

Operative Information 
Date of Operation 
06-APR-2010 
F 

MRN - 8798643 ~ SDMH MRN 
DOB: 

Medical staff: Medical Staff involved in this procedure. 
Proceduralist - Principal: 

, Anaesthetist - Senior; P .... rocedure attendee Other 
Proced uralist - Assislin : 
Procedural Consultant: 
Type of anaesthetic 
General 
Procedure type 
Emergency 

Operative Note 
Planned procedure 
Revision Right Total Hip Replacement 
Unplanned Return to OR 

No. 
Procedure Information 

Operation performed 

Revision Rignt Total Hip Replacement 

Operation description: . 
GA. IVAB. L Lateral position. 
posterior approach. capsulotomy. cervical osteotomy_ removal of implant. multiple swabs. femur 

prepared to accept (Stryker) Securefit 7/132 implant surfaced with 44 mm medium length ESKA 
head. stable construct. posterior repair through transosseous holes. close in layers, monocryl to skin_ 

Wound Class: Clean. 
Prosthesis details 

Prosthetic Details. 

Surgical Pathology 
Specimens sent to pathology 

Specimens documented. 
Description: swab right hip joint 
Quantity: 1 
Time Taken: 06/04/201 o 10:22 
Destination: Microbiology 

Printed by: 
Printed on: 06/04/2010 13:07 

Lor '1}111 tJ 8 0 :r 
1\/0 

bd;/f!.Z 3._o_s __ 
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