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Users Medical Device Incident Report oo, nurses, patients, pubiic

YWhat 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 preblems include deficiencies in {abelling, instructions or packaging, defective compoenents, performance failures,
poor construclion 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
hitp:ifwww tga.gov.au/problemyins/devices-testing.htm

What happens fo your report? The reporl 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 thelr correction, for reasans relaling to safety, performance or quality.

2. Safety Aler — information relating to the correct use of the device ta inform those responsible for the device, or affected by the

problem.

3. Reportina TGA News Bulletin (a communication produced by the TGA and distributed in Australia and New Zealand to convey
information on medical devices) or other appropriate journazl(s).

Medical device manufacturers or suppliers should use form # MDIR03
hitp: /iwww.tqa.gov.au/docsihtml/forms/iris mdir.htm

Product
Identification

Brand/Trade
Name

Device

Description
{eg Urinary Cajheter}

Device
Idegﬁﬁcaﬁon

Relevant Dates

Manufacturer's
name address &
telephone

Supplier's name
address and
telsphone

Reporting the
Problem

Has the supplier
heen informed

Please provide alf available details

Date of Report:
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Model

Purchase
{Approximate)

Baich Number

Lot Number

oS zomma

Expiry

Date of Implant

If Device is implaniable fog pacemaker, venous port elc)

Date of Explant
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Please provide alf avaifable details

O ves
O NO

of the problem? ¢y o Y= o~—ny
\éc“-o‘-‘:’\ P

Where is the
device now?

Is this device
supplied sterile?

Lpst Uptpind: December 2008
UDIROZ

[ Place of use
@ With Reporter
O with Supplier
A With Patient

O YES
&NO

if YES Date
Contacted

If YES add contact details

Name

Phone f Fax

(

)

Pleass Do Not
discard the device or
refated consumables

& packaging
Is this device [ YES
reusable? @]

Contacts for
Name

access to device

Phone / Fax

Is this device
single use?

XYES
OwNO
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C Problem Please provide ali available details
Description IF you do not have enough space please add informalion onto another sheet of papsr or info the body of your emal,
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12. Do you want your A report without contact details cannot be processed. e .

identity to remain
confidential?

H YES your name &
contact details will not be
disciosed io
manufacturers or
suppliers withou! your
permission. TGA will
contact you if more
informstion is neeoed.

Name / Occ

Department, Institution & Address

email l_ —

E Initial Reporter Please provide all available details
13. Do they want their If YES or NO add contact details below
identity to remain Name Position / Occupation
confidential?
if YES thejr name &
contact datails wif not be Department, Institution & Address Phone
oisclosed to ( )
manufaciurars or
suppliars without their Fax
permission, TGA wil!
contact them if more { )
informalion is needed, -
email i
F TGA Feedback Please provide all available delaits
14, Who can TGA or [ &Reporter [1 Initial Reporier [3-Cther Appropriate Person Phone & Fax
Medsafe contact for [ Name Name Name
more information
regarding this
incident?
G How to submit Past, Fax or emall your completed form to:
Australion Post to “Bemail/intemet & Faxto & Phone
R rt Reply Paid 100 Courier delivery: .
eporters Medical Device RIS TGA ris@tga.gov.au (02) 6232 8555 FREE HOTLINE
TGA, PO Box 100 136 Narrabundah Ln
g - | wwwtga gov.aufdocs/himiffo 1800 209 361
Woden ACT 2606 Symansion ACT 2609, o .
TGA AUSTRALIA AUSTRALIA rmsfiris udir.hfm
B Post to Y3 email / intermet ~ 2 Fax to = Phone
New Zealand goben Jelas
enjor Advisor Compliance Management
Reporters MEDSAFE Ministry of Health Robert Jelas@moh.govt,nz
DSAFE Deloltte House 10 Brandon Street www.m edsafe.qovi.nz {04) 819 6306 (04) 819 5881
PO Box 5013
ME A WEIli:gtun www.moh. govi.nz
NEW ZEALAND
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8™ OCTOBER, 2007

RIGHT HIP RESURFACED — BRAND — ESKA

SPECIALIST, [

17" MARCH, 2008

LEFT HIP RESURFACED — BRAND — ESKA

speciALST; I

6™ APRIL, 2010

RIGHT HIP — TOTAL HIP REPLACEMENT — BRAND ESKA
speciaLisT; [N
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.&“:’; Health
NSW

sovemient | LOCal Health District

Qur ref; B8798643/09102012

Dear [N

| apologise for delay in forwarding this information to you. | bhave tried to phone you on a
couple of occasions, without success. | have attached a copy of the operation report from
6 Aprit 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.
| trust this information will be of use to you.

Yours sincerely,

Medical Record Manager

CUSVIDIUTE MY 3 MLQT IR §F Swpriiwisrraasss
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 osteatomy. removal of implant. muitiple swabs. fermnur

prepared to accept {Stryker) Securefit 7/132 implant. surfaced with 44 mm.medium length ESKA
head. stable construct. posterior repair through transcsseous holes. close in layars, monocryl to skin.
Wound Class: Clean.
Prosthesis details
Prosthetic Details. R
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" Operation Report
Result type:Operation Report

Result date:06 April 2010 11:37
Result status:Auth (Verified)

Result title: Cperation Report
Verified bi:HDn 06 April 2010 11:43

Visit Info Inpatient, 02/04/2010 -

Operation Report

Patient: MRN - 8798643 - SDMH MRN
Age: [_SexJil plol |
Author;

Operative Information
Date of Operation
06-APR-2010
acility/Surgical Area/Operating Room

Medical staff: Medical Staff involved in this procedure.

Proceduralist - Principal:

- Anaesthetist - Senior: Procedure attendee, Other

Proceduralist - Assisting:
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. IVABE. L Lateral position,

. postericr 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. siable consiruct. posterior repair through franscossecus holes. ciose in layers, monocry! to skin.

Wound Class: Clean.
Prosthesis details
Prosthetic Details.

Surgical Pathology
Specimens sent to pathology
Specimens documented.
Description: swab right hip joint
Cuantity: 1
Time Taken: 06/04/2010 10:22
Destination: Microbiology

Printed by:

Printed on: 06/04/2010 13:07
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7 Operation Report I

Result type:Operation Report
Result date:06 Aprit 2010 11:37
Result status:Auth {Verified)

Result title: Operation Report
Verified by; n 06 April 2010 11:43
Visit Info Inpatient, 02/04/2010 ~

Operation Report

Patient: MRN - 8798643 - SDMH MRN
Age: Sex: ooe: I
Author:

Operative {nformation
Date of Operation
06-APR-2010
Facili .

Medical staff: Medical Staff involved in this procedure.
Proceduralist - Principal:
: Anaesthetist - Senior: Procedure altendee, Other

Proceduralist - Assistin'
Procedural Consultant:

Type of anaesthetic

Genera}

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

Qperation description: .
GA. IVAB. L Lateral position.
. posterior approach. capsulotomy. cervical osteotomy. removal of implant. multiple swabs. femur
T prepared {o accept (Stryker) Securefit 7/132 implant. surfaced with 44 mm mediuvm length ESKA
head. stable cansiruct, posterior repair through transosseous holes, close in layers, monocry! to skin.
Wound Class: Clean.
Prosthesis details
Prosthetic Details.
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Surgical Pathclogy / /0
Specimens sent to pathology \

Specimens documented. - >
Description: swab rght hip joint é()é—) /O/ 5 O 5
Quantity: 1

Time Taken: 06/04/2010 10:22
Destination: Microbiology
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