Medical Devices Bureau, Ministry of Health Malaysia
Level 5, Block E6, Complex E,

Federal Government Administrative Centre,

62590 Putrajaya, MALAYSIA.

Tel: 03-8883 2248/2249/2264

Fax: 03-8888 6184

Medical Device / Equipment ALERT - Field Corrective Action

Date Issued : 23" July 2008 Ref:MDB/A/2008/010
IMMEDIATE ACTION
ACTION N
UPDATE
INFORMATION REQUEST N

PRODUCT Smiths Medical Graseby Omnifuse and Omnifuse
PCA syringe pumps.

All Graseby Omnifuse and Omnifuse PCA syringe
pumps with the product codes listed as in The
Attachment with pump software versions 9.1 or lower
where drug protocols are used to set up the infusion.

NG Not Available
USE Syringe Pump with Software.

S0l0=le=0) =\ =p][e7:\¥ Medicines and Healthcare products Regulatory

DEVICE RECALL / Agency, United Kingdom’s website,
ALERT Date issued: 2" July 2008

ALERTING / Smiths Medical United Kingdom

RECALLING FIRM

REASON Possibility ~ of  patients  being given an
additional/unnecessary infusion when syringes are
changed or infusions restarted when using DrugPro
software.

Smiths Medical has received customer reports of an
inconsistency in the operation of the pump infusion
totaliser when using pumps with drug protocol
(DrugPro) software and pump software versions
9.1 or less.

If when using an Omnifuse or Omnifuse PCA pump
with DrugPro software the user selects — but does not




SCENARIO IN
MALAYSIA

ACTION

RECOMMENDATION

CONTACT/ENQUIRIES
IN MALAYSIA

confirm — a drug protocol from the drug protocol
library and the user resets/stops the pump (by pressing
and holding the STOP key), the total from the
previous infusion will not be added to the infused
volume totaliser regardless of when that previous
infusion was run.

Smiths Medical will be providing corrected software
and has issued an Urgent Field Safety Notice advising
users of the problem and the appropriate action to take
until the software is available (see Attachment).

It is advisable for the distributors or sales
representative of the abovementioned companies in
Malaysia to respond to this alert notice.

No details available at this moment. For users,
please check whether the device is available and
contact the distributor.

Recommendations For Healthcare Professionals

o Ensure that all relevant staff in your institution
are informed of this safety alert/warning

o Determine if you have the affected products

e Locate and monitor the usage of the affected
products

e Determine how much of this product has been
used

o Follow the distributor / manufacturers
recommendations for quarantine and disposal
of product

o Follow up patients as required.

Users of the abovementioned device should contact
the distributors/supplier of this device (if available)
and inform the Medical Devices Bureau, Ministry
of Health providing the following information:-

a. Name of healthcare centre/hospital/clinic
b. Contact person and contact number
c. Numbers of units available

BUMI T. T. C. (SABAH) SDN BHD
Erh-Ling Chang

Shop No. 21 & 22, Kepayan Ridge Commercial
Centre, Phase 2,

Lrg. Bunga Tanjung 2,




Kepayan,

88100 Kota Kinabalu,

Sabah,

Malaysia (For the region of Sabah)
Tel: +60 88 250017

Fax: +60 88 230409

Labquip Industries Pte Ltd
Mr A Lulla

18-A2 Jin 556/3

Kelana Jaya

47301 Petaling Jaya
Selangor

Malaysia

Tel: +603 704 7690

Fax: +603 704 7640

Norse Crown Co. (M) Sdn Bhd

Mr. Kanagasingam - Managing Director
38M Jalan Tun Sambanthan 3
Brickfieds

50470 Kuala Lumpur

Malaysia

Tel: +60 3 2274 9077

Fax: +60 3 2274 9009

Primed Medical Sdn Bhd

Mr R Kugarajah - Managing Director
15A, Jalan SG 3/15

Pusat Bandar Sri Gombak

68100 Batu Caves

Sentul Perdana

Selangor Darul Ehsan

Malaysia

Tel: +603 6185 1824

Fax: +603 6185 1834

Syarikat Perniagaan Miscell Sdn Bhd
Patrick Lim

Unit B, Lot 8826, Section 64, K.T.L.D.,
Jalan Datuk Abang Abdul Rahim,

93450 Kunching,

Sarawak,

East Malaysia (For the region of Sarawak)
Tel: +60 82 485 442

Fax: +60 82 330 967

REFERENCES http://www.mhra.gov.uk/Publications/Safetywarnings/Medi
calDeviceAlertss CON020543




Attachment

Urgent Field Safety Notice.

Graseby Omnifuse and
Omnifuse PCA Syringe Pumps
2™ May 2008
Device Modification

Dietalle of Affactad Davices:

Al product codes listed below with pump softeare warslons 3.1 or leses whars drug
protocols are used to set-up tha Infusion. Drug protocols are preparad ueing the Omnifuse
Drug Protocol Sothwans (Drug Pro) (Version 1.0 rev 1.1)

J452-0001 01530001 | O457-0001 J155-0001 | 01520001
Ms2- 003 | 530705 | 0s7-0709 IS3-0703 | 0159-0F03
Ms2- 0710 | o53-40708 | 04S57-0710 JiS5-0710 | 01520710
Jis2-0711 015307490 | 0457-0711 I155-0711 | 01580711
520750 | 0530711 | 0157-0740 J155-0740 | 0139-07<40
01530740

Description of the Problam:

Smiths kedical has recelved cusiomer regorts of an Inconsistency In the cperaton of the pump
Infuslon totaliser when using purmps with Drug Protocol (Drug 2re) Softaare and pump sofiwans
WETEMINE 9.1 or l2ss. I an Omnituss or Smnlfuse PCA pump are using the DrugPro softeare and

the user selects. but does not confirm & Drug Prosocal from the Drug Protocol Library and the user
resets/Etops e pump (by pressing and nolding the STOP key). the total from e previous

Infushon will mat b= added to the totallser regardiess of when that previos InfEsian was rn.

Results of Investigation:

Smiths kedical has not recelved any reports of adverse events assoclated with this totaliser
Isswe. ARhowgh the cormect totals do not appear In the main user display wingow they are sill
present In the Infuslon events recaorded In the pumps maln histony; therafare, If i 1s necessary to
perform totals awdiing the Information Is stil avallable wihin the pump event history.

advice on Actlon to be Taken by the User:
Smiths kedical will b2 Issuing a seres of bulleing In relation to is Isswe:

1. This Urgent Fleld Safety Notlce s Intended 1o make all users aware of this IB5UE.
2. 3miths KMedical will b= providing commested software 1o eliminate this tetallser 15508
Wie wil confirm the release date of the comreched software and |ssue a fax form 1o
collect your affected pump serfal numbers and ather infarmastion.

Smithe Kedical will provige a SO-ROM with the corrected soflware and Installation
Insfrucilons o allow users 1o update thelr pumps on sHe.

i

Hols

= [T reguired the use of drug profocols on the pumg can be disabled by entering
e pump configuration menu and s2ting the oplion 'Use Drug Protocols T io
Ha'.

Pigaza do not return amy products for upgrades at this tima.




Trangmlsglon of This Fleld Safety Notica:
This motice needs o be passed on 2 all thase who need to be aware wihin your organisatian or
bo any organisations where the affected devices nave been transfemed.

Contact Reference:

Flease contaci Smiths Medical International Limited Watford, Regulatory Affairs &
CGluality Assurance Depariment through fax: 018232 237578 or ema’:
rwatcomplaints@smiths-medcal com IF you reguire any further information

For technical Infcrmation please contact Technlcal Support on =44 (0] 1223 241411 aptlon 2 or
via emall at brian. lane@emihks-medical com

Alsa, In orger for Smithe Medizal intematicnal 1o mest certaln regulatony requinements and best
a=5lst 55 customers, please complete and reurm the fax confirmation far this notiicatdon fownd
In Atlachment 1 of this Fleld Safety Mollics,

Smitns Medical apologlses for any Inconvenience this may caese. Thank you for your support
In this maitter.

Sincerely,
SMITHS MEDICAL INTERMATIONAL LTD

Jon Charlers
Qualty Assurance Managsr

ATTACHMENT 1

Urgent Field Safety Corrective Action Notice
Acknowledgement

Upon completiog the following information, please fax this sheet to the Smiths Medical
Interpational Limited, Watford. BEAQA Department at 01922 137576

E-mail mnwatcomplaint: g smiths-medical.com

FPlease check gl of the r=levant box2s, which relate to your affected proguct Insentory:

Chack
tha
ralawant
%

Wi do nat have any Omnifuse or Omnfuse FCA pumps In use wikh the
Drug Protocols and we don't have version 1.1 Drug®ro software avallable.
We thersfore o not reguire the sofbware update as a result of this acton. A
lIst of sarlal numbers of gur Smnluse pumps |5 aflached.

We no kenger have any Omnifuse pumps.

We hawe Omnifuse or Smnifuse PCA pumps In use with drug profocols,
and we wil reguire the software update when It s avallable. A Ist of sedal
nemoers |5 atachad.




Flezse wrte on an addiional shest H necessany. Please print
HMote: The answers to these questions help Smiths Madical best assist you with replacement

product

Custamear
Mame
Dept
Adorsss

Phone
Kumger
Tax Mumber
Emall
addrass

Jals

Customer Signatura



