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	Medical Devices Control Division

Ministry of Health Malaysia
Level 5, Plot 3C4, 

No. 26, Jalan Persiaran Perdana,

Precint 3, 62675 Putrajaya
Malaysia
Tel: 603-8885 0778 / 603-8885 0773
Fax: 603-8885 0758



Medical Device / Equipment FIELD SAFETY NOTICE
Date Issued : 12th JULY 2010                         Ref:MDB/A/2010/010
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


*The dissemination of this information is based on the Medicines and Healthcare products Regulatory Agency (MHRA) website’s Safety Warning publication numbered MDA/2010/059) published on 6th July 2010. 
	PRODUCT
	Linear Accelerator System
C-Series Clinacs manufactured by Varian Medical Systems Inc. 

Models:

H14, H27, H29 and HCX

	CLASS
	n/a 

	USE
	Software system

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	http://www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/CON087767?tabName=Manufacturer%20contact

	RECALLING / ALERTING FIRM 
	In the United Kingdom
Varian Medical Systems UK Ltd.
Gatwick Road
Crawley
West Sussex
RH10 9RG

Tel: 01293 891 400
Fax: 01293 534 570

	REASON FOR RECALL/ALERT
	As stated in the MHRA’s website:

“A collision between the gantry and the patient may occur if a patient previously treated using a C-Series Clinac running version 6.X software is then treated using a C-Series Clinac running version 7.X software.” 

“This is due to differences in the Remote Auto Motion settings and rules between software versions 6.X and 7.X. When controlling the motion of the unit from the user console outside the treatment room, the couch safety zone no longer exists by default in version 7.X.”



	SCENARIO IN MALAYSIA
	Up to the date this dissemination of information being released, the status remain unknown in Malaysia.

	ACTION 
	*any healthcare (Radiotherapy) facilities possessing the abovementioned device are advised to respond to this communication immediately.
Please contact your supplier or any local authorized representative(s) for details and updates.



	RECOMMENDATION
	Users of the abovementioned device should contact the distributors/supplier of this device/product and inform the Medical Devices Control Division, 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
            d. Name of the supplier(s)



	CONTACT/ENQUIRIES
	N/A – 
please revert to the alerting manufacturer.
Contacts e-mail available (as published in the MHRA website) for query:

sara.muddell@varian.com or 

dave.hall@varian.com


	REFERENCES FOR DETAILS
	http://www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/CON087767?tabName=Device
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