Medical Device Alert

Action

Ref: MDA/2010/088 Issued: 17 November 2010 at 15:00

Device
Uterine sounds.

Model number R57420, lot 416163.

416818.

Manufactured by Rocket Medical plc.

Model number R60547, lots 416367 and

Problem

Action

Incorrect moulding of uterine sound stem has
resulted in a shorter length device.

The uterine sound will not function correctly with
a missing distal tip and the condition of the stem
could cause injury.

Action by

Surgeons, theatre managers, operating theatre
and supplies staff

CAS deadlines

Action underway: 01 December 2010
Action complete: 17 December 2010

¢ Identify affected devices using model
and lot numbers.

¢ Do not use affected devices and arrange
for their return to Rocket Medical.

Contact

Manufacturer
Ms Jackie B Irwin
Rocket Medical plc

Tel: 0191 419 4488
Email: jackie@rocketmedical.com

Link to full Medical Alert

www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/CON099962

Medicines and Healthcare products Regulatory Agency




