Medical Device Alert

Action
Ref: MDA/2010/093 Issued: 01 December 2010 at 14:30

Device

Contact lenses.

1-Day Acuvue TruEye (narafilcon A).

Manufactured by Johnson & Johnson Vision Care (Ireland).
Lot numbers with the first six digits within the ranges 492237 to
492498 inclusive and 502080 to 502269 inclusive.

Problem Action

Recall of specific product. e Do not supply 1-Day Acuvue TruEye

contact lenses as identified in the

Lenses from affected lots can cause stinging or manufacturer's Field Safety Notice.

pain upon insertion because of higher than
expected levels of decanoic acid. e Return all unused product to Johnson &
Johnson Vision Care.

. Consider contacting end users who have
Action by received affected product, requesting
that they return unused product to their
eye care professional.

Ophthalmologists, opticians and optometrists

who:
e supply contact lenses e Report any adverse incidents to the
e manage individuals who wear contact manufacturer and the MHRA.
lenses.
CAS deadlines Contact
Action underway: 08 December 2010 UK Distributor:
Action complete: 06 January 2011 Johnson & Johnson Vision Care

Tel: 0800 328 9541
Email: trueyesupport@its.jnj.com

Link to full Medical Device Alert

Medicines and Healthcare products Regulatory Agency


http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/FieldSafetyNoticesformedicaldevices/CON093764
mailto:trueyesupport@its.jnj.com
http://www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/CON100233



