DRUG ALERT
CLASS 2 MEDICINES RECALL
Action Within 48 Hours
Pharmacy and Wholesaler Level Recall
Date: 04 Nov 2014
EL (14)A/16
Our Ref: MDR 54-10/14
___________________________________________________________________________________
Dear Healthcare Professional,

The Welcome Foundation Limited trading as GlaxoSmithKline UK
Zovirax Eye Ointment

PL 0003/0150

(Aciclovir 3%)
Batch Number

Expiry Date

Pack Size

First Distributed

3L942
3M941

Oct 2018
Jan 2019

4.5G
4.5G

10 Jan 2014
07 Apr 2014

GlaxoSmithKline UK is recalling the above batches of Zovirax Eye Ointment as a precaution because
the batches of active pharmaceutical ingredient used in their manufacture were found to contain metal
particles which were outside the upper specification limit for particle size. No complaints or adverse
reaction reports relating to this issue have been received by the company to date.
Remaining stocks of the above batches should be quarantined and returned to the original supplier for
credit. For enquiries relating to stock return please contact your original supplier.
There are no alternative batches of this product currently available and we understand that shortages
are already being reported. Please find attached a copy of a Memo from UK Medical information
(UKMI) advising on the availability of alternative therapies for the treatment of herpes simplex keratitis.
For medical information enquiries please contact GlaxoSmithKline Medical Information, tel: 0800 221
441 email: ukmedinfo@gsk.com
Recipients of this Drug Alert should bring it to the attention of relevant contacts by copy of this letter.
Local area teams are asked to forward this to relevant clinics, general practitioners and community
pharmacists.
Yours faithfully
Alison Bunce
Pharmaceutical Assessor
Defective Medicines Report Centre
151 Buckingham Palace Road
London
SW1W 9SZ
Telephone +44 (0)20 3080 6574
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Memo – shortage of supply
To:
From:
Date:

Re: Zovirax eye ointment 3%
Description of product affected

Zovirax eye ointment containing aciclovir 3%w/w (pack size 4.5g).1

Why we are providing this information

In conjunction with the MHRA, GlaxoSmithKline UK is recalling some batches of Zovirax Eye
Ointment as a precaution because the batches of active pharmaceutical ingredient used in their
manufacture were found to contain metal particles which were outside the upper specification limit
for particle size. GSK has confirmed that further supplies Zovirax Eye Ointment are unlikely to be
available for several months and clinicians are going to need to identify alternative treatments for
this condition.

Background

Zovirax eye ointment is licensed for the treatment of herpes simplex keratitis.1
Herpes simplex eye infection is a sight-threatening condition.2 It typically manifests as an herpetic
keratitis and may involve any of the layers of the cornea. Epithelial keratitis accounts for most first
episodes of herpes simplex keratitis, while stromal keratitis is unusual in initial disease but
common in recurrent disease. The prognosis for visual loss is significantly worse for stromal than
epithelial disease.
In primary care, all suspected acute cases of suspected herpes simplex should be
urgently referred to the emergency eye service.3

Implications for patient care

Patients presenting with herpes simplex keratitis should be referred to an ophthalmologist as a
matter of urgency.4 A sample is collected if an epithelial keratitis is present. This may also enable
resistance testing if required. Currently treatment is commenced with either aciclovir 3% eye
ointment or ganciclovir 0.15% eye gel, both 5 times a day without tapering.
In the absence of aciclovir eye ointment, treatment options are limited. In the USA, aciclovir eye
ointment is not available, and the American College of Ophthalmology recommend topical
administration of ganciclovir or trifluridine, or oral use of an antiviral such as acyclovir.2,5 These
recommendations are in line with the findings of a systematic review published by the Cochrane
Library, which found no significant differences in efficacy between topical aciclovir, topical
ganciclovir, topical trifluridine and oral aciclovir for the treatment of herpes simplex keratitis.6

Management options


The only other topical product that is currently licensed in the UK for herpes simplex
keratitis is ganciclovir 0.15% eye gel (Virgan)7 – licensed for the treatment of acute herpetic
keratitis (dendritic and geographic ulcers), given as one drop five times daily until epithelial
healing occurs. Treatment should not exceed 21 days.



A treatment course of oral aciclovir 400mg 5 times a day for 10 to 14 days.
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Aciclovir 3% eye ointment may be available as an imported medicine but approval for use
would need to follow normal governance procedures for unlicensed medicines



Trifluorothymidine 1% (trifluridine, Viroptic) [unlicensed] is given one drop every two hours
(eight or nine doses daily). Full dosing for two weeks may be necessary to prevent early
reactivation, but drops are often tapered after the first week. Treatment is limited by
epithelial toxicity, especially when used for longer than three weeks. Trifluridine is
manufactured by Stockport Pharmaceuticals.8 Again approval for use would need to follow
normal governance procedures for unlicensed medicines

Choice of treatment will need to take account of supply chain stability, cost, and the clinical
opinions of local ophthalmology department.
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