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Dear Colleague 
 
MHRA DRUG SAFETY UPDATE –  
 
EPIMAX OINTMENT AND EPIMAX PARAFFIN-FREE OINTMENT: REPORTS OF 
OCULAR SURFACE TOXICITY AND OCULAR CHEMICAL INJURY 
 
The Medicines and Healthcare products Regulatory Agency (MHRA) have issued the 
below Drug Safety Update. 
 
Healthcare Professionals are asked to note and action the advice for healthcare 
professionals, advice for healthcare professionals to provide to patients and carers, 
and recommendations contained within the Drug Safety Update.  
 
Please find the link to the complete MHRA Drug Safety Update included below: 

Epimax Ointment and Epimax Paraffin-Free Ointment: reports of ocular 

surface toxicity and ocular chemical injury 

Epimax Ointment and Epimax Paraffin-Free Ointment can harm the eyes if used on 
the face. Do not prescribe these ointments for use on the face. Tell patients to wash 
their hands and avoid touching their eyes after using these products. 
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Report suspected reactions 

Patients and caregivers should report suspected adverse reactions associated with 
all emollients, including Epimax Ointment or Epimax Paraffin-Free Ointment, to 
the Yellow Card scheme. 

As these specific ointments are classed as medical devices, there are specific 
reporting arrangements for healthcare professionals to follow in each region of the 
UK. An emollient which is regulated as a medical device will have a CE mark. If it is 
regulated as a medicine, it will have a product licence (PL) number. See guidance for 
reporting on adverse reactions on the Yellow Card website. 

Healthcare professionals should report incidents involving medical devices in 
Northern Ireland to the Northern Ireland Adverse Incident Centre and their local 
incident recording system. 

When reporting, please provide as much information as possible, including 
information about batch numbers, medical history, onset timing, treatment dates, and 
product brand name. 

Yours sincerely 
 
 
 
 
 

   

  

Pp Professor Lourda 
Geoghegan 
Deputy Chief Medical Officer 
 
Professor Sir Michael McBride 
Chief Medical Officer 

 Professor Cathy Harrison 
Chief Pharmaceutical Officer 
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 This letter is available on the Department of Health website at    

https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-

advice/hssmd-letters-and-urgent-communications 
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