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Dear Colleague
MHRA DRUG SAFETY UPDATE -

FLUOROQUINOLONE ANTIBIOTICS: REMINDER OF THE RISK OF DISABLING
AND POTENTIALLY LONG-LASTING OR IRREVERSIBLE SIDE EFFECTS, AND

METHOTREXATE: ADVISE PATIENTS TO TAKE PRECAUTIONS IN THE SUN
TO AVOID PHOTOSENSITIVITY REACTIONS

The Medicines and Healthcare products Regulatory Agency (MHRA) have issued the
below Drug Safety Updates.

Healthcare Professionals are asked to note and action the advice for healthcare
professionals, advice for healthcare professionals to provide to patients, parents and
carers and recommendations contained within the Drug Safety Updates.

Please find links to the complete MHRA Drug Safety Updates included below:

e Fluoroquinolone antibiotics: reminder of the risk of disabling and
potentially long-lasting or irreversible side effects

Healthcare professionals prescribing fluoroquinolone antibiotics (ciprofloxacin,
delafloxacin, levofloxacin, moxifloxacin, ofloxacin) are reminded to be alert to
the risk of disabling and potentially long-lasting or irreversible side effects. Do
not prescribe fluoroquinolones for non-severe or self-limiting infections, or for
mild to moderate infections (such as in acute exacerbation of chronic
bronchitis and chronic obstructive pulmonary disease) unless other antibiotics
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that are commonly recommended for these infections are considered
inappropriate. Fluoroquinolone treatment should be discontinued at the first
signs of a serious adverse reaction, including tendon pain or inflammation.

e Methotrexate: advise patients to take precautions in the sun to avoid
photosensitivity reactions

Photosensitivity reactions are known side effects of methotrexate treatment
and can be severe. Patients should be advised to take precautions to protect
their skin in the sun.

Report suspected reactions on a Yellow Card

Please continue to report suspected adverse drug reactions to the Yellow Card
scheme. Healthcare professionals, patients, and caregivers are asked to submit
reports using the Yellow Card scheme electronically using:

o the Yellow Card website

« the Yellow Card app; download from the Apple App Store or Google Play
Store

« some clinical IT systems for healthcare professionals (EMIS, SystmOne,
Vision, MiDatabank, and Ulysses)

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

Yours sincerely
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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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