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Isotretinoin (Roaccutane) - Risk of serious skin conditions

Isotretinoin is authorised for oral use for the
treatment of severe forms of acne (such as
nodular or conglobate acne or acne at risk of
permanent scarring) resistant to adequate
courses of standard therapy with systemic
antibacterials and topical therapy. Isotretinoin
should only be prescribed by or under the
supervision of a physician with expertise in the
use of systemic retinoids for the treatment of
severe acne.

The current product information for isotretinoin
refers to the occurrence of skin reactions
including erythema and localised exfoliation.
Acute hypersensitivity reactions including
allergic skin reactions are also listed.

A European review recently considered the
available data relating to the risk of serious skin
conditions including erythema multiforme,
Stevens Johnson Syndrome (SJS) and Toxic
Epidermal Necrolysis (TEN) with isotretinoin
containing medicines for oral use. A thorough
assessment of worldwide spontaneous case
reports and the available scientific literature
was undertaken. In May 2010, the PhVWP
agreed that the risk of erythema multiforme,
Stevens Johnson syndrome and Toxic Epidermal
Necrolysis could not be excluded based on the
available data and that information regarding
the risk of these serious skin reactions should

be added to the product information to increase
awareness of their potential association with
isotretinoin, which may be difficult to diagnose
within a patient population with existing severe
acne.

Advice to Healthcare Professionals
and key message: 

There have been post-marketing
reports of severe skin reactions (e.g.
erythema multiforme (EM), Stevens-
Johnson syndrome (SJS) and toxic
epidermal necrolysis (TEN)) associated
with isotretinoin use. As these events
may be difficult to distinguish from
other skin reactions that may occur
(see section 4.8 of the SPC), patients
should be advised of the signs and
symptoms and monitored closely for
severe skin reactions. If a severe skin
reaction is suspected, isotretinoin
treatment should be discontinued.

Healthcare professionals are requested to
report any suspected adverse reactions
associated with the use of isotretinoin.  Adverse
reactions may be reported to the Irish
Medicines Board via the on-line reporting
system (www.imb.ie), or using the
downloadable or post-paid yellow card system. 
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