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Isotretinoin (Roaccutane ¥ ): new safety measures to be introduced in the
coming months, including additional oversight on initiation of treatment for

patients under 18 years

Information on the safety review:

o the Commission on Human Medicines (CHM) and its Isotretinoin Expert
Working Group has recommended new measures to strengthen the safety
of isotretinoin treatment — see report and summary report of the

recommendations

o recommendations include the addition of new warnings for the risk of
sexual dysfunction, including the possibility of persistence after treatment
discontinuation, and advice for healthcare professionals to ask patients
about symptoms or signs of sexual dysfunction prior to starting treatment
with isotretinoin and to monitor patients for the development of new sexual

disorders during treatment

o recommendations also include the development of consistent monitoring
requirements for potential psychiatric and sexual side effects in all patients

throughout treatment

« the initiation of treatment in patients younger than 18 years will require 2
prescribers to agree a patient’s acne is severe and that there is no other
effective treatment before initiation of isotretinoin therapy
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e the CHM has formed an Implementation Advisory Group, which is
composed of experts and representatives of healthcare organisations, to
advise on the implementation of these recommendations

e no action in addition to existing safety requirements is needed from
healthcare professionals for now, but the MHRA ask prescribers to fully
discuss the risks with patients considering isotretinoin.

Advice for healthcare professionals:

isotretinoin is indicated for 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 anti-bacterials and
topical therapy

continue to follow strict precautions on prescribing isotretinoin, including
the conditions of the isotretinoin Pregnancy Prevention Programme

fully inform patients about the potential risks in addition to the expected
benefits before prescribing isotretinoin

assess an individual’s mental health before initiation of isotretinoin and
monitor regularly for developing or worsening psychiatric disorders

tell patients to seek advice if they feel their mental health or sexual
function is affected or is worsening — patients with a serious side effect
should be told to stop their treatment and seek urgent medical advice

report suspected adverse drug reactions associated with isotretinoin on
a Yellow Card

Advice to provide to patients and caregivers:

isotretinoin is effective for severe types of acne, especially if there is a
risk of permanent scarring, but like every medicine it is associated with a
risk of side effects

isotretinoin should only be used when other treatments for acne have
not worked

not every patient has side effects, but you should know about the risks
and what to do if they occur — read the leaflet that comes with your
medicine to learn about the risks associated with isotretinoin

take time to think about the information from your doctor about the
benefits and risks of isotretinoin, and decide if isotretinoin is the right
treatment for you

report side effects associated with isotretinoin directly to the MHRA via
the Yellow Card scheme
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Summary

The Isotretinoin Expert Working Group of the Commission on Human Medicines has
made recommendations to strengthen the safety of isotretinoin treatment.
Recommendations include new warnings, the need for consistent monitoring
requirements for psychiatric side effects, the introduction of new monitoring
requirements for sexual side effects, and additional oversight of the initiation of
treatment for patients younger than 18 years.

While processes to support the implementation of these recommendations across
the healthcare system are being developed, prescribers of isotretinoin are reminded
of the need to follow the existing strict precautions on prescribing isotretinoin,
including the requirement to fully inform all patients of the potential benefits and risks
associated with isotretinoin treatment and monitor patients closely for any side
effects throughout treatment. Further advice on implementation of these additional
recommendations will follow in due course.

More detailed information can be found within the MHRA Druqg Safety update on the
following:

e |sotretinoin indication and potential risks

e |sotretinoin Expert Working Group Review

e Recommendations from the review

e Advice for healthcare professionals during implementation.
Report any reactions on a Yellow Card
Isotretinoin is a black triangle medicine and all suspected adverse reactions,
including any sexual and psychiatric adverse reactions, should be reported via

the Yellow Card scheme. Reports can be made of suspected reactions experienced
at any time, including historic adverse experiences with medicines.

Please include in the report as much detail as possible, particularly if a side effect
continued or started after treatment was stopped. Information about medical history,
any concomitant medication, onset timing, treatment dates, and product brand name
should also be included.

Report to the Yellow Card scheme electronically using:

o the Yellow Card scheme website

o 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)
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The MHRA Drug Safety update is available at the following link MHRA Drug Safety
Update- Isotretinoin (Roaccutane ¥): new safety measures to be introduced in the

coming months, including additional oversight on initiation of treatment for patients
under 18 years.

Yours sincerely
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Louise McMahon, Director of Integrated Care, SPPG
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