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D.6 Fluoxetine — Deletion from the WHO Model List & Essential Medicines for Children

MSF notices the proposal of the WHO Collaboratingntte for Research and Training in Mental
Health and Service Evaluation to delete the semtoguptake inhibitor (SSRI) fluoxetine from the
Complementary List of Section 24.2.1 “Medicinesduge depressive disorders” of the WHO Model
List of Essential Medicines for Children (EMLc).

In 2007, MSF supported the inclusion of fluoxetinethe WHO Model List of Essential Medicines
(EML). The Committee recommended that fluoxetine dmled to the Core List for short-term
treatment of depressive disorders. Fluoxetine kss lzeen included since 2007 in the first published
EMLc, intended for use for children up to 12 yeafsge, for the treatment of depressive disorders i
children aged >8 years. The Expert Committee haddnthe discrepancies in the minimum age for
fluoxetine approved by several regulatory authesitatnd endorsed the inclusion of fluoxetine in EMLc
with an age restriction of 8 years. In 2013, a esgufor updating fluoxetine age restriction for the
treatment of depression from > 8 years to >12 yéaes effective deletion from the EMLc) was
submitted by the WHO Department of Mental Healtld &ubstance Abuse. The Expert Committee
decided to retain the minimum age for fluoxetin® atears as the evidence submitted to raise the age
to 12 years was not considered sufficient. Howetler,need for a thorough review of the section was
noted as a priority.

MSF would like to draw the attention of the Exp@dmmittee to the following facts:

» Currently, fluoxetine is the only antidepressamiuded in the EMLc. Its deletion would imply
the absence in EMLc of pharmacological treatmenctiddren with depression.

* Fluoxetine is the recommended first-line medication depression and anxiety disorders in
children and adolescehAtsThe American Academy of Child and Adolescent Bmtcy
(AACAP) recommends that antidepressant medicatimmeacould be considered, particularly if
the presentation is severe and the patient is artal#ngage in talking therapy, if psychological
interventions are not available, or if this is tragient’s and family’s preferente
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« The UK National Institute for Health and Care Elmete (NICE) recommends that when an
antidepressant is prescribed to a child or yourrggrewith moderate to severe depression, it
should be fluoxetine as this is the only antidegaas for which clinical trial evidence shows
that the benefits outweigh the rigks

* The European Medicines Agency (EMA) and the US Fand Drug Administration (FDA)
have approved fluoxetine for children and adoletscaged 8 years and above. The EMA states
that the indication is moderate to severe majoreksive episode, if depression is unresponsive
to psychological therapy after 4-6 sessions, aptegsant medication should be offered to a
child or young person with moderate to severe dmpwa only in combination with a
concurrent psychological thergpy

* A recent met-analysis (including 71 trials, 9510@tijsgpants) shows that despite the scarcity of
high-quality evidence, fluoxetine (alone or in canation with cognitive behavioural therapy)
seems to be the best choice for the acute treatofiendderate-to-severe depressive disorder in
children and adolescents. However, the effectsheté interventions might vary between
individuals, so patients, carers, and cliniciansusth carefully balance the risk-benefit profile of
efficacy, acceptability, and suicide risk of alltige interventions in young patients with
depression on a case-by-case Basis

In light of these elements, MSF urges th& E4pert Committee on the Selection and Use of Eigden
Medicines to retain fluoxetine in the Complementdiigt of Section 24.2.1 “Medicines used in
depressive disorders” of the WHO Model List of Eds# Medicines for Children, for the treatment of

moderate-to-severe depressive disorder in children.
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