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SCHOOL or MEDICINE
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RESULTS ) RESULTS / CONCLUSIONS
Consolidated Standards of Reporting Trials (CONSORT) Effect Sizes of Sertraline on Mullen Scales of Early

INTRODUCTION and PURPOSE
Selective serotonin reuptake inhibitors (SSRIs) help

* This is the first known controlled trial of sertraline in

treat many of the phenotypic manifestations of fragile X flow diagram Learning Secondary Measures young children with FXS.

syndrome (FXS) including anxiety, sensory processing Slm":;g-s;g;ﬂ Sﬂ 'umm(_mm, . - * No significant differences were observed in the
challenges, and communication and intellectual deficits. Flner.wlorc.:ge Eaﬁwaljnlﬁwre? - MSEL expressive language subscales and CGI-I
However, the efficacy of SSRIs has not been previously Enrollment ELCBaned s P primary outcome measures for sertraline when
studied in children with FXS under five-years-old. The Visual Reception Raw Score * . compared to placebo.

. . . " Fine Maotor Raw Score ™ L]
purpose of this study was to elucidate group differences 24 subjects excluded Combined Age Equvalent Score * .

¢ 12 did not meet criteria

Secondary measures revealed significant

in behavior and developmental outcome measures for + 12 deciined to partcipate Rt Lo T. 86010 — improvement in social participation on the SPM-P.
young children with FXS when treated with sertraline _— — ﬁxg::: L:gz:mﬁjmms‘m - Areas of fine motor and visual perception were also
subjects randomize S .
compared to placebo. Expressive Language Age Equivalent Score . significantly improved on the MSEL when compared
S N to age equivalent subjects. Post hoc analysis
PARTICIPANTS and DESIGN 27 allocated to sertraline Allocation 30 allocated to placebo Sertialing - Placebo Change Combining all MSEL age—equivalent scores
+ 57 participants with FXS, ages 2 -6 years old (mean e e (expressive, visual, receptive and fine motor) showed
3.9 years; SD 1.1) PTS—— POP— indicate P < 0.05. overall significant improvement.
« Randomized, 6-month, double-blind, placebo- + Llostio follow up treatment: e Results suggest sertraline had significant positive
b th 1 e 1 withdrew consent e 1lost to follow up Eff t Si fS rtrali 3 [} . . .
controlled trial of sertraline (Zoloft) + 2 withdrew consent ect Sizes of Sertraline on Sensory Processing effect on social improvements and overall
. Measure - Preschool (SPM-P
« Baseline and post-treatment outcomes measured ,% l ( ) Ltile s
. imi
 Primary outcomes: Mullen Scales of Early Learning 25 analyzed 27 analyzed SPALP Total Faw Score . ‘ Adverge events (AEs) were similar ) be_t\{veen
- - Excluded from analysis Excluded from analysis SPALP Body Awareness.T-Score - sertraline and placebo groups. No significant
(MSEL) expressive language subscales and Clinical (n=0) (n=0) SPM-E Tolal: T-Score D : . .
Global Impression Scale-Improvement (CGI-I) | — SPMLP Plarring & deas T Score . differences in characteristics of AEs were observed
) ) e o enems: il tore o between both groups.
e Secondary outcomes: MSEL fine motor, visual Primary Outcome Results SPULP Hearing Raw Score .
reception, and receptive language subscales; Autism SONE Pianring b ke P oose g
Diagnostic  Observation Schedule, Second Ed. EPME TG e s 2 SELECTED REFERENCES
(ADOS-2); Visual Analog Scale (VAS); Sensory Baseline LD Baseline Follow Up SPMLP lems 43 To 46 -
Processing Measure-Preschool (SPM_P)’ and N Mean SD N Mean SD N Mean SD N Mean SD P-value® ;:;:L;:::S: l[?-:t:xxure . Berry-Kravis, E. & Potanos, K. (2004). Psychopharmacology in fragile X syndrome — present
p hool L Scale. Fifth Ed (PLS 5) SEMP Balance & Motion T-Score - and future. Mental Retardation and Developmental Disabilities Research Reviews, 10, 42-48.
rescnhool Language scale, i o R SPM-P Social Panicipation: Raw Score® @
SPM-P Social Paticipation: T-Scofe L} Hagerman, R. J., Berry-Kravis, E., Kaufmann, W. E., Ono, M. Y., Tartaglia, N., Lachiewicz, A,
X T i) !, Kronk, R., Delahunty, C., Hessl, D., Visootsak, J., Picker, J., Gane, L., & Tranfaglia, M. (2009).
- a : P g £ “ - Advances in the treatment of fragile X syndrome. Pediatrics, 123(1), 378-390.
26 213 103 25 250 108 30 193 9.7 27 213 96 0.586 Sertraline - Placebo Change

Leigh, M.J.S., Nguyen, D.V,, Mu, Y., Winarni, T.., Schneider, A., Chechi, T., Polussa, J., Doucet,
P., Tassone, F., Rivera, S.M., Hessl, D., & Hagerman, R.J. (2013). A randomized double-blind,
placebo-controlled trial of minocycline in children and adolescents with Fragile X Syndrome.

Effect size are post treatment score difference estimates (sertraline minus placebo) adjusted for
Placebo vs. Outcome Outcome Type of 27 258 117 25 258 109 30 233 58 27 226 65 0607 baseline measure, along with 95% Cis (arrows indicate Cl length truncated for display). Asterisks
. indicate P < 0.05.

Treatment Domains Measures Assessment 27 — 25 23 11 30 — - 27 26 08 0244 Journal of Developmental and Behavioral Pediatrics, 34(3): 147-155.
Groups a- Adjusted significance level 0.016. MSEL — Mullen Scales of Early Learning; CGI-I - Clinical Global
Impression Scale-Improvement Winarni, T.1., Chonchaiya, W., Adams, E., Au, J., Mu, Y., Rivera, S.M., Nguyen, D.V. &
. Hagerman, R.J. (2012) Sertraline may improve language developmental trajectory in young
Compa rison of Adverse Events children with fragile X syndrome: A retrospective chart review. Autism Research and Treatment,
. o . P . 1-8.
Distribution of Clinical Global Impression-
| S CGl-l I Improvement (CGl-l) scores. No. of Patients % No. of Patients % P-value
12
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[ ullen ool
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Sertraline 26 u Sertraline «Our sincerest thanks to the FXS families who participated in this
. £ A 4 ) N -
Mullen RL/EL 3 , Placebo 5 19.23 6 20.69 1 study and to the FXS community for supporting this research.
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CGI-l Rating
21 26 80.77 89.66 0.4548

10.34




	Effects of Sertraline Treatment for Young Children with FXS
	Recommended Citation
	Authors

	Microsoft PowerPoint - Sertraline AAP Poster October 2015

