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Differences in YGTSS at screening and baseline in a cohort of
participants in a Phase-2b trial for the treatment of Tourette’s
syndrome before and after restrictions related to the COVID-19
pandemic.
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What is the Methodological Question Being Addressed The aim of the present study is to
assess the potential impact of COVID-19 restrictions on symptom severity at screening and baseline
with consideration of motoric and phonic tic severity scores, global tic severity and the ability of
this and other instruments to capture any such changes. Additionally, are there any individual items
of the YGTSS that appeared to change and were the changes captured in other instruments that are
used such as the CGI, YBOCS, STAI and others.

Introduction Since the outbreak of COVID-19 there has been a shift in the way that clinical trials
are carried out as well as a potential difference in symptom expression across different indications.
Reasons including isolation, difficulty traveling to a clinic and a range of social, academic and family
stressors (e.g., Brooks et al., 2020). For young people diagnosed with Tourette’s syndrome these
types of events can often exacerbate symptoms (Hoekstra et al., 2004; Lin et al., 2002; Lin et al.,
2007). 
In this study, a Multicenter, Placebo-Controlled, Double-Blind, Randomized, Parallel-Group, Phase 2b
Study to Evaluate the Efficacy and Safety of Ecopipam Tablets in Children and Adolescent Subjects
with Tourette’s Syndrome, we aimed to examine what, if any, differences there were at screening
and baseline visits before and after COVID-19 restrictions were put in place. We chose 11MAR2020
to partition the data (World Health Organization declaration COVID a pandemic).

Methods Data was partitioned using the date of 11MAR2020 and screening and baseline YGTSS
data was analyzed including total score, phonic and motoric tic severity sub-scores, and the global
tic severity score. Additionally, individual item scores were considered across the two time periods.
Descriptive statistics were computed using SPSS 27.0 and included means, standard deviation,
variance and distribution measures.

Results YGTSS mean values under consideration did not appear to change significantly between
the time period considered. Pre-COVID mean YGTSS total score at 67.2 with an impairment mean of
32.4; motoric tics (mean=19.1) and phonic tics (mean=15.6). Following COVID restrictions the
mean YGTSS total score was 66.7 with an impairment mean of 32.8;  motoric tics (mean=18.6) and
phonic tics (mean=15.3). Pre-COVID baseline scores appeared similar to those at screening with a
mean impairment of 33.5, a YGTSS total of 68.1 and mean motoric tic score of 19.1 and phonic tic
score of 15.4. Following COVID restrictions the mean baseline impairment score of 32.6 and mean
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total YGTSS score of 66.9 (motoric mean=18.6 and phonic mean=15.7) do not appear different
from pre-COVID baseline scores. There were not significant differences in scores on an item level at
screening or baseline.

Conclusion While there does not appear to be a significant change in overall scores on the YGTSS,
domain scores or individual item scores, we await further scale data for measuring other symptom
parameters including CGI, YBOCS, STAI as well as data around adverse events and drop-out rates. 
Our contention is that there may be evidence in other metrics for a difference in the time periods
before and after COVID restrictions but these are not meaningfully reflected in the YGTSS
instrument.
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