ASD Working Group – Endpoints
Outcome Measures Lit Review Topics

Volunteers

Current endpoints used in drug development,
strengths and limitations

Accounting for patients and carers perspective
Suitability of outcomes for different age groups
Suitability of outcomes for repeated measures in a
changing clinical environment
Functional outcomes

Additional topics for review agreed during the TC

•NICE list of outcomes used in ASD intervention studies
•social domains
•scales related to parent/caregiver stress
•Newer clinic-based semi-structed observer-rated measures (BOSC and one other), network of interactions data (Kasari work)
•Vineland
•linguistic validation of suicidality measures, semi-structured interviews for comorbidities, adult measure of irritability
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Measuring Anxiety as a Treatment Endpoint in Youth with Autism Spectrum Disorder

Thirty eight published studies were
reviewed and ten assessment
measures were examined: four were
deemed appropriate
for use in clinical trials, although with
conditions; three
were judged to be potentially
appropriate, while three were
considered not useful for clinical trials
assessing anxiety.
Lecavalier et al, 2014
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Measuring Repetitive Behaviour as a treatment endpoint in youth with Autism Spectrum Disorder

Twenty-four instruments were evaluated and
five were considered “appropriate with
conditions” for use as outcome measures in
clinical trials. Ideally, primary outcome
measures should be relevant to the
clinical target, be reliable and valid, and
cover the symptom domain without being
burdensome to subjects.
Scahill et al., 2015

ASD Working Group – Endpoints
Autism Impact Measure (AIM)

Kanne et al 2013. The AIM uses a 2-week recall period with items rated on two corresponding 5-point scales
(frequency and impact). Psychometric properties were examined using a large sample (n = 440) of children with
ASD enrolled in the Autism Treatment Network. The exploratory factor analysis indicated four factors and resulted
in a 25-item questionnaire with excellent overall model fit. Test–retest reliability, cross-informant reliability, and
convergent validity with other measures of ASD symptoms and overall functioning were strong. The AIM is a
reliable and valid measure of frequency and impact of core ASD symptoms.
Mazurek et al., 2018 The Autism Impact Measure (AIM) was designed to track incremental change in frequency
and impact of core ASD symptoms. The current study examined the structural and convergent validity of the AIM
in a large sample of children with ASD. The results of a series of exploratory and confirmatory factor analyses
yielded a final model with five theoretically and empirically meaningful subdomains: Repetitive Behavior,
Atypical Behavior, Communication, Social Reciprocity, and Peer Interaction. The final model showed very good
fit both overall and for each of the five factors, indicating excellent structural validity. AIM subdomain scores were
significantly correlated with measures of similar constructs across all five domains. The results provide further
support for the psychometric properties of the AIM.
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Social Withdrawal
The purpose of this report is to examine the ABC
Social Withdrawal subscale as an outcome for
social disability in children with autism
spectrum disorders.
The findings indicate
that the Social Withdrawal subscale may
be a useful
endpoint in acute treatment trials focused
on social disability in children with autism
spectrum disorders. The increased .
recognition of autism spectrum disorders
underscores the
need for better outcome measurement
in the social domain. The Social
Withdrawal subscale
may also be useful in clinical settings to
measure improvement with social skills
training programs.
Laurence Scahill 2013
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Social Connectivity
This study used graph theory to identify predictors of social network
fragmentation and connectivity for children with and without ASD over 8–12
weeks. The results indicated that higher IQ and larger class size predicted more
social network connectivity at baseline. In addition, connectivity predicted
fragmentation; the
closer the children were to other students, the more the social connections
were
lost over time. Female students tended to fare better in larger classrooms,
whereas male students were socially more successful in
smaller classrooms. Although IQ and age were important
predictors of social connectivity at baseline, children’s
gender and classroom size were the most important factors
in determining social network connectivity 8–12 weeks later.
Andrearson et al., 2016
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Using the brief observation of social communication change (BOSCC) to measure autism-specific development.
Kitzerow, 2016. The brief observation of social communication change (BOSCC) was specifically developed to measure
change of core autistic symptoms, for example, for use as outcome measure in early intervention trials. This study
investigated quality criteria of a preliminary research version of the BOSCC in N = 21 children with autism spectrum disorder
(ASD) who had participated for 1 year in the Frankfurt early intervention program (FFIP). BOSCC rating was done on play
based ADOS video scenes. Inter-rater agreement on the BOSCC average total was very high. The BOSCC showed a significant
decrease of autistic symptoms after 1 year with a medium effect size. Symptom specific improvements were captured by the
social communication subscale and most single items. The BOSCC showed comparable change sensitivity to other autism
specific instruments. Future studies should focus on the finalized BOSCC version, and replicate findings in a larger sample.
Autism Res 2016, 9: 940-950
Grzadzinski R. Psychometric properties and initial validity of the Brief Observation of Social Communication Change (BOSCC),
a measure of treatment-response for social-communication behaviors, are described. The BOSCC coding scheme is applied to
177 video observations of 56 young children with ASD and minimal language abilities. The BOSCC has high to excellent interrater and test-retest reliability and shows convergent validity with measures of language and communication skills. The
BOSCC Core total demonstrates statistically significant amounts of change over time compared to a no change alternative
while the ADOS CSS over the same period of time did not. This work is a first step in the development of a novel outcome
measure for social-communication behaviors with applications to clinical trials and longitudinal studies.

