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June 15, 2011

Lewis Golinker, Esq.
401 East State Street, Suite 300
Ithaca, NY 14850

Dear Mr. Golinker:

I have been asked to review the evidence base related to the effectiveness of speech generating device
(SGD) use by individuals with autism. This review is necessary to assess the validity of the statement
that SGD use by persons with autism spectrum disorders (ASD) is “experimental.” This statement is
found in the CIGNA Medical Coverage Policy: “Autism Spectrum Disorders/Pervasive Developmental
Disorders: Assessment and Treatment,” Coverage Policy No. 0447, at p- 3 (2010).

The CIGNA Autism Treatment Coverage Policy does not define “experimental” care. Other CIGNA
guidance requires requested care to be “medically necessary,” one element of which is that the care is “in
accordance with generally accepted standards of medical practice.” Historically, care that is “in
accordance with generally accepted standards of medical practice” is not experimental. CIGNA identifies
the following as criteria to determine if care is “in accordance with generally accepted standards of
medical practice:”

If care is based on:

¢ Credible scientific evidence published in peer-reviewed medical literature generally recognized
by the relevant professional community;

»  Physician and healthcare provider specialty society recommendations;
*  The views of physicians and healthcare providers practicing in relevant clinical areas and
¢ Any other relevant factors.

Other CIGNA ‘guidance states the peer-reviewed, scientific evidence (medical literature) must be
"evidence based."

Thus, I have reviewed the relevant evidence, i.e., peer-reviewed, evidence based, scientific literature
related to the effectiveness of SGD use by persons with autism. My investigation leads to a clear and
unequivocal statement that the medical literature does not support the conclusion that SGD use by
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persons with autism is “experimental.” To the contrary, there is a substantial body of professional
literature that demonstrates SGD use by persons with ASD is an effective intervention.

Before presenting detailed evidence to support this conclusion, I will first provide a summary of my
professional experience in the field of Augmentative and Alternative Communication (AAC). Next, I will
define SGDs within the larger context of the field of AAC and describe the medical conditions that SGDs
are designed to treat. Following these descriptions, I will provide a definition of “evidence based
practice” including a description of a hierarchy of research evidence for making evidence-based practice
decisions and an accepted evidence-based practice standard for ASD. Finally, I will discuss the results
and implications of existing peer-reviewed, evidence-based literature that addresses the research evidence
in support of implementation of SGDs for individuals with ASD based on my independent review of the
research evidence.

. Professional Experience

I have over thirty years of experience as a speech-language pathologist serving individuals who have
severe speech and language disorders affecting expressive communication. Since August 2008 I have
served as the Program Director for the Achievements Therapeutic Day (preschool) Program and as
supervisor of the speech-language pathologists who work in the outpatient clinic at the Center for Autism
and Related Disorders (CARD) at Kennedy Krieger Institute in Baltimore, Maryland. In the outpatient
clinic, I conduct speech-language and augmentative communication (AAC) evaluations for children with
Autism Spectrum Disorders (ASD). I am also a co-investigator in a study examining developmental and
augmented language intervention to improve expressive communication for children with ASD. The
study is funded by Autism Speaks.

Prior to joining KKI, I was a clinical professor and director of the Speech-Language Clinic in the
Department of Speech and Hearing Science at Arizona State University. While there, I developed and ran
an AAC outpatient clinical service and I taught the graduate-level course in AAC. Before joining the
faculty at Arizona State University, for 10 years, I was the Director of the Hattie B. Munroe
Augmentative Communication Center at the University of Nebraska Medical Center. Additionally, during
my time in Nebraska, I served as a consultant for the Nebraska Medicaid program. In this role I reviewed
claims for Speech Generating Devices (SGD). From 1999-2001, I also was a member of the AAC
professional work-group that assisted Medicare staff to develop national guidelines for assessment and
funding of Speech Generating Devices (SGD). In addition to my clinical and academic experience, I have
made extensive professional contributions in the area of AAC including co-authoring book chapters and
research papers and delivering presentations at national and international conferences. I also developed
the AAC Report Coach, a tool to help speech-language pathologists prepare complete reports following
AAC or SGD evaluation. The AAC Report Coach is posted at www.aacfundinghelp.com.

A copy of my curriculum vitae is attached.
II.  AAC Interventions

According to the American Speech-Language Hearing Association, “AAC is foremost, a set of
procedures and processes by which an individual's communication skills can be maximized for functional
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and effective communication.” Augmentative and alternative communication intervention is a form of
speech-language pathology treatment of individuals who have severe expressive communication disorders
affecting speech and/or language functioning. The etiology of severe expressive communication
disorders may be congenital disability that affects the development of functional speech and writing (e.g.,
cerebral palsy, mental retardation, genetic syndromes, hearing impairment, autism, etc.) or an acquired
disability resulting in the loss of functional speech and writing (e.g., traumatic brain injury, stroke,
degenerative disease, etc.). It is generally accepted by the profession of speech-language pathology that
AAC interventions, including use of SGDs, are appropriate when an individual is unable to meet daily
communication needs using natural communication methods, such as speech.

Regardless of the cause of the severe communication disorder, the goal of AAC intervention is to improve
the current communicative functioning of the individual by teaching him/her to use AAC modalities to
communicate un-met (with speech) communicative needs or intents. Communicative needs or intents are
the individual’s “reasons to” or “goals for” communication. These may include but are not limited to
requesting (e.g., preferred items, locations, activities, etc.), commenting, conversation, answering
questions, etc. Augmentative and alternative communication modalities can be unaided communication
systems such as sign language and/or aided communication systems that can range from individual picture
symbols to informal or commercial communication books to speech generating devices (SGDs). An
SGD is a portable electronic device that provides speech output (digitized speech, synthesized speech or
both) in response to a person’s selection of picture symbols, letters, word, phrases or whole messages. As
previously stated, augmentative and alternative communication intervention is implemented to increase
the communicative functioning of individuals whose natural speech is not sufficient to meet daily
communicative needs.

II1. Evidence Based Practice

Evidence based practice is a systematic process of clinical decision making that integrates best research
evidence with clinical experience/expertise and takes into account stakeholder perspectives when making
decisions regarding assessment and treatment of a particular stakeholder (Schlosser & Raghavendra,
2004).

With regard to “research evidence” there has been considerable discussion regarding how to evaluate the
quality of the evidence (i.e., research results). A variety of hierarchies for describing best evidence have
been proposed; all have in common the placement of experimental-design research (group and single-case
design studies) and meta-analyses of experimental-designed research at the top of the hierarchy
(Schlosser & Raghavendra, 2004). However, evidence-based practice also incorporates evidence from
non-experimental published literature such as quasi-experimental design studies and retrospective studies.

When conducting evidence-based review of the literature, in addition to the quality of the research
evidence, clinicians and stakeholders are also concerned with the weight of the evidence. That is, does
sufficient evidence exist to indicate that the assessment or treatment is effective for the condition for
which it is being considered? In the area of practices for individuals with ASDs, the National
Professional Development Center on ASD has proposed a standard for evidence based practice for ASD.
The standard, which has been met with respect to the implementation of SGDs for individuals with ASD,
is as provided below.



To be considered an evidence-based practice for individuals with ASD, efficacy must be established
through peer-reviewed research in scientific journals using:

* randomized or quasi-experimental design studies. Two high quality experimental or quasi-
experimental group design studies,

* single-subject design studies. Three different investigators or research groups must have
conducted five high quality single subject design studies, or

* combination of evidence. One high quality randomized or quasi-experimental group design study
and three high quality single subject design studies conducted by at least three different
investigators or research groups (across the group and single subject design studies).

National Professional Development Center on ASD, posted for review at
http://autismpdc.fpg.unc.edu/content/evidence—based-practices

IV. Literature Search and Review

As stated in the introduction, I identified and reviewed the “peer-reviewed, evidence based scientific
literature” describing use of SGDs by persons with autism. My review examined whether this research
literature demonstrated SGD use by persons with autism is effective.

I conducted a multi-source electronic search including CINAHL Plus, PsychINFO and MEDLINE
between 1975 and December 2010. I located 31 studies published in peer-reviewed journals (see attached
table) examining the outcomes of implementing SGDs with individuals with ASD. The electronic search
was supplemented by hand search methods. The majority of the studies (24=75%) employed
experimental designs (23 studies used single subject expermental designs and 1 used a group design).
There were also 4 case study reports, 2 quasi-experimental (AB) studies and 1 retrospective study. As
indicated in the attached table, the majority of these studies (23) were included in a recently published
review of the literature examining the outcome of communication interventions involving speech-
generating devices for children with autism (van der Meer and Rispoli, 2010).

All of the 31 studies listed on the attached table found positive outcomes of implementing SGDs with
individuals with ASD. The studies addressed a wide range of outcomes. These outcomes included:

* learning to use SGDs to make requests,

e to reject,

* 1o label,

e to comment,

* toengage in topical talk,

¢ to repair communicative breakdowns,

* to increase the frequency of responses, and
* to increase the frequency of initiations.



The studies also reported collateral effects of learning to use SGDs. Positive outcomes were reported for:

® language comprehension,

¢ rate of language development,

® increases in communicative interactions,

* increases in communicative engagement, reduction of problem behaviors, and
* increases in natural speech (e.g., verbalizations, spoken words).

In contrast to my independent literature review and to the review conducted by the National Professional
Development Center on ASD, the most recent update of the CIGNA Autism Treatment Coverage Policy
(2010) did not identify the scope of its literature search and did not reference any evidence based
research. Only 3 references were cited in the guideline and none represents evidence based research.
Rather, one reference is a 10 year old textbook; the other two are review-articles describing evidence
based research. Also noteworthy is that there is no discussion of the peer-reviewed, evidence based
research discussed in the textbook (National Research Council, Educating Children with Autism, 2001);
one of the referenced articles did not review any research study in which a person with autism used an
SGD (Millar, Light & Schlosser, 2006); and there is no discussion of the 3 evidence-based studies
reviewed in the other article (Schlosser & Wendt, 2008).

Failure to conduct a complete literature search may explain, but cannot Jjustify CIGNA’s conclusion that
SGD use by persons with autism is “experimental and the implication from that conclusion that there is
no research evidence demonstrating the effectiveness of SGDs for individuals with ASD.

Another flaw in the CIGNA Autism Treatment Coverage Policy is its apparent misinterpretation of the
systematic reviews by Millar, Light & Schlosser (2006) and Schlosser and Wendt (2008) with regard to
the purpose of these studies and the implications for the effectiveness of AAC intervention including
SGDs to augment functional communication skills for children with developmental disabilities and/or
children with ASD. The goal of both studies was to examine the effect of AAC intervention on speech
production in children who were taught to use SGDs. In each case the authors found some improvement
in speech production in the studies analyzed but the results were not consistent across subjects (i.e., some
subjects’ speech improved, some subjects’ speech did not improve) and the amount of improvement was
considered modest. Both studies’ authors concluded that further research is warranted to examine the
relationship between AAC intervention and speech production in children with developmental disabilities,
Millar, Light and Schlosser, (2006) and children ASD Schlosser and Wendt (2008) respectively.

The CIGNA coverage policy authors appear to have interpreted these results to mean that AAC
intervention has not been demonstrated to be an effective intervention for children with developmental
disabilities and children with ASD. However, as they explained in their introduction, Schlosser and
Wendt assumed that

It is understood that the primary aim of AAC intervention is to facilitate a child’s communicative
competence through the use of multiple communication modalities that are by their very nature
supplementing (“augmentative™) or replacing (“alternative”) natural speech... [A]although
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improvements in speech production per se are not a primary goal of AAC interventions, such
outcomes do represent a welcomed bonus to AAC intervention efforts. Knowing whether AAC
interventions facilitate or hinder speech production has the potential to inform current AAC
intervention practices for children with autism in several ways. First, should AAC interventions
be found not to hinder speech production (or even to enhance speech production), practitioners
and families might be more inclined to support earlier adoption of AAC modalities and
interventions rather than rely on a “wait-and-see” approach for children with limited or no
functional speech. Second, if data were to show that some AAC interventions yield better speech
production outcomes than others, practitioners and families could consider this evidence in their
treatment selection decisions. (p. 213).

Additionally in their conclusions Schlosser and Wendt cautioned that their finding that the AAC
intervention studies reviewed found modest gains on speech functioning for children with ASD does not
invalidate the positive outcomes AAC interventions on targeted communicative behaviors of the subjects.
This caution is illustrated by the following example. One of the studies in the review (Olive, de la Cruz,
Davis, Chan, Lang, O’Reilly & Dickson, 2006) taught three children with autism to use SGDs to improve
their requesting skills during play. Outcomes of the intervention on subjects’ use of the SGD to make
requests as well the effect of the intervention on the subjects’ speech were monitored. Using a multiple
probe design across subjects, the results of the intervention showed strong evidence of treatment effect
regarding the subjects’ learning to use a SGD to increase requesting behaviors during play. With regard to
the outcomes on their speech production skills all subjects increased their vocalizations; however, none
developed functional speech during the intervention.

Again, the purpose of both the systematic review of Millar, Light & Schlosser (2006), which included
individuals with developmental disabilities in general and the review of Schlosser and Wendt (2008),
which addressed individuals with ASD specifically was to examine the effect of SGD intervention on
natural speech as reported in the studies reviewed. Therefore, the authors did not focus on the outcomes
of SGD intervention on other modes communicative functioning (i.e., successful use of the target AAC
intervention including SGDs to request, comment, engage in conversation, etc). However, given the
longstanding history of concern regarding the potential for negative impact of SGD intervention on
speech development, the results of both reviews were widely received as good news by those in the AAC
field. That is, the results supported the practice of early adoption of AAC intervention to enable
individuals with severe expressive communication disorders to achieve their fullest communicative
potential without delay. It is highly ironic, therefore, that the conclusions of these papers have been
misinterpreted by CIGNA to support a policy of non-coverage of SGDs for individuals with ASDs.

V. Analysis and Conclusion

In summary, the CIGNA conclusion that SGD use for persons with autism is experimental appears to be
based on no review at all of peer-reviewed evidence based scientific literature. No peer-reviewed
evidence based literature is referenced in the Autism Treatment Policy; not even the several studies
discussed in two of the references CIGNA did review. CIGNA also conducted almost no investigation of
the other factors it recognizes as indicators of whether a type of care is consistent with “accepted
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standards of medical practice.” These factors include the views of physician and other health care
professional specialty societies, and the views of clinical professionals. Although several medical and
other healthcare professional specialty societies have stated positions regarding SGD use by persons with
autism, CIGNA referenced only the National Research Council and its text Educating Children with
Autism. That book, however, is more than a decade old. By contrast, CIGNA appears to have not
considered the more recent views of the American-Speech-Language-Hearing Association, the American
Academy of Pediatrics, or the National Professional Development Center on Autism Spectrum Disorders,
all of which support SGD use by persons with autism as effective. Among the many resources in which
clinical professionals express their views of about the effectiveness of SGD use by persons with autism,
CIGNA only referenced 2 articles, and appears to have misinterpreted the significance of their findings.
Not considered at all are texts, such as Mirenda & locono, Autism Spectrum Disorders and AAC (2009)
and the many articles in professional journals that support the conclusion that SGD use by persons with
autism is effective.

In sum, the CIGNA conclusion in its Autism Treatment Coverage Policy that SGD use by persons with
autism is experimental has no factual foundation. Instead, it reflects both CIGNA’s failure to investigate
the relevant evidence, and its misreading of the evidence that was reviewed. By contrast, there is a wealth
of evidence CIGNA never considered that supports the effectiveness of SGD use by persons with autism.
This evidence can be found in dozens of peer-reviewed, evidence-based scientific studies; in the written
statements of policy of both medical and healthcare professional specialty societies, and in the texts and
other contributions of practicing clinicians. Finally, having completed my analysis, a newly published
meta-analysis came to my attention (Ganz, Earles-Vollrath, Heath, Parker, Rispoli & Duran, 2011). This
study reviewed 8 articles that I also reviewed (see notation in attached table) and the conclusion was the
same as mine: that SGDs are effective to improve the communication skills for people with ASD.

incerely, )

Pamela Mathy, Ph.D., CCC-SLP

Assistant Professor, Psychiatry

The Johns Hopkins School of Medicine

Program Director, Achievements Therapeutic Day Program
Manager Speech-Language Pathology

Center for Autism and Related Disorders

3901 Greenspring Avenue

Baltimore, MD 21211
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