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ENHANCING THE EVIDENCE BASE IN OROFACIAL MYOLOGY

Hope C. Reed SLP.D., CCC-SLP, COM™

ABSTRACT

The purpose of this article is to stimulate research in orofacial myology. The research-to-practice gap
may be reduced by highlighting concepts relating to evidence-based practice. Information is also
presented on the International Association of Orofacial Myology Institutional Review Board process.
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INTRODUCTION

Every treatment session is an opportunity for
research. Data are collected. Questions are
answered, while additional questions are
conceived. Behaviors, phenomena, and
structures are investigated. Who better to
serve as investigators than clinicians? After
all, clinicians are actively practicing in the field.
They know the patients’ needs. They are
acutely aware of gaps in the evidence, the
questions that have yet to be adequately
addressed, or even asked. Clinicians
recognize that promoting the evidence base is
best for their patients, selves, and the
discipline.

DISCUSSION

Research promotes change, enhancing what
is known, answering the questions for which
the answers are unknown, asking the
questions previously unstated, and ultimately,
improving knowledge, skills, approaches, and
behaviors. The quest for additional evidence
within a field increases its recognition among
other disciplines, corroborating its credibility as
being supported by sound, scientific principles
(Rothan-Tondeur et al., 2014). Involvement in
research, whether direct or indirect, helps
clinicians grow and develop as professionals
(Rothan-Tondeur et al.). The journey from a
clinical question or curiosity to the evidence
narrows the research-to-practice gap, and

perhaps most importantly, scientific inquiry
optimizes the provision and quality of services
to patients (Campbell & Douglas, 2017).

Evidence-based practice, or EBP, is based on
the thoughtful integration of the best available
evidence, combined with the expertise of
clinicians and wishes of the patients and
caregivers, all for the purpose of decision-
making in patient care (Sackett, Rosenberg,
Gray, Haynes, & Richardson, 1996; University
of Louisville School of Dentistry, n. d.). EBP
helps address the demands of the pubilic,
other disciplines, and third-party
reimbursement systems for the best services.
While there are many interpretations of EBP,
quality care that is effective and efficient is a
fundamental goal. See Figures 1, 2, and 3.
The various explanations of EBP have led to
considerable debate regarding the nature of
evidence (Roulstone, 2011). Clinicians must
consider and balance the various, legitimate
sources of evidence (Roulstone). For
example, randomized controlled trials are
often referred to as the “gold standard” for
clinical research, but other sources, including
qualitative studies, clinician expertise, and
patient values and expectations are all
necessary for EBP (Roulstone). After all, EBP
drives a discipline, propelling it towards better
outcomes for all involved. A collective
advantage is then revealed for the patient and
his/her caregivers, the clinician and his/her
colleagues, and the entire profession (Crowe,
Masso, & Hopf, 2018; McCabe, 2018).
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VIi:
Controlled Systematically Replicated Evidence

(different researchers in other settings obtain similar results by
replicating the study with other patients)

VI:
Controlled Directly Replicated Evidence

= (same investigator who performed initial experimental study
replicates it, using same procedures, but with different subjects;
favorable results imply technique may be used with higher
degree of confidence)

V:
Controlled Unreplicated Evidence

1 (yields initial evidence for effectiveness of a technique using
group or single-subject designs; techngiue can be used by

clinicians with some degree of confidence, but reliability requires
| replication)

IV:
Uncontrolled Systematically Replicated Evidence

(different investigators replicate case studies of other
=1 | researchers; potential for best case study evidence with a given
technique, under controlled experimentation)

Mil:
Uncontrolled Directly Replicated Evidence
(same investigators replicate their previous case studies; in a
controlled study, technique likely to yield positive results)
1B
Uncontrolled Replicated Evidence

(research applied to some individuals and results reported;
example is a first case study; initial level at which evidence
favoring g technigye emerges)

I:
Expert Advocacy

| (experts whose opinions are touted as evidence; new, exciting,
possibly trendy treatment techniques that potentially have no
supporting data)

Levels of EBP
|

Negative Evidence

(infrequently published, but clear indication that technique is
useless; caution: research method must have been unflawed and
applied correctly)

Figure 1: LEVELS OF EBP (Hegde & Maul, 2006).
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Figure 2: COMPONENTS OF EBP (adapted from the Cleveland Clinic, 2019).
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Figure 3: PROCESS OF EBP USING THE 5 A’s (ASHA, 2019; Cleveland Clinic, 2019; Hadley,
2010).



Continued efforts in EBP will help the
discipline of orofacial myology promote not
only research and positive change, but reduce
and hopefully minimize the research-to-
practice gap. Engaging in research, asking
and answering the difficult questions using
well-designed studies in real-world
environments, however, poses many
challenges. These barriers include lack of time
and increased daily demands in work settings,
insufficient support, lack of confidence in
conducting research, with statistical
knowledge, and in methodological adequacy,
deficient relevant information literacy skills,
lack of access to an Institutional Review Board
(IRB), hesitation to change attitudes, beliefs,
practices, and behaviors, and limited adoption
of empirically-supported practices (Campbell
& Douglas, 2017; Crowe, Masso, & Hopf,
2018; McCabe, 2018; Nail-Chiwetalu &
Bernstein-Ratner, 2007; O’Connor &
Pettigrew, 2009; Vallino-Napoli & Reilly,
2009). Of these impediments, lack of time is
often cited as the most significant challenge
(Campbell & Douglas, 2017; O’Connor &
Pettigrew, 2009; Vallino-Napoli & Reilly,
2009).

Ultimately, orofacial myologists will need to
examine and recognize the positive and
negative aspects of their work in order to
adopt and adhere to EBP, but this can be
actualized. The International Association of
Orofacial Myology (IAOM) is implementing its
own IRB in order to help address the
challenges of EBP and bridge the research-to-
practice gap. An IRB is a committee within a
university, hospital, or organization that
reviews research proposals by its employees
or members (American Psychological
Association, [APA] 2019). The IRB reviews
proposals prior to requests for funding of the
research and/or conduction of the research to
ensure compliance with ethical principles and
federal regulations for the protection of the
rights and welfare of human subjects (APA;
Oregon State University Research Office,
2019). The IRB has the authority to approve,
disprove, or require modifications to projects
(APA).

IAOM’s IRB is registered with the United
States Department of Health and Human
Services Office for Human Research
Protections, demonstrating the capability to
completely and sufficiently review human
research-related proposals and their potential
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institutional, legal, scientific, and social
implications (Oregon State University
Research Office). A roster of the IAOM IRB
members is provided in the Appendix.

In order for a proposed study to be approved
by an IRB, there are six criteria that must be
met. (1) Risks to human subjects are
minimized. (2) Risks to human subjects are
reasonable in relation to the anticipated
benefits, if any, to subjects, and the
importance of the knowledge expected to be
gained as a result of the proposed
investigation. (3) Selection of participants is
equitable. (4) Informed consent is sought from
each prospective participant or the
participant’s legal representative and
appropriately documented in accordance with
and to the extent of local, state, and federal
regulations. (5) Where appropriate, the
research proposal adequately provides for
monitoring the data to be collected to ensure
the safety of participants, including provisions
for the protection of privacy and maintaining
confidentiality of data. (6) When some or all
participants belong to vulnerable populations,
such as children, pregnant women, prisoners,
persons with impaired decision-making
abilities, and persons who are intellectually,
educationally, and/or economically
disadvantaged, additional safeguards are
included in the proposed investigation and IRB
process to protect their rights and welfare
(Common Rule, 2018; University of California
at Berkeley Office for Protection of Human
Subjects, 2019).

Ultimately, the aim is to protect all human
subjects. More specifically, the goal is to
safeguard informed consent, patient
confidentiality and personally identifying
information, vulnerable populations,
researchers, and the discipline of orofacial
myology.

The IAOM IRB was established to encourage
research among orofacial myologists who do
not have access to an IRB through their work
setting. For example, orofacial myologists who
work in universities and hospitals must apply
to the IRBs housed within those institutions,
not to the IAOM IRB. Also, some school
districts may house an IRB. However, many
private practice-based clinicians do not have
access to an IRB. Therefore, they must pay
rather costly fees to apply to an independent
IRB. The IAOM IRB was established to better
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serve its members as a value-added benefit of
membership and to promote their engagement
in research activities. If a clinician works in a
setting where an IRB exists, then that
individual must apply to that respective IRB.
The IAOM IRB is solely for IAOM members

who are working in a setting without an IRB.
The application materials and Policies and
Procedures Manual (IAOM, 2019) will soon be
available via a password-protected area of the
IAOM Website.

¢Clinician's curiosities and interests
1 eDevelop research question(s)

ePatient population
2 *Need for information and evidence

*Review literature

eFormulate study design
4 eCompose method

*Review potential funding sources

eDevelop research proposal
6 eSubmit application to IRB

e After receiving IRB approval, recruit, and obtain consent from participants, then collect data

7
Y eAnalyze and interpret data
Y e|dentify impacts of findings and suggest implementation for practice

eComplete write-up
10 | *Submit for publication

Figure 4: STEPS IN THE RESEARCH PROCESS (adapted from Aspergillus & Aspergillosis, 2004).
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Exempt From
Review STILL REQUIRES APPLICATION TO THE IRB

*No identifying information may be collected at any time

*Examples: surveys, interviews, observations, education-related investigations that do not involve
children, benign behavioral interventions, demonstrations, and food and taste preferences

Expedited Review |Most orofacial myology research warrants this level of
review.

*Must satisfy requirements of anonymity, confidentiality, minimal risk, reasonable and appropriate
protections in regards to privacy and confidentiality, as well as other requirements listed in
application materials.

*Examples: noninvasive procedures (including data routinely obtained in clinical practice, excluding
X-rays), some blood samples, data collection for research purposes, focus groups, interview and
surveys using individuals and groups, and quality assurance studies

Full Review Research that does not qualify as exempt or expedited

*Research involving pregnant women where the focus is on the fetus and/or the pregnancy,
prisoners, minor chidlren, and nonpublic records always requires review.

*Examples: biomedical and sociobehavioral research, fMRI, studies involving mild pain, and drug
trials

Figure 5: LEVELS OF REVIEW FOR PROPOSALS MADE TO THE IAOM IRB (IAOM, 2019).

Future recommendations include pathologists are recommended.

investigations that enhance the evidence

base, specifically those that address treatment Who better to perform the necessary research
efficacy. The establishment of a negative than clinicians? Clinicians see the problems,
evidence database is also suggested, gaps in the evidence, and need for solutions in
because knowing what approaches have not daily practice. They work directly with patients
yielded success is as important as knowing and caregivers. They have a natural curiosity.
which ones have proven effective. A record of A noteworthy goal is to have experienced
negative evidence is necessary for the sake of clinicians intersect with the desire and ability
patients, clinicians, and the entire discipline. to pursue the evidence.

Lastly, a practice portal and evidence maps
like those of ASHA for speech-language
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APPENDIX

IAOM IRB Roster

IRB Member

Scientific Specialty Area(s)

Location

Linda Davis

Nursing

United States

Elise Lindquist

Speech-language Pathology

United States

Michael Marino

Internal Medicine; Sleep
Medicine

United States

Almiro Machado, Jr.

Dentistry

Brazil

Lydia Moyer

Secondary English Education

United States

Hope Reed, Chairperson

Speech-language Pathology

United States

Nancy P. Solomon

Speech-language Pathology

United States

Fumiyo Tamura

Dentistry

Japan

Brady Taylor

History Education

United States

Patricia Taylor

Speech-language Pathology

United States

Pascal van Lieshout

Speech-language Pathology

Canada

Katie Vandiver

Speech-language Pathology

United States
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