CAPES Research Project Study Protocol #2

Title: Differences in Key Performance Indicators (KPIs) after Enrollment and Six

Months of Participation in the Child and Adolescent Program Enrichment Services
(CAPES) Program.

Principal Investigator: Mary Rineer, Ph.D.

Co-Investigators: Danny W. Stout, Ph.D.

1. Objective

The purpose of this study is to determine the effects of enrollment and six months
of participation in the CAPES program on metrics related to symptomology, care
indicators, utilization metrics and service utilization.

CAPES is committed to gathering information regarding the effectiveness of
collaborative care model. Outcome data is critical in order to justify expansion of
a collaborative care service delivery model.

2. Specific Aims

Aim 1: To determine differences in the measurement of the following domains
after enrollment and participation in the CAPES program.

: Reason for Referral to CAPES

: Diagnosis

i Age

: Grade

: School Placement (Public/Private)

: Special Services Received at School

: Hospitalizations

: Residential Placement

: Number of Current Health Care Providers

: Number of Current Health Care Visits and Cost/Co-Pay per month
: Number of Current Medications per month

: Cost of Current Medications per month

: Child Behavior Check List (CBCL)

: Parent Stress Index (PSI)

: Strengths and Difficulties Questionnaire (SDQ)

: Children Depression Inventory (CDI) - Parent

: Multidimensional Anxiety Scale for Children (MASC) - Parent
: Kidscreen

: CAPES Services Matched to Special Services
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Background

It is estimated that 10% to 20% of youths (approximately 15 million children in
the United States) meet the diagnostic criteria for a mental health disorder, and
many more are at risk for escalating problems with long-term individual, family,
community, and societal implications.

Mental health problems in children and adolescents have created a “health crisis”
in this country. (Satcher, 2000) These problems affect a growing number of
youths, they impact these children and their families in all spheres of their lives,
and the consequences are costly and often tragic.

When health care providers are unable due to the service delivery model to
address the problems presented as interrelated, and as existing within a larger
system the overall care of the child or adolescent is diminished. This diminished
care leads to significant delays in resolution of the presenting problems and in less
than optimum outcomes for all involved.

The typical trajectory for this journey in search of assistance from the health care
providers is that a parent or provider would identify a problem and seek
assistance. Families typically travel this path alone moving with best intentions
from on specialist to the next in search of resolution. This lack of collaboration
on the part of the variety of specialists is not due to a lack of desire or need on the
part of the health care providers. This lack of collaboration is due to the fact that
a system for interaction and collaboration between providers does not exist in our
health care model.

Children and adolescents with moderate to severe problems in two or more areas
pose significant problems to the Care Providers. These problems are exacerbated
by a service delivery design which does not encourage or establish a format for
consultation and collaboration between providers.

The Guide to Building Collaborative Mental Health Care Partnerships in Pediatric
Primary Care states; “Given that children and adolescents with chronic mental
illnesses are more prevalent than those with leukemia, diabetes and AIDS
combined, the importance of integrated health care is critical. Part of the solution
lies in the collaborative mental health partnerships whereby coordinated
communication between all health care providers to coordinate systems of care
for the child/adolescent and family is essential”.

The CAPES program provides a dynamic approach designed to establish an arena
in which innovative consultation and collaboration is facilitated to provide
recommendations for children and adolescents. The CAPES panel of experts
provides the parents an opportunity to present the history, current status and
issues affecting their child/adolescent as well as their desired resolution. CAPES
then coordinates the dynamic perspective of multiple service providers from
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different professional areas of expertise while consistently maximizing
communication between providers, school personnel and families, with the goal
of changing the trajectory of care for children and adolescents. CAPES has been
designed as a new approach to proving care to these children and adolescent, and
the effectiveness of this approach will be explored through analysis of pre-test and
post-test scores on the Child Behavior Checklist.

In a preliminary study (Protocol CAPES 1-2014) it was found that, specific to the
CBCL that there were significant differences in five of six areas measured within
the instrument.

1. There was a significant effect for Affective, t(18) = 3.8, p =.001, with
the post-affective score being lower than the pre-affective score.

2. There was not a significant effect for Somatic, t(9) = 1.94, p = .088.
However, the post-somatic score was lower than the pre-somatic score.

3. There was a significant effect for Anxiety, t(18) = 3.02, p =.007, with
the post-anxiety score being lower than the pre-anxiety score.

4. There was a significant effect for ADHD, t(16) = 5.14, p <.001, with
the post-ADHS score being lower than the pre-ADHD score.

5. There was a significant effect for Oppositional Defiant, t(23) =5.74, p
<.001, with the post-oppositional defiant score being lower than the
pre-oppositional defiant score.

6. There was a significant effect for Conduct, t(18) =4.01, p <.001, with
the post-conduct score being lower than the pre-conduct score.

With these positive results, it is desired to examine the effects that these positive
results have on other measurement instruments and utilization metrics.

Study Team Expertise

The CAPES team consists of the following members: Pediatrician, Child
Psychiatrist, Psychologist, Family Therapist, Speech-Language Therapist,
Occupational Therapist, Educational Expert, Statistician, Parents, and CAPES
team administrator. The PI and Co-PIs have experience conducting research and
will uphold all rules and regulations which are in place to protect human subjects.

Methodology
a. Inclusion/Exclusion Criteria

1. Parents (age 18 and over) of children and adolescents with moderate
to severe
Problems in two or more areas.

a. Recruitment Plan and Study Design

i. Number of Subjects
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e n=60

Method of Contact
* Parents (age 18 and over) will complete forms identical to the
forms completed as part of the CAPES intake during the six
month follow-up session.

Method of Consent
* Inform Consent is being completed

Method of Interaction/Procedure/Intervention

* The members of the CAPES panel of experts review all
information provided by the intake forms prior to the
scheduled meeting with the family.

* The entire CAPES team of experts meet with parents.
Additionally individuals who are involved with the
child/adolescent are invited to attend the meeting if the
parents request their attendance. The CAPES team listens to
the family explain the history the current status, issues
affecting the child/adolescent.

* Within two weeks of the initial CAPES meeting two or more
members of the CAPES team meet with the parents and share
written care recommendations which the team has developed
following the initial meeting.

1I. Compensation

There will be no compensation for the participants in this study.

b. Data Retention and/or Data Destruction Plan

1.

ii.

How long will you keep subject data?
The data will be destroyed one year after successful
completion of study.

If you plan to destroy the data, how will you destroy it?

Any paper records used in the research will be shredded, physical
media will be erased an physically destroyed, and electronic media
will be scrubbed after the files are deleted.
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Researchers may retain de-identified data for future analysis in the context of the
project the data were collected for. Data are considered to be completely

de-identified when all links between in individual identity and the data are destroyed.
Research data are not considered de-identified simply because names have been removed
if they still contain information that might identify the participants such as date of birth,

address, etc.

Data collected only after an IRB approval has been granted. Data will
will be collected only for the following areas:

O 00 1IN DN B W=

: Reason for Referral to CAPES

: Diagnosis

i Age

: Grade

: School Placement (Public/Private)

: Special Services Received at School

: Hospitalizations

: Residential Placement

: Number of Current Health Care Providers
10:
11:
12:
13:
14:
15:
16:
17:
18:
19:

Number of Current Health Care Visits and Cost/Co-Pay
Number of Current Medications

Cost of Current Medications

Child Behavior Check List (CBCL)

Parent Stress Index (PSI)

Strengths and Difficulties Questionnaire (SDQ)

Children Depression Inventory (CDI) - Parent
Multidimensional Anxiety Scale for Children (MASC) - Parent
Kidscreen

CAPES Services Matched to Special Services

The data will be de-identified. The data will exist only within a
password encrypted file which is only accessible by the PIs of this
study. The data will be destroyed one year after successful completion
of the study.

1. Risks & Benefits

a. What are the risks and what will be done to monitor the risks?

No Risks

b. What is the likelihood of each risk (common, likely, infrequent, or rare)?
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Potential Risks

* Participation in this study poses a risk for breach of confidentiality. RARE

What will be done to reduce or monitor these risks?

* To minimize the breach of confidentiality risk, we will only use the data
identified above and this will be stored according to approved procedures and

destroyed one-year after completion of the study.

c. What are the benefits?

iii. To the individual

Other than participation in the CAPES program, there will be no direct
benefits to the study participants. The knowledge and insights
emanating from this study will potentially advance efforts surrounding
coordinated care and ultimately may lead to better care for families
with children/adolescents who have two or more serious issues.

iv. To society

The utilization of a collaborative care service delivery model which
demonstrates clinical efficacy.

Statistical Design

It is hypothesized that the effectiveness of the CAPES program will result in
statistically lower post-test scores on the measurement instruments and utilization
metrics. After describing the study population with descriptive statistics, the t-test
for dependent samples will be utilized to determine if there are statistically
significant differences in pre-test scores and post-test scores, and utilization
metrics, after six months of participation in the CAPES program.

Page 6



CAPES Research Project Study Protocol #2

References

Abidin, R. R. (1995). Parenting Stress Index: Professional manual (3rd ed.). Odessa,
FL: Psychological Assessment Resources.

American Psychological Association. (2006). Disseminating Evidence-Based Practice
For Children & Adolescents: [a systems approach to enhancing care]. Retrieved
from http://www.apa.org/practice/resources/evidence/children-report.pdf

Cassidy, L. J., & Jellinek, M. S. (1998). APPROACHES TO RECOGNITION AND
MANAGEMENT OF CHILDHOOD PSYCHIATRIC DISORDERS IN
PEDIATRIC PRIMARY CARE. Pediatric Clinics of North America, 45, 1037-
1052. Retrieved from http://jpepsy.oxfordjournals.org/content/36/6/652.full

Deighton, J., Croudace, T., Fonagy, P., Brown, J., Patalay, P., & Wolpert, M. (2014).
Measuring Mental Health and Wellbeing Outcomes for Children and Adolescents
to Inform Practice and Policy; a review of child self report measures Jessica
Deighton. Child and Adolescent Psychiatry and Mental Health, 8(14). Retrieved
from http://www.capmh.com/content/8/1/14

Dunn, W. (1999). Sensory profile. San Antonio, Tex.: Psychological Corp.

Goodman, R. (2001). Black-and-white overlays for hand scoring parent, teacher and
self-report SDQs [Strengths & Difficulties Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Goodman, R. (2005). P11-17 - SDQ and impact supplement for the parents of 11-17
vear olds [Strengths and Difficulties Questionnaire]. Retrieved from

http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Page 7



CAPES Research Project Study Protocol #2

Goodman, R. (2005). P11-17 FOLLOW-UP - SDQ, follow-up questions and impact
supplement for the parents of 11-17 year olds [Strengths and Difficulties
Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Goodman, R. (2005). P2-4 - SDQ and impact supplement for the parents of 2-4 year
olds[Strengths and Difficulties Questionnaire ]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Goodman, R. (2005). P2-4 FOLLOW-UP - SDQ, follow-up questions and impact
supplement for the parents of 2-4 year olds [Strengths and Difficulties
Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Goodman, R. (2005). P4-10 - SDQ and impact supplement for the parents of 4-10 year
olds [Strengths and Difficulties Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Goodman, R. (2005). P4-10 FOLLOW-UP - SDQ, follow-up questions and impact
supplement for the parents of 4-10 year olds [Strengths and Difficulties
Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Goodman, R. (2014, August 19). Scoring instructions for SDQs for 2-4 year olds,
completed by parents or teachers [Strengths and Difficulties Questionnaire].
Retrieved from

http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Page 8



CAPES Research Project Study Protocol #2

Goodman, R. (2014, August 19). Scoring instructions for SDQs for 4-17 year olds,
completed by parents, teachers or self-report [ Strengths and Difficulties
Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA

Goodman, R. (n.d.). 4 record sheet for hand-scored questionnaires [Strengths and
Difficulties Questionnaire]. Retrieved from
http://www.sdqinfo.com/py/sdqinfo/b3.py?language=Englishqz(USA)

Gresham, F. M., & Elliott, S. N. (2008). SSIS: Social skills improvement system.
Minneapolis, MN: Pearson.

Huang, L., Stroul, B., Friedman, R., Mrazek, P., Friesen, B., Pires, S., & Mayberg, S.
(2005). Transforming Mental Health Care for Children and Their
Families.American Psychologist, 60(6), 615-627. doi:10.1037/0003-
066X.60.6.615

Institute of Medicine (United States). Committee on Quality of Health Care in America.
(2001). Crossing the quality chasm: A new health system for the 21st century.
Washington, DC: National Academy Press.

Institute of Medicine (United States). Committee on Quality of Health Care in America.
(2001). Crossing the quality chasm: A new health system for the 2 1st century.
Washington, DC: National Academy Press.

Kataoka, S. H., Zhang, L., & Wells, K. (2002). Unmet Need for Mental Health Care
Among U.S. Children: Variation by Ethnicity and Insurance Status. American
Journal of Psychiatry, 159, 1548-1555. Retrieved from

http://ajp.psychiatryonline.org/doi/full/10.1176/appi.ajp.159.9.1548

Page 9



CAPES Research Project Study Protocol #2

Kazak, A. E., Hoagwood,, K., Weisz, J. R., Hood, K., Kratochwill, T. R., Vargas, L. A.,
& Banez, G. A. (2010). A Meta-Systems Approach to Evidence-Based Practice
for Children and Adolescents (2010 ed.). American Psychologist.

Kovacs, M., & Multi-Health Systems Inc. (2003). Children's depression inventory
(CDI): Technical manual update. North Tonawanda, NY: Multi-Health Systems,
Inc.

March, J. S. (1997). Multidimensional anxiety scale for children. North Tonawanda, NY:
MHS.

McConaughy, S. H., & Achenbach, T. M. (1988). Practical guide for the child behavior
checklist and related materials. Burlington, VT: University of Vermont.

Ptakowski, K., DeMaso, B. D., Martini, M.D., D. R., Sulik, M.D., F.A.A.P., L. R., Hilt,
M.D., R., Marx, M.D., L., . .. Pierce, M.D., K. (2010, June). A Guide to
Building Collaborative Mental Health Care Partnerships In Pediatric Primary
Care. Retrieved from
http://www.aacap.org/App_Themes/AACAP/docs/clinical practice center/guide
_to_building_collaborative_mental health care partnerships.pdf

Ravens-SiebererMichael, U., Erhart, M., Rajmil, L., Herdman, M., Auquier, P., Bruil, J.,
... Kilroe, J. (2010). Reliability, construct and criterion validity of the
KIDSCREEN-10 score: a short measure for children and adolescents’ well-being
and health-related quality of life. Quality of Life Research, 19(10), 1487-500.

doi: 10.1007/s11136-010-9706-5. Epub 2010 Jul 30

Page 10



CAPES Research Project Study Protocol #2

Williams, J., Klinepeter, K., Palmes, G., & Pulley, A. (2004). Diagnosis and Treatment
of Behavioral Health Disorders in Pediatric Practice. Pediatrics, 114, 601-606.

doi:10.1542

Page 11



