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EARLY STAGE INVESTIGATOR
NEW INVESTIGATOR

RESUME AND SUMMARY OF DISCUSSION: This application requests support to conduct a mixed
methods study to investigate interpersonal and food aspects of the home environment that influence
childhood obesity. This resubmitted work was very responsive to previous critique comments, and now
offers exceptional high impact work that concerns the pressing public health problem of childhood
obesity and additionally addresses health disparities. Reviewers again noted many strengths: the
outstanding significance of understanding familial and home environment causes of childhood obesity
in socioeconomic and racially/ethnic diverse families; the novel look at role of multiple caregivers and
the home interpersonal environmental risk and protective factors relying on observational ecologic
momentary assessment; the exceptional investigators and research environment well poised to conduct
this work; and the rigorous two phased incremental mixed methods approach which includes
measurement of parent stress, sibling interaction, a community based participatory approach,
accelerometers and child qualitative interviews; an outstanding recruitment plan and finally an
exceptional and sophisticated analytic plan as well. Reviewers noted a few minor questions: concern
that the study is sufficiently powered to look at racial differences; and possible insufficient cultural
tailoring of study assessments that may limit the validity of the findings. Overall reviewers expressed
very high enthusiasm for this work that offers high promise to impact childhood obesity and inform
future childhood obesity interventions.

DESCRIPTION (provided by applicant): While the prevalence of childhood obesity may have started
to plateau for some groups of children, other groups such as low-income and minority children are
experiencing increases in childhood obesity. These growing disparities may be linked to unanswered
guestions regarding the home environment and childhood obesity. For example, research has shown
that healthful food availability/accessibility in the home, frequent family meals, and authoritative
parenting style are associated with healthful dietary intake, better psychosocial health, and fewer
unhealthy weight control behaviors in youth, but findings are inconsistent across studies with minority
and low-income families. These conflicting findings suggest that mixed- methods studies are needed for
an in-depth examination of the home environments of diverse families to identify potential explanatory
mechanisms of childhood obesity that may have been overlooked in prior research. In addition,
previous studies have not included state-of-the-art measures that may help illuminate factors in the
home environment that differ by race/ethnicity. The primary objective of this study is to identify how
familial factors, including interpersonal relationships that exist between family members, of
racially/ethnically and socioeconomically diverse children act as risk or protective factors for predicting
childhood obesity. To achieve this objective, a two-phased incremental mixed-methods approach will
be used. Phase | (yrs. 1-2) will include in-home observations of diverse families (n=120; 20 each of
African American, American Indian, Hispanic, Hmong, Somali and white families) to identify individual,
dyadic (i.e., parent/child; siblings), and familial factors that are associated with, or moderate
associations with, childhood obesity. The in-home observations, using our community-based
participatory research partners, will include: (1) an interactive observational family task and family
interview; (2) ecological momentary assessment (EMA) 17 of parent stress, mood and parenting
practices; and (3) child accelerometry and 24-hour dietary recalls. Using state-of-the-art measures,
such as EMA, will allow for identifying within-day fluctuations in parenting practices or parent stress
levels, which may help to identify nuances within the home environment that amplify or exacerbate
childhood obesity risk. Results from the in-home observations will be used for rich analyses and to
inform the development of a culturally-appropriate survey in Phase Il (yrs. 3- 5). The survey will be
administered at two time points to a diverse sample of up to two caregivers (n=2400) of children ages
5-7. Individual, dyadic, and familial factors that are longitudinally associated with child BMIz score and
weight-related behaviors will be identified. Phase | and Il recruitment will occur via the electronic
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Primary Care Research Network in Minnesota primary care clinics (n=82). This comprehensive
evaluation of diverse home environments will identify potential factors that increase childhood obesity
risk in order to create culturally-tailored interventions that will be effective in reducing childhood obesity
disparities.

PUBLIC HEALTH RELEVANCE: This two-phased incremental mixed-methods study will address
unanswered questions related to the home environment and childhood obesity disparities. Phase |
(n=120 diverse families) includes in-home observations to gain an in-depth understanding of aspects of
the home environment that are relevant to childhood obesity. Phase Il (n=2400 diverse caregivers)
examines longitudinal risk and protective factors for childhood obesity.

CRITIQUE 1:

Significance: 2
Investigator(s): 1
Innovation: 1
Approach: 2
Environment: 1

Overall Impact: The overarching goals of this study are to identify how familial factors play a role in
childhood obesity. This highly skilled research team, led by an Early Stage and New Investigator,
proposes a two phase study. During phase 1, they will conduct a qualitative analysis of the in-home
environments of 120 families (20 of each race/ethnicity). The in-home assessment will include
observing an interactive family task (mainly to desensitize the families to a subsequent interview),
followed by a video-recorded interview with the parent and the child, use of ecological momentary
assessment for one week to assess parental stress, mood and parenting practices, placement of an
accelerometer on the child, and a 24-hour dietary recall. Additional 24-hour recalls will be collected,
with a final one collected at the second home visit during which the accelerometers will be collected.
Using data from phase 1, they will create a survey and administer it to 2400 parents (400 of each
race/ethnicity) of children ages 5-7 years old (2 parents per household) at two points in time, 18 months
apart (thus allowing for longitudinal data analyses). All participants will be recruited through a Primary
Care Research network in Minnesota primary care clinics (n=82). As outlined below, there are many
aspects of this study that are quite significant and innovative. Their approach is comprehensive and
rigorous; few concerns were identified.

1. Significance:
Strengths

e Obesity is a significant public health problem and is most pronounced among low-income
families and racially/ethnically diverse families. This study proposes to examine the causes of
childhood obesity in these priorities populations.

e Families play an important role in children’s risk for obesity.

e The researchers intend to recruit a very racially/ethnically diverse sample including African-
Americans, Hmong, Hispanics, Caucasians, and American Indians. They have specified that
most of the Hispanics are of Mexican origin and the African population is Somali.

e A better understanding of the home food environment (social and physical) will help inform
future interventions.

Weaknesses

e Results about the Hispanic sample may not generalize to other Latino subgroups. (minor)
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e Concerns remain regarding the overlap in their research questions compared with other funded
research. One would assume that some of what they will learn in Phase 1 they will have learned
from the R21. (minor)

2. Investigator(s):
Strengths

e Led by a talented early stage and new investigator, Dr. Jerica Berge, this is an excellent team
with expertise in all of the needed areas.

e Dr. Berge has a PhD is trained in behavioral medicine and has a specific expertise in family
science. She has other research that is similar including having completed a K12 related to
weight and eating.

e Dr. Neumark-Sztainer has expertise in eating behaviors in children.
e Dr. Crow provides expertise in EMA.
¢ Dr. Miner provides expertise in statistics.

e They have modified their research team to streamline the process and include additional
expertise in health disparities research.

Weaknesses

e This remains a fairly large team and may present a challenge for this new investigator. (minor)

3. Innovation:
Strengths

e The examination of multiple caregivers’ parenting styles is innovative. And examining their
concordance/discordance in parenting styles on child’s risk for obesity is novel.

e Very little research exists on differences in parenting styles among such a diverse group of
parents as is proposed in the current study.

e The examination of parenting stress, mood and practices over a course of a week and how that
is related to children’s weight and weight related behaviors is novel.

e The in-home task is novel.
Weaknesses

e No concerns

4. Approach:
Strengths

e This is a mixed methods study that involves observations, ecological momentary assessment,
and collection of measured data and questionnaires. They provided additional justification for
Phase 1 which is a major strength of this study as it is allow us to peer into the homes of these
families to explore novel aspect of the home environment to target in future interventions.

e Their observational component will examine sibling interactions.

e Data will be collected from children and multiple family members thus providing a more
comprehensive picture of the home environment than what is typically obtained

e Excellent theoretical approach.
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e A survey validation study is embedded between Phase 1 and 2.

e The constructs they will measure in Phase 2 is very comprehensive.

e The use of NDS 24-hour dietary recalls and accelerometers is a strength.

e Most of the methods they employ have been pilot tested. And they have excellent response
rates in these previous studies.

e Their involvement of the SoLaHmMo members will help maximize their recruitment and data
collection efforts.

e Their focus on the 5-7 years old is excellent as it represents an important developmental period.
e Their analytic approach is well-conceived, sophisticated and articulates well with the aims.

e A major strength of this revised application is a second measurement time-point during Phase 2,
thus allowing for longitudinal data analysis and prediction of behaviors and health outcomes.

Weaknesses

e Minor concerns remain about their ability to recruit fathers.

5. Environment:
Strengths

e The academic environment at the University of Minnesota is excellent.

e Their partnership with the Primary Care Research Network will support feasibility of recruitment.
Weaknesses

e NoO concerns.

Protections for Human Subjects:
Acceptable Risks and/or Adequate Protections

e No concerns; excellent description of how they will minimize risks.
Data and Safety Monitoring Plan (Applicable for Clinical Trials Only):

o Although not a clinical trial, the researchers have created a plan that will minimize risks
to participants.

Inclusion of Women, Minorities and Children:
G1A - Both Genders, Acceptable

M1A - Minority and Non-minority, Acceptable
C1A - Children and Adults, Acceptable

e 120 racially/ethnically diverse families will be recruited to participate in phase 1. 2400
racially/ethnically diverse parents/caregivers and one child per household (5-7 years old) will be
recruited to participate in Phase 2.

Vertebrate Animals:
Not Applicable (No Vertebrate Animals)
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Biohazards:
Not Applicable (No Biohazards)

Resubmission:

e The researchers addressed most of the concerns raised by the reviewers including: discussing
the representativeness of the sample; their decision to assess for differences by race/ethnicity
(and they are powered to do so); they will control for parent/caregiver weight status and they will
stratify their analyses by child weight; their inclusion criteria for number of family members and
contact with child; their CBPR approach is appropriate; no concerns with work-related
restrictions on using the IPAD; additional information provided on the accelerometer data
collection.

Budget and Period of Support:
Recommend as Requested

CRITIQUE 2:

Significance: 2
Investigator(s): 1
Innovation: 1
Approach: 3
Environment: 1

Overall Impact: We have insufficient data detailing how the home environment is associated with
obesity risk among children in racial/ethnic minority and low income households. The present
investigation aims to use a two-phase mixed methods design to assess associations of familial factors
with obesity risk among children. Phase 1 will involve assessment of the home environment of children
(ages 5-7) in a diverse community. Phase 1 will culminate with the development of a "culturally
sensitive" survey that will be administered in Phase 2 to a diverse sample of two caregivers, twice over
a 2 year period. The applicants have been responsive to the prior set of reviews, particularly in
modifying the investigation into a prospective trial. Several very minor methodological concerns remain,
regarding the choice of measures and characterization of the sample.

1. Significance:
Strengths

- Having a more nuanced understanding of the links between the home environment and
childhood obesity may inform the development of innovative interventions.

- Familial factors play an important role in impacting childhood obesity and this study will
contribute to our understanding of these processes in high risk populations.

« The quantitative aims in Phase 1 seem to extend much of the existing literature to racial/ethnic
minority familiars who are at higher obesity risk.

« Examining the multiple family caregivers is a strength given difference in the composition of
racial/ethnic minority households.

Weaknesses
« None noted.
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2. Investigator(s):
Strengths

- The Principal Investigator is an accomplished new investigator, who is supported by a strong
team of experienced co-investigators.

« There appears to be requisite experience in the investigator team for an ambitious study of this
type.
Weaknesses

«  None noted.

3. Innovation:
Strengths
- Examining variability in parental factors and the association with childhood behaviors.
« Combined evaluation of familial factors along with those of the home environment.
Weaknesses
« None noted.

4. Approach:
Strengths
- Theoretical model is sound and well suited to the study

- The team has strong preliminary evidence lending support to the feasibility of the proposed
methods.

- Although CBPR isn't absolutely necessary for this study, that the investigators have good
community relationships might enhance their likelihood of recruitment success.

« Training plan for community and research data collectors is sound.
Weaknesses

- ltis unclear whether there is sufficient power to detect difference between racial/ethnic groups,
as Phase Il power analyses are focused on within-group differences.

« Itis unclear how choice of family task (specifically, the familiarity of the chosen scenario) will
affect participant responses.

- Translation and checking for cultural appropriateness is likely insufficient to ensure the validity of
the measures utilized to measure child health behaviors.

« Itis unclear how African American is being defined and whether Black immigrants will be
included in this group.

5. Environment:
Strengths

« This is an excellent environment for the proposed study.
Weaknesses

+ None noted.
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Protections for Human Subjects:
Acceptable Risks and/or Adequate Protections

Data and Safety Monitoring Plan (Applicable for Clinical Trials Only):

o Acceptable

Inclusion of Women, Minorities and Children:
G1A - Both Genders, Acceptable

M1A — Minority and Non-minority, Acceptable
C1A — Children and Adults, Acceptable

Vertebrate Animals:

Not Applicable (No Vertebrate Animals)

Biohazards:
Not Applicable (No Biohazards)

Budget and Period of Support:

Recommend as Requested

CRITIQUE 3:

Significance: 2
Investigator(s): 1
Innovation: 3
Approach: 2
Environment: 1

PRDP

Overall Impact: This study aims to explore familial factors, including interpersonal relationships that
exist between family members of racially/ethnically and socioeconomically (SES) diverse children and
how these may act as risk or protective factors for predicting childhood obesity. The investigators were
mostly responsive to previous critiques. This study is significant for a variety of reasons given below.

The investigators have the expertise and previous collaboration experience to carry out the study.

Concerns still remain with regard to innovation and the narrow range of the population of children (e.g.,

5 to 7 year olds) in the proposal. The environment is excellent.

1. Significance:
Strengths

¢ Investigators were mainly responsive to previous critiques.

e Factors related to obesity among children are multifaceted, and the home food environment is

an important setting to examine these issues.

e Given that racial and ethnic minorities in the U.S. are disproportionately burdened by obesity,

this study will contribute greatly to the understanding of why these disparities exist.
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e Strong measures are proposed including accelerometer, 24-hour dietary recalls and BMI z-
scores.

¢ Inclusion of multiple family members and family structure will help contribute to the
understanding of the breadth of familial factors that may influence child dietary and physical
activity behaviors.

Weaknesses

o While the power analysis informs a sample size that should be adequate for detecting
differences among groups, the inclusion of such diverse racial/ethnic minority groups, as
opposed to choosing a more narrow racial or ethnic group(s) (e.g. Hispanics only, but
considering subpopulations based on country of origin), may limit generalizability of the overall
findings (e.g., diluting the results).

2. Investigator(s):
Strengths

e The investigators have strong background and the necessary experience to conduct the study.

e Dr. Berge is a promising early stage and new investigator. Her previous research is within
relevant content areas (e.g., childhood obesity, CBPR as a methodology, and working with
ethnic minority populations and youth).

e The research team has extensive collaborations which will help support this project.

e Dr. Berge has several publications relevant to this study (e.g., eating behaviors, structural and
interpersonal characteristics of family meals, and family home eating and physical activity
environments).

Weaknesses

e None noted.

3. Innovation:
Strengths

e Variables of parental stress, mood, and practices measured throughout the day will provide new
and important aspects to the home food and PA environments, especially among children.

e As the proposal states, little is known about whether parenting style and concordance or
discordance differs by race/ethnicity. This study will add greatly to this understanding.

Weaknesses

e In the proposed study, it is expected that the majority of Hispanics will be Mexican; however, as
previous reviewers stated, and as research has shown, obesity risks and behaviors vary among
Hispanic subgroups. By potentially aggregating non-Mexican American and Mexican American
families, important differences among these Hispanic subgroups could be masked.

e One of the prior reviewers stated concern as to many of the constructs in the survey
development phase being already evaluated and linked to obesity. The investigators were only
mildly responsive to this original concern since they state in their response that they will look for
additional measures if needed but did not actually provide measures that might be novel and/or
important. For instance, as stated below, measurement of food insecurity may have been
helpful to incorporate (especially since the investigators briefly mentioned the construct).

e The proposal briefly mentions examining food security, but doesn’t go into adequate detail
regarding how it will be measured or analyzed. It would be expected that food security status,
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especially among racial/ethnic minorities, would interact with measures of parental mood,
stress, and feeding practices.

4. Approach:
Strengths

e The utilization of mixed methods approach is a key strength.

e Strong approach and measures incorporated (e.g., CBPR, EMA, accelerometry, and multiple
24-hr dietary recalls) are notable strengths.

¢ Recruitment goals will likely be met, as sampling from 82 clinics, coupled with utilization of the
Electronic Primary Care Research Network, will provide a multitude of opportunities to access
the target populations.

e The incremental approach outlined by the investigators will help facilitate capturing both the
gualitative and quantitative of potential risk or protective factors for childhood obesity in diverse
families.

e The use of the Family Systems Theory will provide direction and assist with synthesis of
findings.

e Stratified sampling to ensure inclusion of overweight and healthy weight youth will ensure the
strength and robustness of the data.
Weaknesses

e Although the investigators responded to the previous critique regarding the age of the children
in the proposal (5-7 year olds), this was not adequately addressed. Although potentially under-
researched, this narrow age range of 5-7 years of age may result in findings that may be difficult
to interpret. For instance, would the results be an effect of age or race/ethnicity?

5. Environment:
Strengths

e The investigators have adequate office space for staff, equipment, supplies, and data housing,
as well as appropriate technology (secure network, software) to carry out the study.

e The Family Medicine Clinics have excellent access to the racial and ethnic minority populations
of interest.

Weaknesses

e None observed.

Protections for Human Subjects:

Acceptable Risks and/or Adequate Protections

Data and Safety Monitoring Plan (Applicable for Clinical Trials Only):
Acceptable

Inclusion of Women, Minorities and Children:
G1A - Both Genders, Acceptable

M1A - Minority and Non-minority, Acceptable
C1A - Children and Adults, Acceptable
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Vertebrate Animals:
Not Applicable (No Vertebrate Animals)

Biohazards:
Not Applicable (No Biohazards)

Resubmission:

e The investigators were mainly responsive to previous critiques.

Budget and Period of Support:
Recommend as Requested

THE FOLLOWING RESUME SECTIONS WERE PREPARED BY THE SCIENTIFIC REVIEW
OFFICER TO SUMMARIZE THE OUTCOME OF DISCUSSIONS OF THE REVIEW COMMITTEE ON
THE FOLLOWING ISSUES:

PROTECTION OF HUMAN SUBJECTS (Resume): ACCEPTABLE. There are no concerns.

INCLUSION OF WOMEN PLAN (Resume): ACCEPTABLE. Both genders will be included in the study
sample.

INCLUSION OF MINORITIES PLAN (Resume): ACCEPTABLE. All race and ethnic groups will be
eligible and targeted for enroliment.

INCLUSION OF CHILDREN PLAN (Resume): ACCEPTABLE. Children aged 5-7 and adult caregivers
will be enrolled in this study.

NIH has modified its policy regarding the receipt of resubmissions (amended
applications). See Guide Notice NOT-OD-10-080 at
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-10-080.html.

The impact/priority score is calculated after discussion of an application by averaging
the overall scores (1-9) given by all voting reviewers on the committee and multiplying
by 10. The criterion scores are submitted prior to the meeting by the individual
reviewers assigned to an application, and are not discussed specifically at the review
meeting or calculated into the overall impact score. Some applications also receive a
percentile ranking. For details on the review process, see
http://grants.nih.gov/grants/peer_review_process.htm#scoring.
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