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Study Procedures for Both Arms
If you/your practice decides to participate in this study, you (and / or a member of your care team) will be
asked to:
1. Provide written, informed consent
2. Complete and return PROS intake forms
3. Complete and return surveys
 Eligibility survey (baseline only)
 Obesity experience survey (baseline and end of intervention period)
4. Work with PROS to complete IRB procedures as appropriate for your practice (rely on AAP IRB or seek
local IRB review and approval). PROS will provide protocol language and assistance with applications
to local IRBs.
5. Complete the Individual Investigator Agreement (IIA), verifying Human Subjects training, which is
required for all PROS studies
6. Enter into a Data Use Agreement with the AAP, which allows PCC to securely share a HIPAA limited
electronic dataset about your practice and patients with the data coordinating center at The
Children’s Hospital of Philadelphia (CHOP) for purposes of this study
7. Agree to be randomized to one of two study arms – Intervention or Usual Care
Additional Study Procedures for Practices Randomized to the Intervention Arm
8. Enter into a Data Transfer Agreement with the University of Michigan, which, in conjunction with
parent consent and HIPPA authorization, allows for the free exchange of study related and clinical
information between your practice, RDs and/or supervised dietetic interns, and the study team at the
University of Michigan.
9. Have the assigned study coordinator in your practice receive training about study procedures by
phone
10. 1-2 clinicians must participate in an all-expenses paid 2 ½ day training workshop. Two identical
workshops will be held in fall 2017. During the workshop, you will:
a. Receive training in Motivational Interviewing, behavioral therapy, obesity treatment
guidelines, coding and billing for obesity-related services, and study procedures
b. Have your skills assessed using a videotaped standardized patient encounter
i. Participate in one additional standardized patient encounter, over the phone,
approximately 6 months after the training workshop
c. Receive CME and MOC Part II credits upon completion of the training workshop, should you
desire
11. Review a list of your patients that the study team has identified as eligible, and make further
exclusions based on your clinical judgement and knowledge
12. Agree to have PCC securely share your eligible patients’ contact information with the study team at
the University of Michigan. Note that the University of Michigan will have a Business Associate
Agreement (BAA) with PCC, allowing them to receive and use such data for recruitment purposes.

Wright ME, et al. BMJ Open 2020; 10:e035720. doi: 10.1136/bmjopen-2019-035720

Supplemental material

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
placed on this supplemental material which has been supplied by the author(s)

BMJ Open

3

13. Agree to share your practice letterhead and have study team members at the University of Michigan
send an introductory letter, on your practice letterhead, to families of eligible children in your
practice.
14. At office visits, help recruit* up to 50 parents (per practice) of children that are overweight or obese
and 3-8 years of age to participate in the study. Parent recruitment involves:
a. Briefly reviewing the introductory material described in # 13 above with parents
b. Obtaining verbal consent and HIPAA authorization and documenting them in the EHR
*We anticipate that the vast majority of parent enrollment and consent / HIPAA authorization will
occur over the phone with RDs and/or supervised dietetic interns located at the University of Michigan.
15. Schedule up to four Motivational Interviewing counseling sessions (approximately 15 minutes each)
in your office with participating parents over the course of 2 years. If you wish, utilize behavioral
goals identified and prioritized by parents during their counseling sessions with RDs and/or
supervised dietetic interns to inform your own MI counseling sessions.
16. Receive electronic or hardcopy clinical counseling notes generated by RDs and/or supervised dietetic
interns on a recurring basis from the University of Michigan.
a. RDs and/or supervised dietetic interns will be trained in MI and conduct up to 6 telephone
counseling sessions with participating parents over the course of 2 years.
b. Participating parents will receive text message and email reminders about upcoming surveys
and telephone visits, and goal check text messages in between telephone visits.
c. Clinical notes are generated by RDs and/or supervised dietetic interns after their telephone
sessions, and capture any clinical concerns or improvements, as well as health goals (and
progress therein) identified by parents for their children.
d. Clinical notes generated by RDs and/or supervised dietetic interns will be sent to your study
coordinator to upload into the EHR.
e. Should you desire, you can utilize the behavioral goals identified and prioritized by parents
during telephone calls with RDs and/or supervised dietetic interns to inform your own MI
counseling sessions.
17. Decide whether to participate in the optional Maintenance of Certification (MOC) Part IV quality
improvement project and Performance Improvement CME.
Additional Study Procedures for Practices Randomized to the Usual Care Arm
8. Receive training about study procedures, coding and billing for obesity-related services, and current
obesity treatment guidelines via phone and webinar
9. 1-2 clinicians in your practice can participate in an in-person, all-expenses paid training workshop at
the conclusion of the intervention period. PARTICIPATION IS OPTIONAL. During the workshop, you
will:
a. Receive training in Motivational Interviewing and behavioral therapy
b. Have your skills assessed using a videotaped standardized patient encounter
c. Receive CME and MOC Part II credits upon completion of the training workshop, should you
desire
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Risks of Participation
The risks of participation are minimal and include:
 Time required to attend in-person MI training sessions. During this workshop, you will not be able to
see patients and will not be remunerated for your time. Note that all travel and training costs will be
paid for by the study.
 Time required to complete surveys
 Time required to help enroll parents of eligible children, deliver MI counseling sessions to
participating parents, and complete other study procedures as necessary (Intervention arm only)
 Loss of confidentiality. There is a minimal risk of loss of confidentiality, including potential disclosure
of a child’s personal health information (PHI). We will implement numerous safeguards to avoid any
potential breach of information.
Benefits of Participation




All expenses paid, extensive, in-person training in Motivational Interviewing, billing, and best
practices in pediatric obesity management / treatment
o Maintenance of Certification (MOC) Part II and CME credits available (optional)
o Potential improvements in reimbursement for obesity-related services
o Benefits of training may extend beyond the study, as MI is applicable to a wide range of
health behaviors
MOC Part IV and performance improvement CME credits available for clinicians in the Intervention
arm that chose to participate in a quality improvement project (optional)

Additional Costs
There will be no additional costs to you to participate in this research study.
Practice Compensation*

Upon completion of in-person
(Intervention arm) or telephone /
webinar (Usual Care arm) training
12 months after baseline data pull
Upon completion of the intervention
period

Usual Care arm
$250

Intervention arm
$500

$250
$500

$500
$1000

*Note that Usual Care arm practices receive less compensation since they will not need a study coordinator
nor will be asked to help enroll or provide MI counseling to eligible parents.
Confidentiality of Records
While we make every effort to maintain confidentiality, it cannot be absolutely guaranteed. Comprehensive
measures will be implemented to maintain patient, clinician, and staff confidentiality. Records which identify
you and the consent form signed by you may be inspected by a regulatory agency and/or the American
Academy of Pediatrics. The results of this research study may be presented at meetings or in publications;
however, your name will not appear in any such documents.
All clinician consent forms, surveys, and any other hard copy study-related materials will be kept in a secured
location at the American Academy of Pediatrics for 10 years following the completion of the study as a whole
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and then destroyed. Data from these forms will be entered into and stored in an electronic analytic file,
without names or any other identifiers, indefinitely. You will be identified in EHR and billing data using a
unique clinician identifier, never by name. The file that links your unique clinician ID with your name and
practice will be maintained by PCC and only shared with study team members at the University of Michigan.
Video- and audio-recordings of standardized patient encounters that you participate in during Motivational
Interviewing training sessions will be stored securely at the University of Michigan, and will be destroyed at
the end of the study as a whole.
All patients will be assigned a unique study identifier. Their contact information will be maintained by PCC
and shared only with study team members at the University of Michigan (for the purposes of recruitment
and intervention delivery). This contact file will be destroyed after the intervention period has ended. Parent
survey data, clinical counseling notes generated by RDs and/or supervised dietetic interns (scrubbed of any
identifying content), and parent text message responses (scrubbed of any identifying content) will be stored
in an electronic analytic file at the University of Michigan indefinitely. Telephone counseling sessions
between parents and RDs and/or supervised dietetic interns will be audiorecorded for training purposes
only; these recordings will be transcribed and coded, and then destroyed. Transcriptions will be retained
without identifiers indefinitely.
Additionally, a description of this clinical trial will be available on ClinicalTrials.gov, as required by U.S. Law.
This website will not include information that can identify you. At most, the website will include a summary
of the results. You can search this website at any time.
Voluntary Participation
Participation in this study is voluntary. You are free not to participate or to withdraw at any time, for
whatever reason. If you do withdraw from this study, the information you have already provided may
continue to be used for study purposes.
Contact Persons
If you have any additional questions or concerns about the study, you may contact:
 Ken Resnicow, PhD at (734) 647-0212 – Principal Investigator
 Erin Kelly, PhD at (847) 434-4075 (before November 27, 2017) or (630) 626-6075 (after
November 27, 2017) – AAP Institutional Review Board (IRB) Administrator
Participant Consent
I have read the contents of this consent form and have been encouraged to ask questions. I have received
answers to my questions. I agree to participate in this study. I have received (or will receive) a copy of this
form for my records and future reference.
Study Participant (Print Name): _____________________________________________________________
Study Participant (Signature):

_________________________________________ Date: ________________

Please return a signed copy of this form to Margaret Wright, PhD via email (mwright@aap.org and cc to
prosops@aap.org), fax (847-434-8910), or US mail. Please keep one copy for your files.
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