NYUL
angone
\/ Health

Official Title:

Effectiveness and Implementation of an Early Childhood School-Based
Mental Health Intervention in Low-Resource Communities

NCT Number:

NCT04383327

Study Number:

20-00117

Document Type:

Protocol and Statistical Analysis Plan

Date of the
Document:

e August 10, 2020




Study number: S20-00117 Page i
Version date: 8/7/2020

Effectiveness and Implementation of an Early Childhood School-Based Mental Health
Intervention in Low-Resource Communities

Principal Investigator: Keng-Yen Huang, PhD

Department of Population Health

NYU School of Medicine

227 E. 30th Street, 7th Floor (Rm. 726)
New York, NY 10016
Keng-Yen.Huang@nyulangone.org
646-501-2879

Additional Investigators: | Janet Nakigudde PhD;

Faculty and Psychologist in the Department of Psychiatry;
Makerere University College of Health Sciences;

PO Box 7072, Kampala;

Janet.Nakigudde@gmail.com

+256 772 407 885;

Laurie Miller Brotman, Ph.D.

Department of Population Health, NYU School of Medicine
227 E. 30" Street, First Floor, New York, NY 10016
Laurie.Brotman@nyulangone.org

646-754-4999

Andrea B. Troxel, Sc.D.

Department of Population Health, NYU School of Medicine
650 First Avenue. Fifth Floor, 521, New York, NY 10016
Andrea.Troxel@nyulangone.org

212-263-6527

NYULH Study Number: S20-00117

Funding Sponsor: National Institute of Mental Health
ClinicalTrials.gov Pendin
Number 9

Initial version: 4/14/2020
Amended: 8/7/2020

Statement of Compliance

This study will be conducted in accordance with the Code of Federal Regulations on the Protection
of Human Subjects (45 CFR Part 46), any other applicable US government research regulations,
and institutional research policies and procedures. The Principal Investigator will assure that no
deviation from, or changes to the protocol will take place without prior agreement from the sponsor
and documented approval from the Institutional Review Board (IRB), except where necessary to
eliminate an immediate hazard(s) to the trial participants. All personnel involved in the conduct of
this study have completed Human Subjects Protection Training.



Study number: S20-00117 Page ii
Version date: 8/7/2020

Table of Contents

PROTOCOL SUMMARY .......ooiiiiitieiiieerissssssssssssss e sssssse s sssssss s e sns e sassnsss sassssssssssssssassnsessassnnsssasansessassnnnsnans
SCHEMATIC OF STUDY DESIGN........ccccciiiiiiirinerr e sssssss s sss s e s s s ssn s s sssms e s sms e ssssmse s ssssmme s s sssnees
FIGURE 1. DIAGRAM OF ENROLLMENT AND RANDOMIZATION..........oomieeerenisecmersssscensssssnenssssnnens
FIGURE 2. IMPLEMENTATION PARTNERSHIP AND STUDY TEAM STRUCTURE ..........cveerrennee
1 INTRODUCTION, BACKGROUND INFORMATION AND SCIENTIFIC RATIONALE..........cccccuucu...
1.1 BACKGROUND INFORMATION AND RELEVANT LITERATURE ......cictvtieeiutrieeesrreeeesseeeessnssneessssnesssnsnseens
1.2 RATIONALE ...ttt ettt ettt ettt e ettt e e e ekttt e e e sttt e e e e ateee e eh et eeeeanteeeeaameeeeeeaseeeeeennbeeaesanbeeaesansaeeeennaeaeans
1.3 POTENTIAL RISKS & BENEFITS ....cciitttieeitttieeeittieeesateeeesstteeeeeasteeeesanbeeeessseeeessssseaseanseeessanseeeessssseeeans
1.3.17  KNOWN POIENTIAI RISKS..........eeeeeeeeeee ettt
1.3.2  Known POteNtial BENETIES ........c..ooee ittt ettt ee e e enee s
2 OBJECTIVES AND PURPOSE ..ot s s s s mss s s s me s s s smme s e s
21 PRIMARY OBUECTIVE ... tttteeeiteteeesteee e e ettt e e ettt eeeeaateeee s stteeeeasbeeeaanbeeeesanseeeeessbaeaesanbeeeesanneeeeesnneeaaans
2.2 SECONDARY OBUJECTIVES (IF APPLICABLE) ...evtiitttieeietteeeesteeeesssseeesssssseasansseesssnssseessssssessnsseesesnssenes
3 STUDY DESIGN AND ENDPOINTS.......cctiiiciirrrcsererssssersssssssesssssssessssssssssssssssssssnnesssssnsesssssnnesssssnnens
3.1 DESCRIPTION OF STUDY DESIGN .....uiiiiiiitiieeiittiieeeeitieeessteeeesstseeeessstesessasasessssssasanssseesssssesesssnseseeans
4 STUDY ENROLLMENT AND WITHDRAWAL .......cotiiicceerrrssereresssssesssssnssssssssesssssmsesssssnesssssnnesssssnnens
4.1 INCLUSION CRITERIA .....ooiiiiitiieeeittieeesetieeesesteeeeestteeeeasteeeeassseeeaasseeesanssaeeeasbeeesasseaeeansseaeeannseeesannes
4.2 EXCLUSION CRITERIA ... .eeiieiittiteeeeteeeesateeeessstaeeeassteeeesaseeeessssaeeassssaesanseeeesansasaesssseeeesassasesssnsenaesas
4.3 VULNERABLE SUBUECTS .. tutttteetitteeesattteesastaeeesanseeessasseeesansteeasaaneeesaanseeesassseeesansseesssnnseeesassseeesannes
4.4 STRATEGIES FOR RECRUITMENT AND RETENTION ......uuttieeiitieeesiteeeeesieeeeeannteeesnneeeesssneeeesnseeesnnnes 10
4.5 DURATION OF STUDY PARTICIPATION ......uttttieiittetesatiteeesuteeaesanteeesssnseeeesnneeeesaseeesasseessansseeessnnsens 12
4.6 TOTAL NUMBER OF PARTICIPANTS AND SITES......uuiteiiitiieeeiitieeesaeeeeesstteeeessteeesssneeeessssteeesnsseeessnnes 13
4.7 PARTICIPANT WITHDRAWAL OR TERMINATION .....cettuttttteiteeeeesuteeeeesseeeesanseeessnnseeaesnsseeesnnseeessnsneens 14
4.7.1  Reasons for Withdrawal or Termination ..................ccccoueuiouiieeseiee e 14
4.7.2  Handling of Participant Withdrawals or Termination ................cccccoueevveemnceeeisie e 14
4.7.3 Premature Termination or SUSPension of StUAY .............ccccumiioiiiiiiciiieee e 14
BEHAVIORAL/SOCIAL INTERVENTION ......ccoocoiriiccerernsserenssssesss s sssesssssmnesssssmssssssssesssssmsenssssnnens 14
STUDY PROCEDURES AND SCHEDULE ...........cciiiireiscceessssme e s sne s s ssne s s s ssme s s s e s esssmnesnsssmnens 15
6.1 STUDY PROCEDURES/EVALUATIONS/PROCEDURES/TIMELINE .....vvvieiiiieeeeiiieeeeiieeeeenieaesenneee e e 15
7 SAFETY AND ADVERSE EVENTS........oooi e irerrsssresssssmee s ssssme s s s ssne e s s s e s s smme s s s smn e s ssssmnesnsssmnens 17
VA B D - 1 o K RS 18
SEVERITY OF EVENT .ttiiiiiittiie ittt ettt e ettt e e e ettt e e e sttt e e e sttt eeeate e e e s aateee e aasteeeesanbeeeeeanseeeesantaeeesanteeeesanneeaanas 18
7.1.2  Relationship to Study INtEIVENTION.................eeeueieeeeeeeie e eeeeseee ettt e s seaaaa e e 18
7.2 TIME PERIOD AND FREQUENCY FOR EVENT ASSESSMENT AND FOLLOW-UP.......ccccuviiiiiiiiieiiiieeens 18
W2 B V=T | B 0= o 1 o S 19
7.3 SAFETY OVERSIGHT ..ttiiiiittiteeeitteee e ettt e e sstteeeessteeeseattaeeeaasteeasaseeeaeaasseeesansteeeeaasseeasaasseeesanssaeenannsens 19
8 CLINICAL MONITORING ......cooiiiiereccmeesssssmee s s smeesssssseesssssmee s sssamesssssnesssssnsenssssnnesssssnnesssssnnenssssnnens 20
9 STATISTICAL CONSIDERATIONS ...t icmrrrrssmee s ssme s s s sssme e s s s e e s s smne s s smme s s s smn e s esssmnennsssnnens 20
10 QUALITY ASSURANCE AND QUALITY CONTROL ....ccocccierrreeresnssrerssssenesssssseesssssssesssssnsssssssnens 23
11 ETHICS/PROTECTION OF HUMAN SUBUJECTS........cccciiimrrrrssnersssssresssssnsessssssssssssssessssnsssssssnnens 23
11.1 ETHICAL STANDARD ....cuutitieeiutieeeeeteeeesateeeessssaeeeeastseessaassseesssseeaaassseeeaanssseesaassaeassnsseeesanssanessnssseas 23

11.2 INSTITUTIONAL REVIEW BOARD.........ctiiiiiiieiiiiiiie ettt e ettt e et e e e e e e e s ananbeeeeeeeeeean 23



Study number: S20-00117 Page iii
Version date: 8/7/2020

11.3 INFORMED CONSENT PROGCESS ... .uuieiitiieaeiaiiitiiieaaae e e aaateeeeaaeaeaaaassn e eeeaaaaannnseeeeaaaeeaaannseeeeaaeeaanns 23
114 PARTICIPANT AND DATA CONFIDENTIALITY .iiiiiiiiiteiiieeaaaeeaanueeeeeeaeeeaaaannneeeeaaaeassannnneaaeeeaaannneneeens 25
12 DATA HANDLING AND RECORD KEEPING..........o s 26
12.1 STUDY RECORDS RETENTION .....cttttteeaiitttieeeaaaaeeaattaeeeaaeeaaaaseaeeeaaaeaaaaneeeeaaaaseaansnneeeeeeeaaaanneneeeens 28
12.2 PROTOCOL DEVIATIONS ......ceieieieeeeeeeaitteieeeaaaae e e eaeeeeaeaeaaaannsseeeeaaa s nnnneeeeaaaeeaaansneeeeeaaaesaannnnneeeeans 28
12.3 PUBLICATION AND DATA SHARING POLICY ...ciiiiiiieiiiiie ettt ettt steee e et e e e 28
13 STUDY FINANCGES. ... ..ottt s e e s s e e R e R R e e s ea e e ame e e nn e n e n s 28
13.1 FUNDING SOURCE .....ceetutttttiiteieeeattteeeeastteeasauteeeesateeeeeanseeeaanseeeeeasseeeesassseeeansseeeeasseeeesnsseeeennnnneas 28
13.2 COSTS TO THE PARTICIPANT ...ttt etteee e sttt e estteeesasteeeeaastteaesanseeeeaanseeeeanseeeeensbeeesanseeeeeanseeeeennnes 28
13.3 PARTICIPANT REIMBURSEMENTS OR PAYMENTS .....utttttiiiiiiiiitiieeeeeeessiieeeeee e e s e s sirneeeee e e s snneeeeeeas 28
14 STUDY ADMINISTRATION .....ooiiiitiiiimieninsre st s s s s s s s s s s s s s smn s nnes 28
14.1 STUDY LEADERSHIP ....ceceteeeei ittt e et e e ettt e ee e e e e e e et eeeeaaeeeaasseeeeeeaeeaaannnsseeeaeeeeaaaanneeeeeeaeeeaaannnenes 28
15 CONFLICT OF INTEREST POLICY ... s s mn s s 29

16 REFERENCES ........ o a e s ae s s mn s 30



Study number: S20-00117

Version date: 8/7/2020

List of Abbreviations

AE
CFR
CRF
CSOC
DCC
DHHS
DSMB
FFR
FWA
GCP
HIPAA
ICF
IRB
ISM
MOP

NIH
OHRP
OHSR
Pl

QA
QC
SAE
SOP
us

Adverse Event/Adverse Experience

Code of Federal Regulations

Case Report Form

Clinical Study Oversight Committee

Data Coordinating Center

Department of Health and Human Services
Data and Safety Monitoring Board

Federal Financial Report

Federalwide Assurance

Good Clinical Practice

Health Insurance Portability and Accountability Act
Informed Consent Form

Institutional Review Board

Independent Safety Monitor

Manual of Procedures

Number (typically refers to participants)
National Institutes of Health

Office for Human Research Protections
Office of Human Subjects Research
Principal Investigator

Quality Assurance

Quality Control

Serious Adverse Event/Serious Adverse Experience
Standard Operating Procedure

United States

Page iv



Study number: S20-00117 Page 1
Version date: 8/7/2020

Protocol Summary



Study number: S20-00117 Page 2
Version date: 8/7/2020

Title

Effectiveness and Implementation of an Early Childhood School-Based Mental Health
Intervention in Low-Resource Communities

Short Title

School-Based Mental Health Effectiveness Study

Brief
Summary

Promoting child mental health in low-resource or low-income country settings faces numerous
challenges in global health research. Although efforts have been made to improve mental
health interventions and services for young children, evidence-based interventions (EBIs) for
children in low-and middle-income countries (LMICs) are limited. Most mental health EBIs in
LMICs have not been scaled widely, and do not focus on early childhood. Mechanisms of
action and effectiveness are not well understood. Additionally, most EBIs in LMICs rely on
community health workers (CHWSs) or a task-shifting approach of implementation because of
resource barriers and shortage of mental health professionals (MHPs). However, challenges
related to task-shifting (e.g., CHW stress and job burnout) have rarely been studied. For task-
shifting to be successful, strategies to overcome challenges faced by CHWSs and
understanding mechanisms to conduct effective task-shifting are paramount. The overall goal
of this study is to address these EBI effectiveness and implementation knowledge gaps by
providing a preventive EBI (ParentCorps-Professional Development; PD) that utilizes a task-
shifting and a scalable implementation model to promote early childhood students’ mental
health in a LMIC—Uganda. PD is a school-based EBI and preventive mental health service
provision model that supports teachers and school personnel to apply EBI strategies to
promote young children’s mental health. The PD approach represents a task-shifting model of
mental healthcare by shifting mental health preventive duties from professionals to teachers
to optimize school children’s mental health. Therefore, teachers are considered as CHWs.
This study examines impacts and cost-effectiveness of the EBI/PD on teachers and students,
as well as examines underlying mechanisms (or theories of change) that contribute to
intervention effect. In addition, considering most Ugandan teachers (or CHWSs) experience
occupational stress that threatens PD uptake, effectiveness, and sustainment, this study will
also test a teacher stress management package (T-Wellness, adapted from EBIs) as an
enhancement to PD. This study will investigate whether PD + T-Wellness (PDT) is more
effective for CHWs/teachers than PD alone.

Phase

Phase II/11I

Objectives

This study include three specific aims:

Aim 1. To evaluate the short- and longer-term effectiveness of, PD alone (PD), PD + T-
Wellness (PDT), and control (C, provision of child mental health and referral information).
Hypotheses: (a) PD is more effective than control; and (b) PD with T-Wellness (PDT) is more
effective for CHWs/teachers than PD alone; and (c) PDT has a more favorable cost-
effectiveness ratio than PD alone;

Aim 2. To examine effectiveness mechanisms and theory of change underlying the EBIs.
Hypotheses: the mediational mechanisms of PD (teacher EBI strategy use as a mediator
between intervention and child outcomes) and PDT (teacher stress management and EBI
strategy use as mediators) will be supported;

Aim 3. To examine implementation contextual factors and mechanisms that contribute to
CHWSs’ (teachers’) uptake and sustainment of EBI strategies within PD and PDT schools.
Hypotheses: better fidelity, teacher mental health and more supportive contexts will be
associated with better teacher uptake and sustainment of EBI strategies and more effective
task-shifting.
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Methodolog
y

A cluster randomized controlled trial (cCRCT), single blind and mixed-methods design will be
applied. All study activities will be conducted in Uganda. Thirty-six public primary schools (18
urban and 18 rural), 540 teachers (~15 per school) and 1,980 parent-child pairs (~55 per
school) will be recruited. Schools will be assigned to one of three conditions (PD, PDT,
control). A stratified-block randomization procedure will be applied to ensure approximately
similar characteristics across study regions and conditions.

Endpoint

Effectiveness outcomes will be assess 3 times (Time 1= before intervention; Time 2=
immediate after PD/PDT intervention; Time 3= 12 months after Time 2). The primary teacher
effectiveness outcomes (or intermediate effectiveness outcomes) are teachers’ EBI strategy
use and teacher stress management. The primary child effectiveness outcomes are child
externalizing and internalizing problems (mental health outcomes). The secondary child
effectiveness outcomes are emotion regulation, executive functioning (ability for cognitive
processes that are foundation for the cognitive control of behavior), and social relationship
(student-teacher relationship, peer relationship).

Study
Duration

This is a four-year study. Year 1 will be focused on study preparation (including conducting
user-centered testing for the T-Wellness package and finalizing the PDT contents),
developing implementation partnership, and capacity building for the PD/PDT implementers
(Trainers from Teacher Training Colleges/TTCs and mental health institutions). Years 2-4 are
intervention implementation, evaluation data and cost-benefit data collection, and data
analyses.

Participant
Duration

Participation duration will be varied by types of participants.

¢ The intervention implementers (TTC trainers and mental health professional trainers) will
participate in study for 4 years.

e Teachers participants for the T-Wellness Package User-centered & Optimization testing will
participate in the study for 6 months (during Year 1 preparation only).

¢ Primary school teachers and selected school leadership staff (Head teacher, PTA leaders)
will participate in the evaluation study for 2 years. Teachers (i.e., pre-primary and primary 1t
to 4™ grade, serving students between the ages of 3 and 10 years) and PTA leaders are the
primary targets of the PD/PDT.

e Children and caregivers will participate in the evaluation study for 18 months.

Duration of
behavioral
intervention

Intervention schools’ teachers (pre-primary to 4" grade teachers) and representative PTA
leaders will participate in PD (3 days) or PDT workshop (4 days) in their regional Teacher
Training College (TTC) during their 1st year of participation and before the 1st school term.
Following the workshop training, they will also receive 8 sessions (12 hours) of face-to-face
group-based coaching during the 1st and 2nd terms. For the teachers in the PDT group,
additional stress management group coaching activities will also be integrated (3 additional
monthly 1-hr wellness sessions for teachers as a group in each school).

Population

The study populations include: (1) Teachers for the T-Wellness User-centered & Optimization
testing (n=60; from 4 non-RCT schools in year 1); (2) Intervention implementers (n=8; 6 TTC
trainers and 2 mental health professionals from urban/Kampala and rural/Hoima regions; (3)
Primary school teachers/head teachers (n=540) from 36 schools and PTA leaders (n=24)
from 24 intervention schools; and (4) Children and caregivers (n= 1980 parent-child pairs)
form 36 study schools.

Study Sites

36 schools (12 receiving PD, 12 receive PDT, and 12 control).

Number of
participants

2544 adults and 1980 children for Aims 1-3 (This is not including 60 teachers for the T-
Wellness User-centered testing during Year 1 preparation year).
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Description
of Study
Intervention/
Procedure

e Prior to the RCT study (or during Year 1), T-Wellness Package (a brief teacher stress
management psychoeducation package, adapted from EBIs and including a half-day
workshop for common stress management and a half-day for burnout management, and
three follow-up group support sessions) will be tested to insure user-centeredness. we will
recruit 4 study schools and applying factorial design to test the effect of each component (1
Common Stress management; 1 Burnout Stress management; 1 Combined Common and
Burnout Stress management; 1 control; with ~15 teachers in each condition). Both groups’
will also receive 3 post-workshop group support sessions. We will compare pre-post
differences on teacher stress management and mental health using a mixed-methods data
collection.

e To implement PD/PDT using a scalable approach, we will formalize partnership with the
Ugandan Ministry of Education (MOE), Ministry of Health (MOH), academic medical center,
and Teacher Training Colleges (TTCs) stakeholders in Year 1. The partnership and
intervention implementation team will receive training from NYU PD trainers, and implement
PD/PDT in Years 2-4.

e To study effectiveness-implementation aims (Aim 1-3), a cRCT will be conducted. Public
primary schools from Kampala/urban and Hoima/ rural will be recruited. A stratified-block
randomization procedure will be applied to ensure approximately similar characteristics
across geographic regions and three intervention conditions (PD, PDT, and control).
Teachers from the PD will receive a 3-day training, and teachers from the PDT will receive a
4-day training. Both intervention groups will receive 8 group-coaching sessions (with
teachers from their own school). Teachers from the control schools will receive child mental
health promotion materials. They will receive T-Wellness in Year 4 after the evaluation study
is completed. Given the large numbers of students in schools, research staff will randomly
select 10% of students and families from each school for participation in the evaluation
study. A total of 1,980 families (parent-child pairs) from 36 schools (averaging 55
families/per school) will participate in the evaluation study. Effectiveness outcomes will be
assessed at 3 time points over 18 months (baseline/T1, post-PD or PDT, 5-6 month/T2, and
16-18-month follow-up/T3). Objective observation, implementers, school staff, parent, and
child report data (quantitative and qualitative) will be gathered.

¢ To study underlying mechanisms, we will use the evaluation data describe above to
examine whether intervention effects on children’s mental health outcomes is mediated
through improvement on teachers’ EBI practices (primary) and teacher stress coping. To
study moderation mechanisms, geographic region, fidelity (including adherence, quality of
program implementation, engagement, exposure) and other implementation contextual
factors (i.e., EBI fidelity, school climate), guided by the Consolidated Framework for
Implementation Research, will be studied.

¢ |dentifiers will be removed from the identifiable survey and field notes. Data may be used for
future research studies or shared with other researchers and we will not request additional
informed consent from you to use these specimens as we have noted here.

Reference
Therapy

Multi-level Mixed Effect Model and Structural Equation Model are the statistical analysis
approaches planned for this study.

Key
Procedures

36 schools (12 receiving PD, 12 receive PDT, and 12 control).

Statistical
Analysis

2544 adults and 1980 children for Aims 1-3 (This is not including 60 teachers for the T-
Wellness User-centered testing during Year 1 preparation year).
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Schematic of Study Design

Figure 1. Diagram of Enrollment and Randomization
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Assessed for Teacher & Family Eligibility & Recruitment

36 schools (in 12 blocks; each block includes 3 schools with similar characteristics);
540teachers, 24 PTAs; 1,980 parent-child pairs

Stratified according to Geographic Region

Urban Region

(6 blocks; randomly assign 3 schools

within each blockto 3 conditions )
T

Rural Region

(6 blocks; randomly assign 3 schools
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T
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Figure 2. Implementation Partnership and Study Team Structure

US Research-Clinical Collaboration Team
(NYU School of Med)

Research: Drs. Huang (PI), Brotman (EBI

developer), Troxel (Biostatistic), Tozan (economist/

cost-effectiveness analyst)

Clinical (Global PD implementer/clinical strategy:
Boyd and Dr. Dennis)

Project coordinator: Post-Doc Clinical Project
Director (TBD)

=)

Ugandan Research-Policy-NGO
Collaboration Team
(Makerere University & MOE/MOH)

* Research/Clinical: Drs. Nakigudde (PI).
Eddie Tinka Mugisa (Clinical Research Director; PD

trainer)
Dickson Muvomba (Data management Director)

* MOE: Elizabeth Kasirye
* MOH: Dr. Hsfsa Lukwata

2

PD Implementation Team
TTC Principal + 2 TTC PD
implementers + 1 MHP

Independent Research
Evaluation Team

1 Research Director (supervise 5
RAs + 2 Classroom observers)

Advisory Board
1 NGO + 1 Parent + 1 Teacher + 1 MOE
+ 1 MOH + 1 Psychiatrist’ Researcher

R:nrat Site 'I‘eam

TTC Principal +2 TTC FD

PD Implementation Team
implementers + 1 Psychiatric Officer

Independent Research
Evaluation Team

1 Research Director (supervise 5
RAs + 2 Classroom observers)

1 Local MOE leadership (District
Education Officer) + | Parent + 1

Advisory Board
Researcher

Teacher + 1 Psychiatrist/
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1 Introduction, Background Information and Scientific Rationale

1.1 Background Information and Relevant Literature

Unmet Needs of Ugandan Children. Children in Uganda comprise 55% of the total population'?, and face
enormous health and educational challenges™3. More than one-quarter of Ugandan children have externalizing
or internalizing mental health problems*® and only 53% achieve grade-level academic competency in 6"
grade®. The large mental health and educational gaps can be attributed to high rates of chronic poverty (38-
43%)"8, community violence (53-58%)%°, cultural practice of harsh/abusive discipline at home and schools (64-
84%)*, and other health burdens (28% caregiver depression, 56-80% malaria)®'%'!. Adverse circumstances
experienced early in life interfere with children’s brain development and acquisition of adaptive self-
regulation'>?", setting the stage for poor mental health and risky behaviors in adolescence and adulthood?24,
Despite the emerging research suggesting the feasibility of adapting and transporting child mental health EBls
to Sub-Saharan Africa (SSA)*?’, large scale effectiveness research with diverse populations in SSA is still
lacking. Most child mental health research in SSA has focused on regional conflict or HIV/AIDS-affected
children. Limited effort has been invested in developing accessible preventive child mental health services in
communities, promoting population-level early childhood mental health, or understanding mechanisms to
provide effective interventions?®.

Public Health Approaches to Address Mental Health of Children in LMIC Settings

Global Agenda and Strategies for Mental Health Burden Control. To address the mental health burden
in LMICs, providing informal preventive services to promote population mental health has become a priority.
WHO developed the Comprehensive Mental Health Action Plan®® and the Optimal Mix of Mental Health
Services Pyramid framework to guide the design of mental health systems in LMICs. The Action Plan
proposes strengthening governance, providing integrated mental health services in communities, and
implementing strategies for mental health promotion. The Service Pyramid proposes that the majority of mental
health service planning should focus on services outside the traditional healthcare delivery system and in
communities because of high need and relatively low cost?**,

School-Based and Population-level Approaches to Preventive Interventions for Mental Health. In
line with this global agenda, systems-oriented school-based prevention offers a solution for promoting child
mental health at the population level. The school approach can address a wide range of individual, family, and
service needs®" 2, It has been shown to be a cost-effective approach to reduce health problems (e.g., HIV,
nutrition) in LMICs*34. Similarly, a large body of developmental research demonstrates that supporting
teachers and families of young children has the potential to have meaningful and life-long benefits for
children’s health and wellbeing3®%¢. Although a school-based approach can be effective for child population
health promotion®’-°, this type of preventive mental health intervention has not been widely applied in LMICs.
In Uganda, 95% of children are enrolled in primary (~23% enrollment in pre-primary schools)**', the majority of
schools do not have mental health professionals (MHPs). To provide accessible services in schools requires
systems intervention and a trained embedded workforce who can implement the EBI strategies to support
children and families.

Scalable Strategies to Provide School-Based, Population-level Preventive Interventions in Low-
Resource Settings. This effectiveness study will integrate three strateqgies that have been identified as
effective for providing public health interventions at scale in low-resource settings.
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A task-shifting strategy, endorsed by the WHO, offers a solution to overcome workforce barriers in
schools. Task-shifting involves redistributing tasks from professionally trained workers to those with less
training and fewer qualifications in the specific area of expertise*?43. Under the right conditions (e.g., political
support, appropriate training), this approach can lead to significant public health gains*+4’. Uganda, like many
other LMICs, has few mental health workers (0.09 psychiatrists and 0.02 psychologists per 100,000 population,
compared with 10-60 in developed countries)**%°. Ugandan schools also do not have MHPs, and teachers are
not trained in mental health promotion. Therefore, redistribution of responsibilities and task-shifting of
prevention knowledge and skills from MHPs to teachers/school personnel is required. A successful task-
shifting of intervention involves: 1) training teachers to apply evidence-based mental health promotion
strategies, including applying EBI strategies in daily practice during interactions with children and families and
sharing knowledge and strategies with community members; and 2) engaging and providing adequate
consultation and support to teachers so that they can confidently and effectively apply EBI strategies.

A system-level intervention strategy that applies an integrated scalable implementation framework, as
suggested by the WHQO’s Scaling Up®' and Chamber et al.’s Dynamic Sustainability frameworks®?, can address
existing policy implementation gaps. Since 2007, the Ugandan government has proposed a series of reforms
aimed at strengthening the country's mental health sectors®*%*. However, these have not resulted in
meaningful changes®. Therefore, strengthening the existing system and further developing a scalable
implementation structure guided by recommended frameworks are necessary®'*®. To establish a school-based
EBI, the scalable approach must be compatible with local school ecological systems (e.g., policy, practices)?.
The implementation structure and workforce development needs to match available local resources®'-%¢ and
incorporate strategies to overcome a range of organizational- and system-level barriers®’.
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A partnership strategy (including task-sharing and interagency collaboration)®” relies on each partner’s
expertise to accomplish an overall objective®. Research suggests that a cross-disciplinary and cross-agency
partnership strategy can be used to overcome systems barriers when existing structures do not have sufficient
capacity for large-scale public health program implementation6:5¢5°_ This strategy has been used to provide
and sustain EBls at scale in many countries®-2, In Uganda, Teacher Training Colleges (TTCs) are core
institutions that provide in-service training for teachers. Therefore, they can be served as the key partner to
provide school-based EBIs. Most TTCs (96%) are owned and funded by the government, and all TTCs are
monitored and supported by the Ministry of Education(MOE)®. Although MOE has recommended a holistic
approach to improve teacher competencies including strategies for promoting child mental health, such training
is underdeveloped in the current system. The Principal Medical Officer at the Ministry of Health (MOH) is in
charge of mental health services and is responsible for overseeing public education and mental health
programs across the country. Most formal collaborations between the governmental agencies for mental health
services and those for primary/community health have focused on adults. Because of the limited number of
MHPs in the country, and the lack of child mental health training in TTCs, a formal collaboration among MOH,
MOE, TTCs, and MHP training institutions has the potential to create a sustainable structure and curriculum to
prepare teachers to promote child mental health®*. ParentCorps-Professional Development to Address
Child Mental Health Needs in LMICs. The EBI considered in this study is one component of ParentCorps.
ParentCorps is a multi-component school-based intervention that promotes early childhood mental health and
development; it was built on an extensive body of cross-cultural parenting and child development research¢>
. ParentCorps includes: 1) a Professional Development (PD) component for teachers and school personnel,
and 2) a Family Program for caregivers and their children. The program is aimed to increase teachers’ and
caregivers’ child mental health knowledge and EBI strategy practices at school and home, and enhance
children’s social-emotional and behavioral regulation skills foundational for mental health. The PD and Family
Program encourage consistent use of a set of EBI strategies by teachers and families. To achieve population-
level reach and impact, ParentCorps is embedded in early childhood education programs as part of the
normative school experience for all children served in a low-income setting. Two RCTs in the United States
(US) found that ParentCorps resulted in a broad range of long-term benefits for low-income children, including
better mental health and academic performance three years post-intervention®®72-74_In the US, ParentCorps
MHPs provide PD to teachers and other school-based MHPs. School-based MHPs implement the Family
Program. Because most LMICs do not have school-based MHPs, implementing PD and the Family Program
with existing resources is not feasible or scalable. Given these resource limitations in LMICs and efforts to
provide preventive intervention broadly in LMIC settings, we carried out a series of investigations to test one
component of ParentCorps-PD as a task-shifting model of mental healthcare in urban Uganda (RCT in 10
schools; 1R21MH-097115-01A1)?” and rural Nepal (pre-post change in 30 schools; UBS foundation). PD was
carried out in cross-agency collaboration with MOE and MOH using appropriate localized implementation
models and has reached over 300 teachers and 26,000 students in Uganda and Nepal. These initial PD
studies focused on 4 efficacy-practice-related questions: 1) Can a train- the-trainer model and US-Uganda a
distance capacity building approach be applied to support an implementation team in LMICs to provide PD with
fidelity?;2) Can teachers be trained to apply EBI strategies in their daily practices and interactions with children
and families as a task-shifting strategy*3?; 3) Is the PD content culturally relevant for LMICs, and what
adaptations need to be made to improve fit?; and 4) What are the estimated impacts of PD on child mental
health? Table 1 summarizes ParentCorps content, implementation models, and impact evidence (d=effect
size) from the US and LMIC studies. The magnitude of impact from PD in LMICs was comparable to US
studies of ParentCorps and to other teacher-focused EBI training programs (d=.22-.57 for child mental
health)’>’®. Collectively, these studies support the transportability of PD from US to LMICs and highlight the
potential of PD alone as an effective approach to achieving population-level impact on child mental health in
LMICs.Building on this strong evidence, the proposed study extends the existing partnerships with Ugandan
MOE, and MOH, and further develops localized scalable structure for early childhood mental health promotion
and examines PD effectiveness in multiple regions (both rural and urban)®'%2, In the US, Co-I Brotman
(ParentCorps developer) is currently partnering with the State Office of Mental Health and the Local
Department of Education in scaling ParentCorps throughout New York City, which includes more than 1800
early childhood education sites serving 70,000 four-year-olds annually. Under this scale-up effort (launched in
2015), Brotman and colleagues (including Pl Huang and Co-l Troxel) have established the research
architecture and partnership processes to conduct three hybrid cRCTs (in nearly 200 schools). These studies
address critical policy and practice questions including the relative value of PD alone versus the full
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ParentCorps model when implemented at scale and in diverse settings.The proposed PD study in Uganda will
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leverage this work and benefit from and contribute to scale-up of partnerships and effectiveness-
implementation knowledge both domestically and internationally.

Table 1. ParentCorps implementation models and impact evidence

27,65,72,73,77-79

United States (US) LMICs-Uganda (urban) & Nepal (rural)
School-based | PD (3 days + 1.1 individual coaching) + Family | PD (34 days+ a group coaching mode! to reduce costs andtoalign with value for
Intervention | Program (14 sessions). working ingroups as the “collective culture” + culturally relevanthandoutto
Components facilitate discussion around EBl-strategles during parent-teacher meetings)
ParentCorps |+ CoreEBlstrategiesincludedinPD & Family Program: Draw on social learning theory and cognitive & behavioral principles
Contents that target adults’ knowledge, skills, and confidence in an effort to reduce or prevent child social behavioral, and emational
prablems). EBl strategiesinclude: i) proactive behavioral management strategies; ii) social emotional promotion & regulation
strategies, iii) managing misbehaviors & noncooperation, iv) school-family connection
+ QOtherEBlstrategiesincludedin PD . i) parentengagement sirategies o strengthen school-home connedtion & supportfor
students; ii) individual planning for supporting high-need students; and i) coaching support in applving the EBI strategies.
Implementation | Mental health professionals (MHPs) froman Localized Partnership Implementation Models
model academic institution and Department of Uganda (Urban): MHPs and psychiatric nurses implemented PD
Education (DOE) jointlyimplemented PDand | Nepal (Rural): MHPs, community health warkers (CHWs), and DistrictEducation
Family program Office staff implemented PD
Targetsinthe | Ethnicallydiverse Black, Latino & Asian children | Ethnically diverse children (aged 3-10) from low-income families in urban Uganda
studies (aged 4- 6) from low-income urban communities | and rural Nepal with diverse tribes and migration backgrounds
Impact Efficacy evidencefor ParentComps (2RCTs) | Efficacy evidencefor PD (immediate postintervention)
evidence » Teachers. EBlpractices(d=42-85) Uganda(RCT). Teachers: EBl practice (d=.55-1.03); Children: Mental heath
(d=effectsize) |« Children Mental healthatpostand 3 years | (d=.39-1.08) and Parents. EBI practices (d=22- 56 through knowledge sharing).
post intervention {d=44-56) Nepal (pre-post): Teachers: EBI practices (d=.32-69); Children: Mental heath
« Parents: EBI practices (d=16-50) (d=20-47) schoalfunctioning (d=.26-43); Parents: EBI practices (d=43-79)

Additional CHW Engagement Strategies Required to Overcome the Critical Practice Barrier of Teacher
Stress in LMICs. Teachers in Uganda and other LMICs are vulnerable to job burnout and stress®. Sources
that contribute to teacher stress include teaching stress (i.e., 7 stress domains: poor school environment,
student misbehavior, poor working conditions, personal concerns of teachers, relationships with parents, time
pressures, and inadequacy of training®') and out-of-school stress (e.g., personal, family, and larger
ecological environmental stress). Data from our RCT work in Uganda revealed that 79% of Ugandan teachers
reported significant burden of stress (e.g., 70% workload, 41% job effectiveness, 23% emotional distress, 9%
job dissatisfaction-related stress). PD coaching data also revealed that many Ugandan teachers asked for
stress management support from PD coaches outside of the PD program. Teacher stress can result in anger,
frustration, depression, exhaustion, and job ineffectiveness, and can have negative consequences for schools,
teachers, students, and importantly long-term EBI effectiveness®#. In planning for a large-scale EBI
implementation in high-stress contexts, teacher stress must be considered. Teachers suffering from stress
might be less engaged in the PD, have reduced motivation and ability to apply EBI strategies over time or
difficulty in sustaining the added responsibility resulting from task-shifting. This effectiveness study will test an
integrated evidence-based stress-management package (T-Wellness) as a complement to PD, and examine
underlying mechanisms that teacher stress and stress management contribute to effectiveness and EBI
strateqy uptake and sustainment. T-Wellness will be optimized before conducting the cRCT (see Research
Method below). T-Wellness is based on Stress and Coping (an EBI), which has been shown to reduce stress
for Ugandan adults impaired by distress in PI-Nakigudde’s prior work®+8% and Rational-Emotive Health
Education Intervention, which has been shown to be effective in reducing teacher stress and burnout in
LMICs?®8¢ (described in detail below).
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1.2 Rationale

This study involves efforts to advance the science of prevention in early childhood mental health in low-
resource communities. We will investigate the effectiveness, practical implementation strategies, and
underlying mechanisms of the PD in urban and rural Uganda. We will compare effectiveness of two PD
implementation approaches (with and without T-Wellness) using a hybrid effectiveness-implementation
cRCT?. Figure 3 shows the conceptual model for PD and PDT Theory of change in LMIC contexts, which
considers intermediate intervention effectiveness outcomes (teacher EBI practice) and distal effectiveness
outcomes (including primary child mental health outcomes and secondary child behavioral outcomes, defined
in Table 2). PD is expected to change teachers’ EBI practices; and the impact of PD on distal child mental
health outcomes will be mediated primarily through changes in teachers’ practice of EBI strategies. Similarly,
we expect that PDT (PD+T-Wellness) will also have impact on distal child mental health outcomes, and this will
be mediated primarily through improvement in both teachers’ EBI practices/behaviors and teachers’ stress
management skills (cognitive and behavioral control/ coping of stress). We anticipate changes in child
behaviors will be observed in the secondary outcome domains before the mental health outcomes (primary
distal outcomes). Because PD/PDT will be implemented in diverse contexts, our theory of change also
considers moderators from aspects of the Consolidated Framework for Implementation Research (CFIR)®,
which proposes that five domains of contextual factors can impact effectiveness-implementation. Specifically,
we expect that certain individual, intervention implementation, and school contexts may also influence (or
moderate) intervention effectiveness #4881, We consider geographic region (urban/ rural) as the primary
moderator, and other CFIR factors listed in the figure as secondary moderators. This theory of change has
been partially tested (constructs in ‘red’ in Figure 3) and supported in previous PD studies?’. This study will
formally examine the cost-effectiveness and test the PD/PTD theory of change with a larger diverse sample
and using scalable approaches. We select a foreign low-resource country as our study site because it provides
an ideal setting to test how a mental health system can be strengthened through careful consideration of
strategies while simultaneously examining effectiveness outcomes of an EBI. Also, Ugandan context is similar
to other underserved and under-resourced communities in the US and other LMICs. Therefore, knowledge
generated from our study will be relevant globally.
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Figure 3. Hypothesized Mechanisms for PD & PDT impact on Teachers and Children
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The project is innovative in its scale, methods, scientific contribution, and structure. 1) We have brought
together a team of international experts in policy, intervention content development, large-scale program
implementation, biostatistics, and health economics to launch the largest population-based early childhood
mental health prevention trial in low-resource African contexts paired with a comprehensive plan to support
MOH, MOE, and TTC to set up a sustainable school-based preventive mental health training and service
structure. 2) Studying effectiveness and theory of change of a population-based mental health preventive
intervention in Ugandan and US context simultaneously is innovative. In partnership with public stakeholders,
PD is currently being tested in the US context (also led by this investigation team, but with separate funding
sources). The support from NIH of this PD scale-up effort in Uganda will provide a unique opportunity to study
effectiveness as well as to compare underlying mechanisms across two countries. Lessons learned from this
effectiveness and theory of change testing will inform generalizability of intervention and theory across
contexts, as well as facilitate new innovations to address similar mental health disparities in countries with
similar adversity and resource barriers globally. 3) Our localized scalable implementation models (for urban
and rural Uganda) and teacher task-shifting preventive service model is innovative in LMIC contexts. Our
scalable approaches integrate MOH and MOE policy efforts and consider a localized multi-stakeholder task-
shifting/ task-sharing collaborative approach. This approach ensures local fit and adaptability of implementation
systems to support EBIs in diverse contexts. Furthremore, by training teachers to apply mental health
promotion EBI strategies in daily practice, it has the potential to not only promote children’s mental health, but
also to strengthen school mental health systems and service (e.g., increase workforce, EBI knowledge sharing
from teachers to other community members). Our approach also lays out a service model for WHO’s Action
Plan and Service Pyramid frameworks, which suggest providing accessible population-based child mental
health preventive intervention in schools. 4) Studying workforce/teacher stress management strategies and
underlying mechanisms using the MOST design in the context of effectiveness RCT is innovative. Our study
addresses a critical CHW workforce stress/job burden issue that has been frequently reported in LMICs.
Applying the pragmatic MOST design increases reserach efficiency, provides an opportunity to further optimize
EBIs, and ensures expected T-Wellness impact before conducting the cRCT. Our study contributes to new
knowledge and new solutions that may overcome workforce stress, which may also maximize EBI uptake,
effectiveness, and sustainability. Findings will also inform policy decisions in EBI programming and workforce
development. 5) Our design integrating multiple implementation science frameworks is innovative. We
integrate several recently developed conceptual models from scale-up and implementation science®':528, This
provides a new way to synthesize conceptual models that is more in line with complex real-world large-sale
intervention implementation. Evidence from our research can inform new integrated frameworks to guide
scaling-up research and better understand practice relevant behavioral change processes.

1.3 Potential Risks & Benefits

1.3.1 Known Potential Risks

There are no known physical risks associated with the study. However, there is the possibility that teachers,
principals, PTAs, parents or students will experience some inconvenience, embarrassment, or distress while
completing the interviews/questionnaires or when being observed. In addition, because teacher recruitment
and intervention program implementation will be carried out in a group format (including Pre-primary to Primary
1-4 grade teachers from study schools), it is not feasible to guarantee complete confidentiality to teachers who
decline to participate, as other participating teachers may notice teachers who are not present in the training.
Furthermore, adult participants will be made aware of the limits to confidentiality, especially in adhering to legal
status regarding reporting to child protection agencies information if study children are found to be at-risk for
abuse or neglect or are being abused or neglected. To minimize these risks, we have developed plans to
protect research participants through consents, preventive actions, and risk mitigation.
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1.3.2 Known Potential Benefits

The training of the TTC faculty, school teachers and PTAs can strengthen local child mental health preventive
service capacity. Teachers/PTAs/TTC staff who participate in PD/PDT may develop new knowledge and skills
that are useful to promote their children/students’ mental health. They may also benefit from the support of
professionals and their colleagues. In addition, parents and children of the participated schools will benefit from
their teachers. Teachers/PTAs may improve skills in promoting parent involvement and child social emotional
and mental health. The minor risks of participation are considered reasonable in relation to the anticipated
benefits to subjects and the knowledge that may result from this study.

2 Objectives and Purpose

Aim 1. To evaluate the short- and longer-term effectiveness of PD and PDT.

Hypotheses: (a) PD, implemented using localized scalable approaches, is more effective than control; and (b)
PDT is more effective for CHWSs/teachers than PD alone; and (c) PDT has a more favorable cost-effectiveness
ratio than PD alone.

Aim 2. To examine effectiveness mechanisms and theory of change underlying the EBIs.

Hypotheses: the mediational mechanisms of PD (teacher EBI strategy use as a mediator between intervention
and child outcomes) and PDT (teacher stress management and EBI strategy use as mediators) will be
supported.

Aim 3. To examine implementation contextual factors and mechanisms that contribute to CHWs’
(teachers’) uptake and sustainment of EBI strategies within PD and PDT schools

2.1 Primary Objective

The primary teacher effectiveness outcomes (or intermediate effectiveness outcomes) are teachers’ EBI
strategy use, teacher stress management. The primary child effectiveness outcome is child mental health
(externalizing and internalizing problems)

2.2 Secondary Objectives (if applicable)

The secondary child effectiveness outcomes are three behavioral-cognitive domains: emotion regulation),
social relationships (student-teacher & peer relationship), and executive functioning (cognitive system
function).

3 Study Design and Endpoints

3.1 Description of Study Design

Study Overview. We will study the effectiveness and mechanisms of PD/PDT in diverse Ugandan contexts.
Year 1 will be the preparation period, in which we will establish localized scalable PD implementation
structures in two study regions, and to optimize the T-Wellness by caring out a user-centered testing study with
4 schools (~60 teachers) (in a 4-6 month time frame in Year 1). In Years 2-4, we will carry out a cRCT to study
effectiveness, cost-effectiveness, and underlying mechanisms. Drs. Troxel and Huang with expertise in RCTs
and quantitative analyses will guide the effectiveness and mechanism analyses. For the cost-effectiveness
comparisons, Dr. Tozan will guide the planning and analyses. Dr. Nakigudde, with expertise in stress
management and qualitative studies, will guide the T-Wellness testing and qualitative analyses.

4 Study Enrollment and Withdrawal

4.1 Inclusion Criteria
In order to be eligible to participate in this study, an individual must meet all of the following criteria:
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1. The inclusion criteria for the school staff (teachers, head teachers) are: they must be in the recruited
study schools and teaching in Pre-Primary to Primary 4 classrooms or holding the head
teachers/administration leadership position in school. The inclusion criteria for Parent Leaders are:
they must be at least 18 years old and have served as a Parent-Teacher-Association member or Parent
Leader in the school for at least 1 year.

2. The inclusion criteria for the PD/PDT program implementers are: they must have current employment
with eligible partners (i.e., medical/mental health institutions, Teacher Training Colleges), with
professional experiences in teacher training or mental health training.

3. The inclusion criteria for parents are: caregivers must be at least 18 years old, their children must be
enrolled in Pre-Primary or Primary 1 to 4 classes (or between 3 to 10 years old) in the recruited
schools, and willing to have their child to be assessed by research staff. Parents and children will have
diverse characteristics (e.g., randomly selected from school student lists). About 10% families will be
randomly selected from the student lists. The proposed study will be open to both men and women
caregivers

4.2 Exclusion Criteria
An individual who meets any of the following criteria will be excluded from participation in this study:

1. Evidence of psychopathology or cognitive impairment severe enough to preclude giving consent, or
completing the survey instruments or the focus group of the study.

2. Minors (age <18) will also be excluded. Additional criteria should be included as appropriate for the
study design and risk.

4.3 Vulnerable Subjects

The key intervention targets for this study are teachers, and evaluate whether impacts on teachers will improve
child mental health. For schools where the principal agree to participate in the PD/PDT, individual teachers will
still have the right to refuse to participate at any time during the study. Research staff will ensure that the
school staffs are aware of this during the consent process. To ensure that non-participating teachers are not
discriminated against by principals, school personnel, or participating teachers, we have worked with MOE
partners and developed several policies, which will be in place from the start of the study. One, we will apply a
recruitment approach that will “normalize” the decision not to participate. Specifically, when consenting
principals and teachers, we will explicitly explain that the study aims to test a new school approach to help
promote students’ health and development, and that we are asking for volunteer schools and teachers to
participate and provide their feedback. We will notify principals upfront that teacher participation is completely
voluntary and does not reflect on the community or researchers’ views about principals’ leadership or the
image of their school and teachers. We will also notify teachers that there are many reasons why some
teachers may not participate, including having unique responsibilities (either personal or professional) that
other teachers may not have. We will strongly urge school teachers to be respectful of others’ choices to not
participate, given a range of possible circumstances. This recruitment approach will likely minimize any
potential feelings of discomfort for non-participating teachers, and will minimize potential discrimination toward
non-participating teachers.
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Although the intervention is not directly targeted on children, and there will be indirect benefit on children
(through positive changes on teachers). Because the primary effectiveness outcomes are focusing on
children; therefore, we will include children as our study subjects and ask children’s own perception of their
behaviors and environment. We will obtain parent’s permission/consent (which will be documented) and the
study child’s assent before conducting child assessment. The child assessment will be conducted by trained
research staff, and will take about 20-30 minutes. All research staff who conduct child testing/assessment will
be trained and equipped with skills to manage children distress. Research staff will also work with the targeted
students’ teachers to schedule appropriate time for assessments, so it will not interrupt study children’s class
activities or impact on their right to attend classes. If children have limited capability and cannot reasonably
respond to assessment questions, research staff will stop the assessment. The intervention and child
assessment are no greater than minimal risk, and the child assessments can help better understand impacts
through children’s own perspective. This research presents an opportunity to further the understanding
children’s need and impacts of prevention.

4.4 Strategies for Recruitment and Retention

The target of the intervention for this proposed project is school staff (i.e., teachers and Parent-Teacher-
Association [PTA] members/Parent Leaders). The intervention is at a system-level, which is to train school staff
to provide preventive intervention to students and parents. Subjects for the teacher and children’s
effectiveness outcomes will be reported by teachers, parents, and students. Objective observation (by trained
study staff) on teachers’ EBI practice in classrooms will also be conducted.

Recruitment and Referral Sources:

* Intervention Implementer/ Trainer: Drs. Huang and Nakigudde We will work with TTC and, MOE, and MOH
to finalize the referral and recruitment process. Trainers will be identified and invited to participate. Participation
will be completely voluntary, with no consequence for opting out of participation due to personal reasons.

» Schools: We will work with Ministry of Education (MOE) to finalize the referral and recruitment procedure. In
general, public primary schools in targeted districts will be identified from governmental school lists in two
study districts (urban and rural) provided by MOE. Principals of these schools will be invited to attend one of
the information sessions hosted by the Ugandan intervention implementation team. During the recruitment
session, principals will be provided with details of study requirements and intervention. They will have an
opportunity to ask questions and also complete a questionnaire that seeks to gather information on school
demographics, commitment to remain in a randomized condition, willingness to facilitate data collection, and
allocate staff time to participate in the study. Eligible schools will be selected based on school leaders’ and
principals’ expressed of interest and their agreement to allow teachers’ voluntary participation. To ensure
approximately similar characteristics in the intervention and control conditions, a statistician, unfamiliar with
study schools, will match schools on size (i.e., number of teachers and students), location (urban/rural), and
quality/performance from the eligible school list. A stratified-block randomization design will be applied. We will
work with MOE to finalize a systematic approach to select the final 36 schools.
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» Teachers and PTA Members: For the selected 36 schools, all pre-primary and Primary 1 to 4 teachers,
serving students between 3 and 10 years old will be eligible to participate. Teachers’ participation will be
completely voluntary, with no consequence for opting out of participation due to personal reasons (see human
subjects section for detail about teacher protection). PTA members from 24 intervention schools will be
recruited to participate. For schools that do not have a PTA, Parent Leaders will be recruited. PTA members
and Parent Leaders that are actively involved and have at least a year of experience in working with schools
will be eligible. We will work with the intervention school to plan for recruitment and training of one PTA
member from each intervention school (control schools will not have an identified PTA members). We
anticipate that 540 teachers from 36 schools will participate in the evaluation study; and 360 intervention
school teachers will be participated in intervention.

» Families (Parent & child pairs): Ugandan primary schools have on average about 550 students. Given the
large numbers of students in schools, research staff will randomly select 10% of students and families from
each school based on student lists provided by teachers (using random number generator software). Teachers
will be informed of the students randomly selected for participation in the assessments and asked to introduce
the study to the selected parents or primary caregivers. Targeted parents will be invited to consent for
interviews, for teachers to complete ratings on their child’s behavior, and for research staff to carry out
objective assessments with their child.

Procedures for monitoring enroliment and tracking/retaining participants for follow-up assessments:

We have developed a procedure to ensure timely subject enrollment and data collection. Because of multiple
samples (school staff & families), our monitoring and data collection procedure will occur in blocks based on
sources of sample and carried out using a multiple-team-approach (a teacher/school staff data collection team,
a parent-interview team, a child-assessment team, and a teacher EBI practice observation team). Designated
research coordinators will be responsible for coordinating, tracking and collecting data from the school staff
(head teachers, teachers, PTA) and families.

Research teams and coordinators will be trained to use a secure data tracking system to track and monitor the
data tracking system on a weekly basis during enrollment or data collection periods. The monitoring will be
conducted at the school level. For schools that do not meet the expected enroliment or assessment numbers
will be flagged for additional actions. Research coordinators will follow up on those flagged schools to ensure
they complete assessment according to the study timeline. The research coordinators will meet weekly with
Pls to discuss the progress and share experience. We have applied this tracking approach in our previous
studies.

Strategies for Ensuring a diverse, representative sample:

For teacher sample, all primary school teachers are eligible to participate. No one will be excluded. For
families, they will be randomly selected from student lists provided by schools/teachers. Only 10% families will
be selected for the evaluation study. Therefore, it is expected that our teacher and family recruitment samples
will be representative.

Potential recruitment/enroliment challenges and strategies for overcoming shortfalls:

For school personnel recruitment, we anticipate that most teachers (>90%) will sign up for the study based on
our prior experience. However, we anticipate some teachers will be on maternity leave, sick leave, or
transferred to different schools during the study period. For those teachers, we will work with principals to
determine alternative approaches to contact these teachers to gather data. A phone interview may be applied if
such contact option is appropriate.
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For families, we anticipate parents with low-literacy or struggling with poverty related stressors might be difficult
to reach. If the situation happens, we will reach out to teachers and PTA for assistance in family recruitment
and engagement. We will also applied strategies that we have learned from our previous studies, including
sending home a reminder note to parent with students; calling parents; carrying out parent interview through
home visits or phone calls.

Evidence to support the feasibility of enrollment

Our research team has track record in conducting large scale studies both in the US and in Ugandan contexts.
We have developed family and school engagement strategies to ensure high rate of enrollment. We have also
applied a multiple-team approach (by having multiple research coordinators) and a partnership approach
(partnering with research network, academic social science/public health departments, and community
networks to utilize additional network strategies) to ensure target enroliment and timely data collection. Given
our prior experience, we have demonstrated the feasibility of our enroliment approach

4.5 Duration of Study Participation

During Year 1, we will establish a localized scalable PD implementation team structure and train a group of
PD/PDT implementers (N=8; using a TTC-MOE-Mental Health partnership structure) %5257, We will train an
implementation team that includes 6 TTC trainers and 2 MHPs (i.e., clinical psychologists, senior psychiatric
nurses) and additional educational stakeholders (i.e., governmental stakeholders from MOE, MOH) from the 2
regions. As with the methods that we have applied before, we will refine and formalize the partnership by using
a muli-stakeholder participatory approach®®92 and principles of effective partnership®. Our partnership process,
meetings, field interview notes, and qualitative data will be documented and analyzed. The implementation
team members will participate in the study for 4 years.

T-Wellness Package User-Centered & Optimization Study (N=60). T-Wellness Package Box 1. T:-Wallness Components
will be based on the Stress and Coping (SC), a group-approach EBI that has been 7 %¢(n 0res e e
shown to reduce stress for Ugandan adults impaired by distress in PI-Nakigudde’s prior burden

RCT work (effect size d=.35)%8. The SC focuses on understanding personal : !:;:?n';gf;':::"“
stress/adversity, and strategies for managing problems/stress, mood, strengthening o Cognitive and behavioral srategies
social support, and staying well®*8%. To effectively address teacher burnout, we will add e
additional strategies from the Rational-Emotive Health Education Intervention (REHET), other supports

» Three monthly teacher group-support

which focuses on evidence-based strategies to improve cognitive-behavioral skills and sessions (1 hr each)

techniques to help teachers manage workplace burnout stress and overcome irrational ' Referralforsevers distress teachers
beliefs in teaching®. These strategies have shown to be effective in reducing teacher burnout related stress in
LMICs®8488 Qur T-Wellness package will optimize these two core components of the evidence-based stress
and support interventions that are relevant to teacher stress and have been reported in the literature®°3%(see
Box1 for T-Wellness contents). To ensure the expected impacts for T-Wellness, we will recruit 4 study schools
and applying factorial design to test the effect of each component (1 Common Stress management; 1 Burnout
Stress management; 1 Combined Common and Burnout Stress management; 1 control; with ~15 teachers in
each condition). Teacher participants will participate in the study for 4-6 months. We will collect pre- and post-
intervention data using a mixed-methods design to evaluate the effect of each component on stress
management indicators (e.g., stress management skills, competency, burnout, general personal stress).
Results will be used to optimize stress intervention components to be included in the Year 2-4 RCT). PI
Nakigudde and consultant Dr. Dennis with stress management expertise will lead this effort.

Two Advisory Boards (N=10; 1 rural and 1 urban advisory board) will be established to ensure that the PD
effectiveness-implementation study aligns with Ugandan school/health system policies and practices in
communities to pave the way for a sustainability policy plan should the intervention be effective. The Board in
the urban setting will include 6 representatives, including 2 Ministry stakeholders, 1 researcher, 1 NGO
stakeholder, 1 teacher, and 1 parent leader. The Board in the rural setting will include 4 representatives,
including 1 local-MOE leader, 1 researcher, 1 teacher, and 1 parent leader. The teacher and parent leader will
be selected based on school stakeholders’ recommendation. The advisory boards will meet regularly (2 times
a year) throughout the 4 study years and provide guidance on programming, finding interpretation, and
dissemination. Meeting notes will be documented for analyses.
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In Years 2-4, we will carry out a cluster randomized controlled trial to study effectiveness and mechanisms of
intervention with 36 schools. Implementation and evaluation activities will be carried out in two-cohort
sequence by recruiting school staff and families (children and their caregivers).

e Primary school teachers and selected school leadership staff (Head teacher, PTA leaders) will
participate in the evaluation study for 2 years. Teachers (i.e., pre-primary and primary 15t to 4™ grade,
serving students between the ages of 3 and 10 years) and PTA leaders are the primary targets of the
PD/PDT.

e Children and caregivers will participate in the Year 2-4 RCT evaluation study for 18 months which will
include surveys/Questionnaires/Individual Interviews for the caregivers and game-like activities for children
that assess childrens’ attention, memory, and social emotional wellbeing.

4.6 Total Number of Participants and Sites

This study is carried out in Uganda with support from the US. Recruitment, informed consent, intervention, and evaluation
of all school staff and participating families will occur in Uganda. For the PD/PDT effectiveness evaluation, participants will
include 540 school staff (i.e., teachers/principals from 36 schools), 24 PTA members from intervention schools, and 8
implementers (from TTCs and mental health institutions). There will be 1980 parent-child pairs (including 1980
parents/caregivers and 1980 children). We expect that most teachers and primary caregivers/ parents will be female
(75%), and equal % for children will be male and female (50% for each group). Participants numbers break down by site
(rural and urban) are presented in the figure below.

Assessed for Teacher & Family Eligibility & Recruitment
36 schools (in 12 blocks; each block includes 3 schools with similar characteristics);
540 teachers, 24 PTAs; 1,980 parent-child pairs
Stratified _qccordinqtlo Geodraphic Region

Rl.-ll’a| Region
(6 blocks; randomly assign 3 schools
within each block to 3 conditions )
T

Urban Region-
(6 blocks; randomly assign 3 schools
within each block to 3 conditions )
I

Allocated to Allocated to ABocated 1o Allocated to Allocated to Allocated to

(n= Spsghools) (n= SPEC-LOOB) _C{;Jnt;ol | (n= nghools} (n= Spsl;:]c-li-wools}l _C;"t;:"l |
90 teachers; 90 teachers; (ngategghgg?) 90 teachers; 90 teachers; (nga te:ghg?s?)

6 PTAs; 6 PTAs; ) 6 PTAs; 6 PTAs; .7
330 P-C pairs 330 P-C pairs 330 P-C pairs 330 P-C pairs 330 P-C pairs 330P-C pairs
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4.7 Participant Withdrawal or Termination

4.7.1 Reasons for Withdrawal or Termination

Participant will be free to withdraw from participation in the study. Participants can request to discontinue
participation at any time. The decision to participate or not participate, or to withdraw, will not affect participant
employment and/education opportunity

4.7.2 Handling of Participant Withdrawals or Termination

To leave the study, Ugandan participants will be asked to send a written notice to Janet Nakigudde and Keng-
Yen Huang, Ph.D. at the following address: (Department of Psychiatry, Makerere University, Kampala,
Uganda), or email Drs. Nakigudde and Huang.

4.7.3 Premature Termination or Suspension of Study

This study may be temporarily suspended or prematurely terminated if there is sufficient reasonable cause. If
the study is prematurely terminated or suspended, the Pls will promptly inform the IRB and will provide the
reason(s) for the termination or suspension.

Circumstances that may warrant termination or suspension include, but are not limited to:
o Determination of unexpected, significant, or unacceptable risk to participants
¢ Insufficient compliance with protocol requirements
e Data that are not sufficiently complete and/or evaluable
e Determination of futility

5 Behavioral/Social Intervention

The EBI considered in this study is ParentCorps-Professional Development (PD), a school-based EBI and
preventive service provision model that supports teachers and school personnel to apply EBI strategies to
promote young children’s mental health in impoverished areas. The PD approach represents a task-shifting
model of mental healthcare by shifting mental health preventive duties from professionals to teachers to
optimize school children’s mental health. Therefore, teachers are considered as CHWSs. Two efficacy studies of
PD from our work in urban Uganda (RCT in 10 schools; 1R21MH-097115-01A1) and rural Nepal (pre-post
comparison in 30 schools; UBS Foundation) demonstrate feasibility, acceptability, and positive impacts on
teachers’ use of EBI strategies and students’ mental health. The current study builds on this work and further
tests scalable PD implementation approaches and investigates PD effectiveness in multiple regions (urban and
rural) in Uganda. In addition, based on previous findings that nearly 80% of Ugandan teachers (the EBI
strategy users) experience occupational stress that threatens PD uptake, effectiveness, and sustainment, this
study will also test a teacher stress management package (T-Wellness, adapted from EBIs) as an
enhancement to PD.

The 24 schools assigned to the intervention conditions will receive PD (12 with and 12 without T-Wellness)
during their 1st year of participation. In the PD group, teachers and PTAs will participate in a 3-day
ParentCorps-PD training before the 1st school term. For the PDT group, one additional training day will be
added for stress management). Teachers in both PD implementation conditions will also receive 8 sessions
(12 hours) of face-to-face group-based coaching during the 1st and 2nd terms. Coaching sessions are to help
teachers apply EBI strategies in their classrooms, engage families, and develop competencies. For the
teachers in the PDT group, additional stress management group coaching activities will also be integrated into
the 8 sessions (3 additional monthly 1-hr wellness sessions for teachers as a group in each school) and
receive a total 15 hours of coaching.
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6 Study Procedures and Schedule

6.1 Study Procedures/Evaluations/Procedures/Timeline

The three effectiveness and mechanism testing aims (Aim 1-3) will be accomplished by applying a matched-
pair cRCT and hybrid effectiveness-implementation design®”*’. A mixed methods design with qualitative and
quantitative data collection will be applied. The school will be the unit of randomization because the program is
applied at the school-level and builds a “school community” of teachers who promote students’ mental health.
The three-arm cRCT design allows us to simultaneously test PD effectiveness and study the added value of a
package (T-Wellness) to address a critical practical task-shifting challenge (teacher stress). In addition, the
Hybrid design that considers CFIR domains of implementation contexts (in Figure 1) allows us to rigorously
study other EBI effectiveness-implementation mechanisms, which can further inform decisions about optimal
deployment and generalized impact, and may accelerate the introduction of other valuable innovations into
practice®”. Study tasks and timeline are listed in Table 1 below.

For effectiveness, intervention theory of change (mediation mechanisms), and cost-benefit evaluations, the
child and teacher effectiveness outcomes will be assessed and evaluated across 3 time points- baseline (T1,
before PD), immediately after the PD/PTD (T2, about 3-4 months after T1), and 12 months later (T3, about 18
months after T1). Data from multiple sources will be collected. For child effectiveness outcomes, the primary
outcome is mental health (externalizing and internalizing problems), and the secondary outcome is behavioral
and cognitive domains (see Table 2 for measures). Parent and child report data will be used. Parents of target
students will be interviewed by trained research staff (using English or Luganda, lasting 30-45 minutes). Child
assessment will be carried out in school by research staff (lasting about 20-30 mins). For teacher effectiveness
outcomes, the primary teacher outcome is EBI practice, which will be based on objective observation by an
independent observation team (primary data source) and teacher-report (secondary data source). The
observation measure has been validated and published in our previous trial study (see Huang KY, Nakigudde
J, et al. Transportability of an Evidence-based Early Childhood Intervention in a Low-Income African Country:
Results of a Cluster Randomized Controlled Implementation Study. Prevention Science. 2017;18:964-75). The
secondary teacher outcome will be social process (i.e., teacher-student and teacher-family relationship), based
on parent and child report. All primary outcomes and most secondary outcome measures have been used and
validated in our previous Ugandan studies”” %% (see Table 2 for measures and reliability information from our
Ugandan studies). Costs will be measured using an activity-based micro-costing approach’® in the intervention
cluster (school), and in the extended implementation phase in all clusters from 6 through 12 months (n=36
clusters). Costs of the intervention will include all program costs incurred (for PD/PDT training, coaching, and
materials/resources). Research costs will be excluded. Cost data collection will utilize existing standardized
cost extraction forms and procedures that have been validated from Co-l Tozan’s work in Uganda and
LMICs'"1%_ Prior to use, these tools will be tailored and customized. Research staff for family and
observation data collection will be masked to intervention conditions. To ensure masking, we will have an
independent assessment team (led by a separate research coordinator), and members will not participate in
any intervention activities. We will also train implementation team on protocol to prevent releasing assigned
condition information. Teacher-report data collection will not be masked. The tablet and team approach of data
collection that we used in our previous studies will be applied.

For study implementation moderation mechanisms, the selected key moderators from the 5 CFIR domains
include target individuals’ charateristics (teachers and childrend), school, and intervention implementation
contexts will be studied (listed in Table 2). Most CFIR measures have been validated in our previous PD pilot
trial®®%°. PD/PDT implementation fidelity will be assessed, characterized, and examined for moderation effects
(on teacher effectiveness outcomes). Four fidelity measures'® will be considered, including adherence (the
extent to which the TTC trainers deliver the core intervention content and as per program guidelines), quality of
program implementation (assessed based on teacher satisfaction with the PD/PDT and ratings of TTC
Coaches’ competence); engagement (assess trainees’ level of PD knowledge improvement from pre- to post-
training’?); and exposure (measured by attendance of PD and coaching sessions)'°.

To have a more comprehensive understanding of possible mechanisms, we also plan to conduct gualitative
interviews, which will purposively select PD trainers (n=8), teachers (n=40; 20 from intervention and 20 from
control across two sites) and our Advisory Board members, and conduct interviews at 4 time points (T1, T2, T3,
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and Year 4). Interview guides will comprise semi-structured questions relating to experience with PD/PDT.
Participants will also be asked to provide a narrative account of partnership approaches, efforts to implement
PD/PDT, including barriers and facilitators experienced. The group interview guides will be adapted from our
previous pilot PD implementation studies.
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Table 1. Study Timeline (including recruitment and assessment timeline)

Year 1 Year 2

Year 3 Year 4

2020 School Year 2021 School Year

2022 School Year 2023 School Year

&

T Term Term Term

2 3

Term Term
4 1

Term Term Term | Term

2 3

Term Term Term Term Term

1 2 3

Project oversight (Month 1-6)

Technology-Assistant Monitoring System

T-Wellness Optimization Study

x| x|x|x|r B
2
| (|| &
E]

Training Study Team (Months 7-9)

Implementing PD/PDT

Cohort 1 {C1): 18 schools:
12 intervenson (Int) & 6 Conirol (Conf)

cRCTin C1 (18
schools)

Cohort2 (C2): 18 schecls:
12int (6 PD, 6 PDT) & 6 ConL

cRCTin C2 (18
schooks)

Implement T-Weliness for Control Only
(afier compleSion of efieciveness evaluason)

Welines

forC1 frC2

Effectiveness Data Collection-
SchoolTeacher level
Cohort 1 (18 schoots; 270 school siaff)

I c1m2

C1T3

Cohort 2 {18 schools; 270 school siaff)

C2m1 | camz cams

Fémf!!fs[m@ﬂ[ lfevel data collection

Cohort 1 (18 schools: 990 famiies) CHT1 | CUT2

CHT3

Cohor 2 (18 schoois; 990 famiies)

cam carT2 cam3

T-Wellness Post int. Assessmeni:

Control Schools Only (teacher & family data)

C1m4 CT4

Data M. . Analysis, Rep X X

L)

X X X

Mental Health Promotion Advisory Board X X X X

X X X X X

Note. Projectoversight activities include IRB approval, finalizing the intervention PDIPDT manual, implementation strategy tools, assessment protocols (including fidelity
systemiprocedures), and forming Advisory Boards. Training study teams includes formalize partnership with Teacher Training Colleges (TTCs), and training implementation (T TC faculty and
mental health professionals) and research teams. Term=schod term. T 1-T4=Time1-Time 4 evaluation time points. T 1=baseline, T 2= immediate post PD/PDT (about 3-4 months after T1);

T3=6-7 moths after T2 {or 10-11 month after T1). T4=5-6 months after T 3.

Table 2. Key Study Measures for Effectiveness-Implementation Study: Constructs and Measures

Dimensions Constructs & Data Sources Measures
Child a)Mental Health (Primary): Exteranlizing & Internalizing a) Strengths & Difficulties Questionnaire (a=.63-.80)'" (P);
Effectiveness | b)RDoC domains (Secondary): Negative valence (emotion | b) Emotion-regulation (a=.90)!% (P); Relationship with Teachers (C)(a=.78)"7 &
Outcomes disregulation), social processes (student-teacher & peer Peer relationship (P)(a=.75)1%8, Comprehensive Computerized Battery for Child
(T1-T3) relatinship); cognitive system (executieve functioning) Psychological Assessment (C) (for cognitive system, executive functioning)?0?
Teacher a) Teacher EBI Practice (Primary): EBI Practices a)Teacher EBI Practices: Classroom Observation (O) (0=.68-.72) 1%; PD
Effectiveness | (including a range of behavior management and social Strategies Practice Questionnaire (T) (a=.69-.80)77111.112; Determinants of
Outcomes emotional promotion practices (T & O); Implementation Behavior Questionnaire (DIBQ)!'3
(T1-T3) b)Teacher Stress &Management (Primary for PDT)(T) b) Teacher Stress: Stress Questionnaire (T) '4; Stress Management: Irrational
c) Teacher social process (secondary)- relationship (P) | Belief Questionnaire 8.4 Responses to Stress Questionnaire!!5.116
c)_Family and Teacher Relationship Quality (P)"”
Contextual a) Outer setting: Urban/rural region (Primary moderator) | b) 4 Fidelity measures'8 (1) Adherence (F) (deliver the core content): PD/PDT
Moderators b) Fidelity: 4 PD/PDT measures (F, T) Fidelity Checklists (completed after each training day & coaching session) (2)
c) Inner setting: School EBI climate (e.g., work Quality of implementation (T) (Teacher Satisfaction (T) (post PD training and
(Pre/T1 and environment, team work alliance, leadership) (T); T2)(a=.72)% and ratings of Coaches’ competence]; (3) Engagement (T) Strategy
Post PD d) Individual/Teacher characteristics (e.g., EBI Knowledge™ (T) (EBI knowledge gain before-after training) (test-retest r=.35-
training, and | readiness/attitude; wellness) (T) 43)72;(4) Exposure (F): Attendance tracking®; C) School Environment
during PD e) Intervention characteristics: Acceptability; Survey''?; Organization Climate Questionnaire (a=.65-.85) 120.121;
implementati | Appropriateness (T) d) Teacher demographic''%; PHQ-mental health 122123; EBP Attitude Scale'?;
on) f) Processes: Partnership Quality (e.g., TTC and e)Applied Mental Health Research Dissemination and Implementation
teacher/PTA partnership) (T) Measurements (AMHRG)'%5; f) Partnership Questionnaire”.126
Demo (T1) Family/Student Demo (e.g., parenting, well-being) (P) Family: Demo'?’; Parent EBI Practices (P) (0=.69-.80)7711".112.PHQ (0=.90) 1
PD/PDT Cost | Program implementation costs; Implementation costs: actual program costs (with & without monitoring cost)'28

Note. For child effectiveness outcomes, primary data source is parent-report (P); and secondary data source is child-reportitesting (C). For teacher effectiveness outcomes, primary
data sources is classroom observation (O) & teacher report (T); and secondary data sourc is Parent (P) report. CFIR contextual data will be gathered from from Training/coaching
session tracking data from facilitator report (F) and teachers-report (T). Suicidal behaviors are NOT included because this study focuses on preventive intervention and young children
(ages 4-10 years). The measures used in young children usually do not include suicidal items. However, parent, teacher, and child reported depressive symptoms will be included.

7 Safety and Adverse Events

The definitions below are included in the protocol as part of the template provided by the NYU School of Medicine IRB.
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7.1.1 Definitions

Unanticipated Problems Involving Risk to Subjects or Others
Any incident, experience, or outcome that meets all of the following criteria:

e Unexpected in nature, severity, or frequency (i.e. not described in study-related documents such as the
IRB-approved protocol or consent form, the investigators brochure, etc)

o Related or possibly related to participation in the research (i.e. possibly related means there is a
reasonable possibility that the incident experience, or outcome may have been caused by the
procedures involved in the research)

e Suggests that the research places subjects or others at greater risk of harm (including physical,
psychological, economic, or social harm).

An adverse event (AE) is any symptom, sign, illness or experience that develops or worsens in severity during
the course of the study. Intercurrent ilinesses or injuries should be regarded as adverse events. results in
study withdrawal

e is associated with a serious adverse event

e is associated with significant increased clinical signs or symptoms and impair functioning

» is considered by the investigator to be of clinical significance

Serious Adverse Event
Adverse events are classified as serious or non-serious. A serious adverse eventis any AE that is:
o fatal
life-threatening
requires or prolongs hospital stay
results in persistent or significant disability or incapacity
an important medical event
All adverse events that do not meet any of the criteria for serious should be regarded as non-serious adverse
events.

Severity of Event

For AEs not included in the protocol defined grading system, the following guidelines will be used to describe
severity.

e Mild — Events require minimal or no treatment and do not interfere with the participant’s daily activities.

e Moderate — Events result in a low level of inconvenience or concern with the therapeutic measures.
Moderate events may cause some interference with functioning.

e Severe — Events interrupt a participant’s usual daily activity and may require systemic drug therapy or
other treatment. Severe events are usually potentially life-threatening or incapacitating.}

7.1.2 Relationship to Study Intervention

All AEs will have their relationship to study intervention or study participation assessed with a level of
specificity appropriate to the study design.

e Related — The AE is known to occur with the study intervention, there is a reasonable possibility that the
study intervention caused the AE, or there is a temporal relationship between the study intervention and
event. Reasonable possibility means that there is evidence to suggest a causal relationship between the
study intervention and the AE.

e Not Related — There is not a reasonable possibility that the administration of the study intervention
caused the event, there is no temporal relationship between the study intervention and event onset, or
an alternate etiology has been established.

7.2 Time Period and Frequency for Event Assessment and Follow-Up
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The occurrence of an AE or SAE may come to the attention of study personnel during study visits and
interviews of a study participant. All AEs including local and systemic reactions not meeting the criteria for
SAEs will be captured on the appropriate RF. Information to be collected includes event description, time of
onset, staff’'s assessment of severity, relationship to study intervention (assessed only by those with the
training and authority), and time of resolution/stabilization of the event. All AEs occurring while on study must
be documented appropriately regardless of relationship. All AEs will be followed to adequate resolution.

The PI will record all reportable events with start dates occurring any time after informed consent is obtained
until 7 (for non-serious AEs) or 30 days (for SAEs) after the last day of study participation. At each study visit,
the investigator will inquire about the occurrence of AE/SAEs since the last visit. Events will be followed for
outcome information until resolution or stabilization.

All unresolved adverse events should be followed by the investigator until the events are resolved, the subject
is lost to follow-up, or the adverse event is otherwise explained. At the last scheduled visit, the investigator
should instruct each subject to report any subsequent event(s) that the subject, or the subject’s personal
physician, believes might reasonably be related to participation in this study. The investigator should notify the
study sponsor of any death or adverse event occurring at any time after a subject has discontinued or
terminated study participation that may reasonably be related to this study.

7.21 Event Reporting

The Investigators will be responsible for recording and reporting adverse events and unanticipated problems,
as defined by the NYU School of Medicine IRB. The Investigators will ensure that they are knowledgeable of
the definitions for safety and adverse events. All adverse events occurring during the course of the study will
be recorded. The current study includes surveys and interviews, and does not involve diagnostic procedures or
clinical treatment. Should an adverse event occur, the event will be recorded and followed until resolution,
stabilization or until it has been determined that participation in the study was not the cause of the adverse
event. Serious adverse events that are ongoing at the end of the study will be followed up to determine the
final outcome. All serious and unexpected adverse events (e.g., hospitalizations, life threatening events, death)
or other unanticipated problems that involve risk to study participants or others and whether these appeared
related to the research assessment protocols will be reported to the NYU School of Medicine IRB, the
Uganda’s National Science and Technology IRB, and the Chair of the DSMB. The DSMB has the authority to
halt the preventive trial if it perceives that harm is occurring due to the program. Summaries of adverse events
reports will be also made to Clinicaltrials.gov bi-annual update/report and NIH in the yearly progress report,
unless the nature of a particular event is such that it bears reporting to NIH immediately.

7.3 Safety Oversight

DSMB: An independent group of experts that advises the study investigators. The primary responsibilities of
the DSMB are to 1) periodically review and evaluate the accumulated study data for participant safety, study
conduct and progress, and, when appropriate, efficacy, and 2) make recommendations concerning the
continuation, modification, or termination of the trial.

We shall include the following:

e An expert in the conduct of preventive trials and all phases of intervention research (i.e., Dr. Laurie
Brotman)

e Two professionals with substantive expertise in the area of child health promotion (i.e., two Ph.D. level
researchers: Dr. Demy Kamboukos from the US and Dr. Nakasujja Noeline from Uganda).

¢ A biostatistician with expertise in prevention trials (i.e., Dr. Andrea Troxel)

e The DSMB will perform the following activities:
o Review the research protocol and plans for data and safety monitoring.
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o Evaluate the progress of the prevention program implementation, including periodic
assessments of data quality and timeliness, participant recruitment, accrual and retention,
participant risk versus benefit, performance of trial sites, and other factors that can affect study
outcome.

o Monitors will also consider factors external to the study when interpreting the data, such as
scientific or behavioral problem development that may have an impact on the safety of the
participants or the ethics of the study.

o Make recommendations to the IRB and investigators concerning continuation or conclusion of
the trial(s).

o Protect the confidentiality of the trial data and the results of monitoring.

The DSMB will meet with Pl Huang, subcontract-Pl Nakigudde and the sub-Investigators yearly to review
adverse events reports and dropout rates. Data will be provided at those meetings by the investigators on key
variables that may indicate harm. The DSMB biostatistician will evaluate confidentiality and integrity of the
database, and the procedures for recording and storing confidential files. The DSMB will also review the
elements of the plan to deal with emergencies.

8 Clinical Monitoring

In the event of a clinical emergency or other crisis, research staff and trainer/implementers (MHPs & TTC
faculty) will be trained in basic crisis management. Staff will be trained in a manualized protocol for handling a
variety of crises that may be presented to staff at the schools. The protocol for handling these issues
addresses the safety of both study participants and study staff. The protocol also details the need for
supervision in all instances. They will also notify Ugandan Pl and Co-I (clinicians and researchers) or contact
them by mobile phone if needed. Ugandan PI and the Clinical Research Director will oversee our program for
the study schools and children. If medical attention or follow-up is needed, they will refer them to local Hospital
or other health agencies. If additional medical consultation is needed regarding the adverse event, we will
consult with the needed specialists or consulting services.

Research staff will also be available to talk individually with any participant who becomes distressed during
program participation, and referrals will be made for participants as needed (e.g., teachers who expresses
concern about their students’ well-being).>

9 Statistical Considerations

Data Analysis Plan for Aim 1. Prior to any outcome analyses, we will generate summary statistics for all data,
summarizing with means and standard deviations for continuous variables and frequencies for categorical
variables. The distribution of study variables and missing data patterns will be inspected. To estimate
effectiveness, we will apply intention-to-treat (ITT) analyses and first focus on between-subject comparisons of
intervention vs. control (comparing PD to control, comparing PDT to control, and comparing PD to PDT). We
will estimate the impact of PD on children and teachers post-intervention (T2, 4-5 months after T1) and at one-
year follow up (T3, 18 months after T1, or 12 months after T2). Figure 4 below describe the model to be tested
under Aim 1. School and class nesting will be considered, and a multiple imputation strategy'?® will be applied
to account for missing data. Linear mixed effect models'?®, using SAS PROC MIXED™?, will be applied to
examine short and longer-term impacts. We will first examine the immediate impact by modeling post-
intervention outcomes (T2) as a function of intervention, adjusting for T1 outcome measures. The model
accounts for between-subject (within-school and -class) correlation by including school- and classroom-level
(when appropriate) random intercepts. The outcomes will be modeled as: Y;; = B11; + B,C + BsX;; +v; + v +
€ijx » Where Y;; is the outcome for the student i in school j. I; is intervention status (a categorical variable, with
3 levels) for school j, representing two dummy variables (control as the reference). C is the cohort indicator for




Study number: S20-00117 Page 21
Version date: 8/7/2020

school, where C= 1 if is in the second cohort, O for the 15t cohort. X;j is the baseline value of the outcome for
student i in school j. In the models, S; represents the intervention impact, g, is the effect of the second cohort,
Bs is the effect of baseline measure, y; is the school-level random effect and yy, is the class-level random effect
(when appropriate), and ¢; s the error term for student i in school j and k class. Next, we will study longer-
term effectiveness outcomes (T2 to T3) by applying growth curve models and using repeated assessments
over time. In these growth models, we will add time-relevant parameters to the model above, including school-
level random slopes. The post-baseline scores will be modeled as a linear function of time/slopes, intervention
indicator, and intervention-by-time interactions, adjusting for T1 scores and cohort. The long-term outcome will
be modeled as: Y;; = B11; + Bt + f3l; x t + BoC + BsX;j + v+ v + € - A significant 4 would indicate the
effect of the intervention depends on time; in this case, we will estimate the slopes for each condition, and the
difference between the conditions with respect to the mean outcome scores. The analytical methods that we
propose have been applied successfully in our previous US and LMIC studies. Cost-effectiveness analysis of
PD and PDT implementation models will be examined using approaches that have been applied in previous
school-based and parenting-based child mental health promotion research''-'%¢. The analysis will center on
incremental cost-effectiveness ratios (ICERs), where the numerator represents the cost difference between the
intervention arms and the control, and the denominator represents the difference in average intervention
effects. To that end, the cost-effectiveness analysis of the intervention will involve examining how much the
PD/PDT intervention costs to achieve a unit of effect relative to the control group. The effects of the
intervention will be estimated using the effect sizes d (standardized mean difference between comparison
groups) from an ITT approach. For the effectiveness outcomes, we will use an effect size of 0.2-0.4 as a
benchmark; this corresponds to a small to medium effect size according to Cohen. We will calculate the ICERs
and compute the per-participant cost per 0.2-0.4 SD change for each effectiveness outcome. Reporting of the
analysis will follow the Consolidated Health Economic Evaluation Reporting Standards (CHEERS)'¥".

Figure 4. Aim 1 Effectiveness and Cosit-Effectiveness Mechanisms
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Aim 1. Hypotheses

Aim 1a. Relative to control, teachers who received PD will show hlgher
practice of EBI strategies; and students in intervention schools will have better
mental health and optimal behaviors in RDoC domains (changes will be
observed in RDoC behavioral domains first [at T2] before the mental
health/problem behavior outcomes|[at T3]). Also, T-Wellness will optimize the
PD by showing greater effectiveness than standard PD.

Aim 1b. PDT will be more cost-effective than the PD (i.e., dollar per unit
change on child effectiveness outcomes). The added cost for including T-
Wellnesswill be offset by the additional gains in child mental health.

Data Analysis Plan for Aims 2. For testing PD/PDT theory of change, Preacher’s Multilevel Structural
Equation Modeling (SEM)'%.13° and MacKinnon’s mediation model testing principles/strategies™?'#" will be
applied. Figure 5 below describes the model to be tested under Aim 2. Mediators (primary and secondary) will
be examined separately. Only intermediate outcomes that show significant improvement will be examined in
the mediation model testing. The mediation model will build on the effectiveness evaluation model (Aim 1
model), by including changing scores of mediators (T2-T1) and T2 to T3 child outcome trajectory because a
mediation model is ideally tested in a design demonstrating time precedence in which the intervention occurs
before the outcome™#'*3. The mediation mechanism will be modeled as: Y;; = B1; + Bt + B3l * t+P.M; +
BsC + BeXij +vj+ vk + €ijk - M; is the value of the mediator at T2 and/or T3 for school j. y; and y, are the

school- and class-level random effects. We will compare ; and g5 from this model with the §; and g5 from the
effectiveness models that are not included the moderator (Y;; = 11; + Bt + B3lj * t + B,C + BsX;j +v; + vi +
€;jx)- A significant effect of 8; and 5 in the mediation model will suggest a mediation effect. A conventional
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Sober test described by Baron and Kenny will be applied next to test the significance of the mediation
model'*4. This modeling approach has been applied in our previous work'#>'4¢_ To confirm the model,

Multilevel SEM™3813 will also be conducted (using Mplus'7).
Figure 5. Aim 2 PD and PDT Mediation Mechanisms
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Aim 2. Hypotheses
+ |mpactof PD on child outcomes will be mediated primarily through changes

in teachers’ practice of EBI strategies
* Impactof PDT (PD+T-Wellness)en child outcome will be mediated primarily

through improvementin both teachers’ EBI practices/behaviors and
teachers’ stress management skills (cognitive and behavioral coping)

Data Analysis Plan for Aims 3._For moderation model testing, we will apply similar approaches as in Aim 1
and add the moderator and moderator-by-intervention interaction terms in the analysis. Figure 6 below
describes the model to be tested under Aim 3. For models with a significant moderator-by-intervention term on
teacher effectiveness outcomes, we will then further test mediation-moderation mechanisms by expending the
mediation model described above. These methods have been utilized in our previous studies’®146.148,

Figure 6. Aim 3 PD and PDT Moderation Mechanisms
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Aim 3. Hypotheses
+ Impactof PD/PDT on teacher EBl use will not be differed by region
+ Impactof PD/PDT on teacher effectiveness outcomeswill be moderated by
CFIR factors (e.g., fidelity of PD/PDT; teacher individual characteristicse.g.,
mental health; school characteristics, e.g., EBI climate, communication

For qualitative interview data, we will apply qualitative analysis methods. Data from partnership meetings,
partnership processes survey'?8, field interviews, teacher stress survey, and observational notes will be
documented and analyzed using quantitative and qualitative analytic approaches. Interview data will be
transcribed and analyzed using Atlas.ti software. To better understand partnership/scalable approaches,
coding will focus on themes related to the partnership development process, usefulness of partnership
frameworks in formalizing processes, scalable strategies, intervention implementation barriers, teacher stress,
and strategies for overcoming teacher stress and other practices (considering CFIR). These analyses will help
identify facilitators and barriers for partnership and implementation for carrying out the effectiveness study. For
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effectiveness-implementation mechanisms, qualitative analysis will focus on themes related to implementation
barriers, facilitators, and contextual factors and processes that influence teacher intermediate and child
effectiveness outcomes. Coding of qualitative data will follow a constant comparative analysis approach,
where data are analyzed for themes that reflect project aims, which are then confirmed by further data
analysis, followed by a third review of the data to identify additional themes™4%-1%1,

10 Quality Assurance and Quality Control

QC procedures will be implemented beginning with the data entry system and data QC checks that will be run
on the database will be generated. Any missing data or data anomalies will be communicated to the site(s) for
clarification/resolution.

Following written SOPs, the monitors will verify that the clinical trial is conducted and data are generated,
documented (recorded), and reported in compliance with the protocol, GCP, and the applicable regulatory
requirements (e.g., Good Laboratory Practices (GLP), Good Manufacturing Practices (GMP)).

The investigational site will provide direct access to all trial related sites, source data/documents, and reports
for the purpose of monitoring and auditing by the sponsor, and inspection by local and regulatory authorities.

11 Ethics/Protection of Human Subjects

11.1 Ethical Standard

The investigator will ensure that this study is conducted in full conformity with Regulations for the Protection of
Human Subjects of Research codified in 45 CFR Part 46.

11.2 Institutional Review Board

The protocol, informed consent forms, recruitment materials, and all participant materials will be submitted to
the both NYU and Makerere University (Uganda) IRB for review and approval. Approval of both the protocol
and the consent forms must be obtained before any participant is enrolled. Any amendment to the protocol will
require review and approval by the both NYU and Makerere University (Uganda) IRB before the changes are
implemented to the study. All changes to the consent form will be IRB approved; a determination will be made
regarding whether previously consented participants need to be re-consented.

11.3 Informed Consent Process will be conducted in Uganda by Uganda research Staff under Pl
Nakigudde supervision

Informed Consent and Assent. All procedures and forms for recruiting, obtaining consent, enrolling subjects,
and collecting data will be reviewed for compliance with regulations by the NYU School of Medicine IRB,
Ugandan IRBs, and NIH Clinical Trial guideline. Participation will be voluntary. Consent will be obtained in the
participants’ native language (English or local language Luganda). As we have done in previous studies,
trained research staff will be available in the schools to present the study and answer questions during
recruitment. Feedback regarding the study procedures and the effect of data collection procedures on school
operations will be sought from school administrators, faculty and staff on an ongoing basis by Pls. The
consent process provides an opportunity for school staff, PTAs and parents to question the research team so
that they have full clarity about study procedures, their rights and confidentiality. All research participants will
be inform related to posting of clinical trial information and results through ClinicalTrials.gov, and sharing de-
identify trial evaluation data via the National Database for Clinical Trials related to Mental lliness (NDCT).

To consent school principals, principals from the final selected schools (16 urban and 16 rural) will be given
a written consent form, which provides the names and contact information of the NYU and Ugandan
investigators and IRB, a description of the study, a description of potential risks and benefits, a statement of
confidentiality, and an indication of the right to refuse or withdraw at any time without any consequence. The
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project Pls will review this form in detail with school principals to ensure informed consent. Principals will sign
the consent forms if they agree to have their schools participate in the study.

To consent teachers, teachers from participating schools will be given a written consent form, which provides
the names and contact information of the NYU and Ugandan investigators and Institutional Review Boards, a
description of the study (including completing surveys, being observed in the classroom), a description of
potential risks and benefits, a statement of confidentiality, and an indication of the right to refuse or withdraw at
any time without any consequence. The Ugandan Pl and/or research staff from Uganda will review this form
in detail with teachers to ensure informed consent. Teachers who agree to participate in the study will sign the
informed consent form and the observation consent forms, which will allow the research team to collect survey
data, conduct live observation in their classrooms (to evaluate teachers’ behavioral practices, ParentCorps
strategies utilization). These data collected from multiple sources will be used for evaluation of effectiveness
and quality of implementation.

For schools where the principal consents to participate in the ParentCorps-PD or PDT, individual teachers will
still have the right to refuse to participate at any time during the study (as indicated in the proposal, only
schools that expressed interest to participate and Principals agree to allow teacher voluntary participation will
be eligible). Research staff will ensure that the school staffs are aware of this during the consent process.
Because teacher training and program implementation activities will be carried out in a group format, it is not
feasible to guarantee complete confidentiality to teachers who decline to participate, as other participating
teachers may notice teachers who are not present in the training. To ensure that non-participating teachers
are not discriminated against by principals, school personnel, or participating teachers, we have worked with
MOE partners and developed several policies, which will be in place from the start of the study. One, we will
apply a recruitment approach that will “normalize” the decision not to participate. Specifically, when consenting
principals and teachers, we will explicitly explain that the study aims to test a new school approach to help
promote students’ health and development, and that we are asking for volunteer schools and teachers to
participate and provide their feedback. We will notify principals upfront that teacher participation is completely
voluntary and does not reflect on the community or researchers’ views about principals’ leadership or the
image of their school and teachers. We will also notify teachers that there are many reasons why some
teachers may not participate, including having unique responsibilities (either personal or professional) that
other teachers may not have. We will strongly urge school teachers to be respectful of others’ choices to not
participate, given a range of possible circumstances. This recruitment approach will likely minimize any
potential feelings of discomfort for non-participating teachers, and will minimize potential discrimination toward
non-participating teachers. Two, reasons for non-participation in ParentCorps (if any) will be documented by
research staff (in order to document barriers to participation) but will not be shared with any school staff. The
names/identifying information of these teachers will not be attached to any document and will not be disclosed
to anyone in the school or community. Three, if any teacher chooses to withdraw from the study, the Pls and
Ugandan Program Trainers will help these teachers develop strategies to explain to other participating
teachers reasons for their withdrawal (e.g., personal challenges), and will aim to help these teachers minimize
any discomfort they may feel regarding interactions with participating teachers. Four, if a non-participating
teacher ever feels any discomfort or discrimination for their non-participation, they can contact the Pls and
voice their concerns, and the Pls will respond with appropriate actions (e.g., by reiterating confidentiality and
non-discrimination practices to the teachers involved in trainings). Our teacher recruitment approach has been
successfully applied in our previous studies both in Uganda, Nepal and in the United States.

In both principals’ and teachers’ consents, we will explain that individual data collected by the research team
(as part of the program evaluation and monitoring) will not be shared with any school staff, including principals
or other school officials. Specifically, principals and school officials will not have access to the results from
assessment of individual teachers (e.g., teacher performance and competence during the PD training). The
research team will only analyze and report data at the aggregate level, and will not analyze individual teacher
data. Additionally, we will train our research staff and Ugandan PD trainers/implementers and ensure that they
will not share individual data/ results with school personnel, teachers or anyone outside of the research team.
All these steps are to ensure that teacher performance in the ParentCorps will not impact employment
decisions about the participating teachers.
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To consent PTA members/Parent leaders, the procedures will be similar to teacher consent. PTAs will be
given a written consent form. The Ugandan PI and/or research staff from Uganda will review this form in detail
with PTAs to ensure informed consent. PTAs who agree to participate in the study will sign the informed
consent form and the observation consent forms, which will allow the research team to collect survey data and
conduct live observation. These data collected from multiple sources will be used for evaluation of PD
effectiveness and quality of implementation.

To consent parents, written or oral consent will be applied using local language (Luganda) or English,
depending on parents’ preference. Parents will be inform about the limitation to confidentiality, especially in
adhering to legal status regarding reporting to child protection agencies if study children are found to be at-risk
for abuse or neglect or are being abused or neglected. For parents who are literate, a written consent will be
given, which will provide the names and contact information of the NYU and Ugandan investigators and
Institutional Review Boards, a description of the study, including completing interviews (by research staff),
allowing their child’s teachers to provide data on their child behaviors at schools, allowing research staff to test
their children, a description of potential risks and benefits, a statement of confidentiality, and an indication of
the right to refuse or withdraw at any time without any consequence. The study staff will review this form in
detail with parents to ensure informed consent. Parents who agree to participate in the study will sign the
informed consent form. These data will be used for evaluation of PD effectiveness and quality of
implementation. For parents who are illiterate or unaccustomed to dealing with forms, an oral consent will be
given. Although oral consent does not require providing information on paper, the research staff are required
to provide all the necessary information (describe above) to parents before obtaining their consent. For our
study, we will provide an Oral Consent Card that provides the consent information in a bulleted listed to
parents. Information about the names and contact information of the NYU and Ugandan investigators and
Institutional Review Boards Research staff will also be provided. Research staff will document the oral consent
using digital recorder and in the research staff's notes. All parents of nursery to 4th grade students in
intervention schools will be informed about PD program in their child’s school. As part of the universal early
childhood program provided by schools, families do not need to be consented. Only those participated in
research activities will be consented.

Child assents to research will be obtained from the children above age 7 of parents who consent to the study

11.4 Participant and Data Confidentiality

All procedures for recruiting subjects, obtaining consent, enrolling subjects, and collecting data will be reviewed
for compliance with regulations by the IRBs of NYU School of Medicine and Makerere University
(Uganda)IRBs. To ensure the protection of the rights of research participants, several aspects of the study
protocol will be planned.

e All personnel and members of the study staff will complete training in human subject protection, as
required. This training consists of completion of the formalized training program sponsored by the NYU
School of Medicine IRB as well as ongoing training by the Pl in all aspects of human subjects’ protection.

e All study procedures are reviewed with staff from the perspective of ensuring the protection of the rights of
study participants. This includes training of study staff in consent and enrollment procedures to minimize
coercion and ensure the principles of informed consent, maintaining study material and information in order
to protect study participants’ privacy and confidentiality, and ensuring that assessment procedures are
conducted in a manner that protects study participants’ privacy and rights. In addition, NYU provides study
participants with access to an independent institutional representative who can discuss with participants
their rights. Subjects will be informed that they can discontinue participation in research at any time or
choose not to complete a specific questionnaire or answer certain questions.

o Staff will be trained in the requirement to adhere to legal statutes regarding reporting to child protection
agencies information obtained in the course of the study that leads a staff member to suspect that a child is
at risk for abuse or neglect or is being abused or neglected. There is a protocol detailing the responsibility
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of staff members to share information with the Pls immediately or as soon as possible after the information
has been obtained. The protocol requires review of the information to determine whether a report to the
protection agency is required. In the case of abuse towards the child or caregivers, we will contact the
Local Council (LC) administrator for the home community of the child and caregivers. The Local Council for
the community where the child and family lives is typically the best person to advise us on the necessity for
police action at the district level, depending on what is an appropriate level of response for that occurrence
and situation.

¢ All personnel working on the project will be educated about the importance of strictly respecting subjects
and rights to confidentiality. Both study participants and staff will also be made aware of the limits to
confidentiality. School staff, PTAs, and parents will be fully informed of these limits at the time of consent.

¢ All information collected from study participants during the course of the project is kept confidential. This
includes information collected and stored in written and electronic form. All procedures for data collection
and management have been developed to ensure the confidentiality of data collected. All data will be de-
identified and presented at the group level. All responses of individual participants will be kept confidential,
and will not include any identifying information. Paper copies of identifying information, assessment
measures, and other study materials will be maintained in locked research files in locked offices.
Electronic data are secured by server maintenance that includes password protection, limited access to
data by staff, different levels of access depending on the person’s specific position on the team, and server
securities, which, in combination, ensure a high degree of protection from unauthorized users. Information
will be coded by participant identification number. Linking of identifying information to research data will be
kept to a minimum. The identity of study participants will not be revealed in presentations or publications of
study findings.

e One of the risks of participating in research studies is the potential loss of confidentiality. Measures taken
to minimize this risk are noted below. The risks of loss of confidentiality are minimal. During our previous
studies, there were no adverse events related to loss of confidentiality. The minor risks of participation are
considered reasonable in relation to the knowledge that may result from this study.

o At weekly study meetings, participant reactions to obtaining consent and evaluations will be reviewed. Pls
(Drs. Huang and Nakigudde) will meet regularly with mental health professionals & implementers (from
Teacher Training Colleges) to provide supervision.

e The project staff will continuously evaluate the experience of study participants and risk exposure. Trends
in data and findings will be examined yearly in order to identify any changes in risk/benefit ratios that might
necessitate a modification of the protocol for assessments. In the unlikely event that monitoring reveals
unanticipated or negative findings, the Pls will report these findings to the field and assess what
characteristics of the protocol contributed to the findings. As we have done in our previous international
research, the study team will secure a Certificate of Confidentiality from the Department of Health and
Human Services in order to ensure the privacy of our participants. A Certificate of Confidentiality provides
protection to researchers and research institutions from being forced to provide identifying information on
study participants to any federal, state or local authority. Authorization comes from NIH through section 301
(d) of the Public Health Service Act (42 U.S.C. 241 (d)) which provides the Secretary of Health and Human
Services the authority to protect the privacy of study participants.

12 Data Handling and Record Keeping

All data will be managed and entered into RedCap an electronic data capture system approved by NYU, which
will be secure and include password protection, limited access to data by staff and different levels of access
depending on the person’s position on the research team. Qualtrics will also be used when collecting data in
the field through the offline mobile app function. When using Qualtrics offline mobile app no Identifying
information will be collected. Qualtrics mobile app uses Transport Layer Security (TLS) encryption (also known
as HTTPS) and data entered into the mobile app cannot be re-accessed in the front-end. Only selected staff
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members with have access to the data in the back-end through password protected accounts. Data will be
entered using only the unique study identification number. Qualtrics data will then be transfer backed into
RedCap as our database management system. Implementation data of teachers will be captured through a
Ugandan and Makarere IRB approved system. The system is developed and managed by the Uganda team
and will use HIPAA-compliant technology (this is part of their scope of work as the subcontract). The
implementation data will then be entered into Redcap by the Uganda research staff. Staff entering
implementation data will not have access to research data. All final study files for analyses will be captured and
finalized ensuring that no personal identifiable information (Pll), including students’, parents’ or teachers’
names, and contact information are included. Electronic data entered that include contact identifying
information (e.g., master list of consenting information, contact information/address) will be securely saved,
and will not be linked to the study data. There will be additional levels of protection and additional restricted
access to this information.

Only the approved study staff will have access to the database and identifying information. Files with
identifying information will be restricted to the Principal Investigators, Sub-Investigators and research staff with
limited access depending on scope. Linking of identifying study information to research data (which will be
identified only with a unique study identification number) will be kept to a minimum. The identity of study
participants will not be revealed in presentations or publications of study findings.All participants will be
assigned a unique study identification number. This identification number will be used to link each participant’s
assessment (students) and parent survey to measure change across time. School-based assessments with
children and parent surveys will be completed with study staff in person or over the phone; responses to the
surveys will be captured or entered electronically into an NYU approved system. School-based assessments
will not include any personal identifiable information (PIl), including site name and participants’ names, or
capture IP addresses. Parents’ contact information will not be part of the study record, and only used for
contact purposes. Teacher data and Implementer data will also be enter into a NYU approved system.
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Consent containing any identifying information will be stored in locked cabinets separately from other data.
Contact forms will not include information (such as a unique study identification number) that can link the
participant to research data. For data collection purposes, a master list will be developed with the participants’
names and unique study identification number. The master file linking the contact information (i.e., name) to
the unique identification number will be stored securely with limited access to study staff, and stored separately
from the study data, and will be used for the purposes of contacting parents for the follow-up surveys, and
linking surveys over time.

12.1 Study Records Retention

Study documents will be retained for the longer of 3 years after close out or 5 years after final
reporting/publication. These documents should be retained for a longer period, however, if required by local
regulations. No records will be destroyed without the written consent of the sponsor, if applicable. It is the
responsibility of the sponsor to inform the investigator when these documents no longer need to be retain.

12.2 Protocol Deviations

The Principal Investigators will continuously monitor the study procedures and timelines (on a weekly
basis).and will identify and report deviations to the protocol, within 5 working days of the protocol deviation, or
within 2 working days of the scheduled protocol-required activity. Protocol deviations will be reported to the
NYU School of Medicine IRB, and the Makerere University IRB, per their guidelines. The Principal
Investigators will be responsible for knowing and adhering to the IRB guidelines.

12.3 Publication and Data Sharing Policy

This study will comply with the NIH Public Access Policy, which ensures that the public has access to the
published results of NIH funded research. It requires scientists to submit final peer-reviewed journal
manuscripts that arise from NIH funds to the digital archive PubMed Central upon acceptance for publication.

13 Study Finances

13.1 Funding Source
This study will be funded by NIMH

13.2 Costs to the Participant
There is no cost to participant to be part of this study.

13.3 Participant Reimbursements or Payments

Because the training will be provided during non-school days and outside of the school, each teacher will
receive US $50 to compensate for travel and time. For PTAs’ participation in training and engaging families, a
small stipend of US $30/month will be provided for the month they provide support. To increase control school
motivation to participate and assist with data collection, a donation of US $400 will be provided to each school
at the end of the 1st year of participation in the study. In the later 2nd year of participation (after completion of
the effectiveness evaluation), control schools will receive a one-day T-Wellness workshop (without PD) and 3
monthly follow-up group-support session.

14 Study Administration

14.1 Study Leadership

The study team includes implementation research leadership teams from the US and Uganda. The leadership
teams are to collaborate with Ugandan Ministry of Education (MOE) and Ministry of Health (MOH) to develop
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infrastructure, and to coordinate, integrate, monitor, implement, and disseminate knowledge related to
ParentCorps-Professional Development (PD) across sites. Overall, the US research-clinical team (lead by Dr.
Huang) will work closely with the Ugandan Research-Policy-NGO leadership team to set-up a system to
support PD implementation and evaluation. The US team will also work closely with Ugandan leadership team
on research administrative activities, design, data analysis, report writing, and result dissemination. The
Ugandan Research-Policy-NGO Leadership team (lead by Dr. Nakigudde) will work closely with Ugandan
MOE, MOH, and AfriChild leadership and will play leadership roles in: 1) developing and training localized
implementation teams in urban and rural sites that include Teacher Training College (TTC) Principals, TTC
teacher trainers/PD trainers, and mental health professional (MHP)/psychiatric medical officer; 2) developing
and training independent research monitoring/evaluation teams in urban and rural sites that include Research
Directors, data collection Research Assistants (RAs), and independent classroom observers); 3) working with
local PD implementation teams from Advisory Boards (one in Urban and one in Rural region) to facilitate
regulate Advisory Board meetings (3 times a year) in order to gain guidance related to program improvement,
outcome interpretation and result dissemination; 4) providing oversight for all team management and
effectiveness study activities; 5) facilitating knowledge sharing and learning collaboration between urban and
rural sites; and 6) collaborating with the US team on design, data analysis, report writing, and result
dissemination. For Implementation and effectiveness study, two site teams with parallel structure will be
established- one for urban site, and the other for rural site. For each site, there will be a PD Implementation
Team that leads by the TTC Principal, and an Independent Research Evaluation Team that leads by a
Research Director. The TTC Principals from each site will work with Ugandan Research-Policy-NGO
leadership team to recruit and train PD trainers (including two TTC Trainers/PD implementers, and one mental
health professional or senior psychiatric nurse). The Research Director from each site will work with the
Ugandan leadership team to recruit and train 5 part-time RAs and 2 independent classroom observers. They
will not involve in any implementation activities (to maintain blind to study conditions). Both local
Implementation team and Research Team will also work with the Ugandan Leadership Team to set-up
Advisory Boards and conduct regular Advisory Board meetings. The Central Leadership team will also set-up
regular cross-site meetings (or conference calls) for two cross-site teams to share knowledge and
research/practice strategies.

15 Conflict of Interest Policy
There is no conflict of interest.
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