DSMB CHARTER 

Testing FIRST in Youth Outpatient Psychotherapy

Funded by NIMH grant R01 MH124965 

PIs: JRW and SKB

The Data and Safety Monitoring Board (DSMB) will act in an advisory capacity with regard to the study, to monitor participant safety and data quality, and to provide ongoing evaluation of and guidance in regard to the progress of the study. Drs. JRW and SKB are the Principal Investigators of " Testing FIRST in Youth Outpatient Psychotherapy. The trial will be conducted via NIMH R01 MH124965.
[bookmark: _Toc529068956]DSMB Responsibilities
The DSMB responsibilities are to: 
review the research protocol and plans for data safety and monitoring 

· evaluate the progress of the trial via periodic assessments of data quality and timeliness, recruitment, retention, participant risk, performance of the trial sites, and other factors that might influence study outcome

· inform the study team of factors external to the study, when relevant information becomes available that might be relevant to the safety of participants or the ethics of the trial

· review study performance, make recommendations and assist in the resolution of problems reported by the Principal Investigators
 
· protect the confidentiality and safety of the study participants

· advise the study team regarding maintenance of data integrity

· meet annually with the study leaders to review the study, and submit a subsequent report on the study to the PIs, who will in turn submit the report to NIMH with their annual progress reports during each study year 

The DSMB duties will end when when the study has been completed.
[bookmark: _Toc529068957]Membership
Membership consists of individuals who have no financial, scientific, or other conflict of interest with the trial. Collaborators or associates of the investigator are not eligible to serve on the DSMB. 
 The DSMB includes experts in the fields of:
child and adolescent clinical psychology
child and adolescent psychiatry 
developmental psychology
biostatistics 
Members of the DSMB are:

· DSMB Chair: GSG, PhD (Child and Adolescent Clinical Psychologist). Dr. GSG speclalizes in treatment of anxiety disorders, and she has extensive experience conducting randomized clinical trials in real-world settings including schools. As DSMB Chair, she will develop each DSMB meeting agenda in consultation with the Principal Investigators, and she will oversee the DSMB meetings. The Chair is the contact person for the DSMB. The Principal Investigators will provide the logistical arrangements and support of the DSMB

· DSMB Member: SMS, MD (Child and Adolescent Psychiatrist). In addition to his other leadership roles, Dr. SMS directs a program devoted to improving mental health care and access for young people, he uses neuroimaging to investigate brain characteristics associated with bipolar disorder, and he studies potential causes of racial and ethnic bias in psychiatric diagnosis. 

· DSMB Member: EG, PhD (Developmental Psychologist). Dr. EG studies how parental and school discipline affect child and youth development, and how parent education and early education programs may improve the lives of at-risk children. She also studies how, and for whom, early intervention programs such as Head Start have their strongest effects.

· DSMB Member: PJR, PhD (Biostatistics expert). Dr. PJR is founding Director of a collaborative resource for data science activity, including both clinical and population health biostatistics and bioinformatics. His active research includes the areas of generalized linear models; analysis of longitudinal, multivariate, or clustered data; outcome dependent sampling and other sampling problems related to missing data; and cluster randomized trials. His applied research has encompassed developmental psychopathology, epidemiology, and health services research.

[bookmark: _Toc529068958]Board Process 
At the first meeting the DSMB will discuss the protocol and establish guidelines for study monitoring by the Board. The DSMB Chair and the Principal Investigators will prepare the agenda to address the review of study materials reporting of adverse events, and the statistical analysis plan.

Meetings of the DSMB will be held once annually at the call of the Chairperson. An emergency meeting of the DSMB may be called at any time by the Chair or by the Principal Investigators, should participant safety questions or other pressing concerns arise.

Meetings will be closed to the public because discussions may address confidential participant data. Meetings are to be attended by the DSMB members, the Principal Investigators, and members of the study team identified by the Principal Investigators. Meetings will be convened as remote video conferences; in-person meetings may occur if needed.

Meeting Format

Discussions in the DSMB meetings may take place in both open and confidential formats. The discussions in both forms may focus on the conduct and progress of the study, including participant enrollment, protocol compliance, and any problems encountered. Open sessions will not include any information deemed confidential, and unblinded data will not presented in open sessions. Confidential format meetings will be used when there is a need for presentation of confidential information or unblinded data. Confidential format meetings will be attended by the DSMB members, the Principal Investigators, and study team members for whom exposure to confidential information or unblinded data is determined by the Principal Investigators to be appropriate. 

Meeting Materials 

DSMB Chair and the Principal Investigators will determine, prior to each DSMB meeting, which materials need to be prepared for the meeting by the study staff. The staff will be responsible for preparing these materials and providing them to the DSMB members and to others who will attend the meeting. 

Reports from the DSMB

A formal DSMB report on progress of the study, any problems identified and solutions planned, and recommendations for next steps in the study, will be prepared by the DSMB, coordinated and finalized by the Chair, and shared with the Principal Investigators with approval of the DSMB members, following each annual meeting. The final approved DSMB report will be provided by the Principal Investigators to NIMH at the time of the annual report submitted to the agency. 
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Confidentiality 

All materials, discussions and proceedings of the DSMB confidential format meetings are completely confidential. Members and other participants in confidential format DSMB meetings are expected to maintain confidentiality at all times.
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