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Short Abstract: This article is designed to provide a detailed description of the steps involved in enrolling an adolescent and family in a behavioral health clinical trial focused on depressive disorders and treatment engagement.  The focus of this aspect of the trial is centered on the steps to be taken in assisting study families in the completion of a phone screen, an in-person consent to participate review and initial psychological assessment.  The final step is participation in a focus group.
Long Abstract: In the qualitative data collection phase of the study, the study team collects data regarding the identification of barriers to mental health research and treatment engagement.  Data was collected in adult only or youth only groups of 5-8 persons per group.  The target N = 74 participants and included group compositions as follows;  2 youth mixed gender, 4 youth single gender and 2 adult focus group.  As possible, youth focus groups were stratified by age (i.e. early/middle adolescence vs. late adolescence) to limit iatrogenic effects on younger youth by older youth29.  Interview questions are refined after each successive focus group to maintain age appropriateness.  Adult focus groups were comprised of adults meeting inclusion criteria related or unrelated to youth participants. Adult participants were asked questions regarding psychiatric clinical research and treatment engagement by youth in their care.  
Text:  The AAKOMA Project focus groups include 5-8 participants who engage in a semi-structured conversation regarding African Americans’ thoughts on identifying depression in teenagers, whom teens talk with about this problem and their thoughts about mental health research.  Several tasks are included in the organization and implementation of focus group data collection.
Part 1:  Recruitment & Outreach Events
1.1) The AAKOMA Project Community Partners regularly provide referrals to the study by coordinating the initial contact between the potential participant and the study staff as well as invitations to the research study staff to participate in community outreach events.  During these events, the study staff always provides materials for dissemination within the community along with a community member sign-up sheet.
1.2) Following a community outreach event, a member of the study staff will review the sign-up sheet to identify contact information and initiate contact with community members.  The study staff member will use the community member’s preferred method of contact to schedule the Gate A Phone Screen.

Part 2:  Gate A Phone Screen
2.1) The Gate A phone screen is a semi-scripted telephone screening procedure that will allow the study staff to determine inclusion/exclusion information and provide requested information to potential participants.
2.2) At the beginning of the call , it is important to establish that the potential participant has sufficient time to complete the call (approximately 15 minutes).
2.3) The study staff should emphasize that the study is not designed to offer any form of treatment, but rather provides participants the opportunity to share their experiences regarding mental health in a group setting.  It should also be noted that the study staff have created a list of service providers within the community for anyone interested in receiving treatment.
2.4) If the initial screen yields a positive result for inclusion and the caller agrees to participate, then the Gate B assessment is scheduled as soon as possible after the Gate A screening session.
2.5) In scheduling the Gate B session the study staff should review the AAKOMA Project Calendar and coordinate with the potential participant in order to identify an ideal time for the session to occur.
2.6) Once identified, it is necessary to place the scheduled session on the appropriate calendars (research study staff).  It is also imperative to mail and/or email The AAKOMA Project Gate B Confirmation Letter along with directions to the possible participant as soon as possible.  Finally, a room should be reserved on Meeting Room Manager for the assessment.
Part 3:  Gate B Assessment Preparation
3.1) Eligibility criteria are determined via an in-office psychological assessment with the study staff (i.e. 
Gate B).
3.2) Approximately one week prior to the assessment, the potential participant should receive a reminder call and/or email regarding the session.  The study staff should also confirm the appointment with the potential participant within 24 hours of the scheduled session.
3.3) In preparing for the Gate B assessment, the required documents should be printed from The AAKOMA Project Gate B forms.  The copyrighted documents (K-SADS, SIQ, CDRS, Adult CBCL, Youth CBCL) and the subject incentives forms.
3.4) The study staff will need to separate the forms into separate sections:
	AAKOMA Project Gate B Assessment Documents

	Coordinator Forms
	Evaluator Forms
	Youth Forms
	Parent Forms
	Consent Forms

	· Screening & Baseline Checklist I
· Two IRB Personal Data Disclosure Forms
· Subject Payment Youth Gift Card Receipt
· Youth Gift Card
· AAKOMA Project Subject Envelope with monetary incentive
	· Kiddie-SADS-Present and Lifetime Versions-Screening Interview (K-SADS-PL)
· Children’s Depression Rating Scale, Revised (CDRS-R)
	· AAKOMA Project Demographic Questionnaire-Youth Form
· ASEBA Child Behavior Checklist-Youth
· ASEBA Child Behavior Checklist-Youth
· Suicide Ideation Questionnaire (SIQ)
	· AAKOMA Project Subject Contact Form-Youth
· AAKOMA Project Demographic Questionnaire-Adult Form
· ASEBA Child Behavior Checklist-Youth
	· Two AAKOMA Project Parent Consent for Minor Forms
· AAKOMA Project Adult Consent Form


3.5) Prior to the potential participant’s arrival, the study staff should check the reserved room to ensure that it is available and clean.  Once these tasks are completed, the study staff is ready to begin the Gate B assessment.
Part 4:  Gate B Assessment
4.1) The Gate B assessment is a 2 hour interview with the parent/guardian and youth to ensure that they meet the inclusion criteria.
4.2) At the beginning of the Gate B assessment, bring the family to the reserved room, provide them with a brief overview of the session and the consent/assent, offer them refreshments, and ensure that they are comfortable.
4.3) Next, a member of the study staff should go through the consent with the family and allow them ime to ask questions.  If the family agrees to participate in the study, have the parent/guardian initial each page of the consent form and sign and date the final page.  The youth must sign and date the final page of the consent form to provide assent.
4.4) Finally, the staff member will also sign and date the final page of the consent form to complete the consenting process.  
4.5) During the consenting process, key points to emphasize include:
· Introduction to the Study
· Why the Study is Being Done
· The Study Procedures
· The Risks and Benefits of the Study
· Details Regarding the Privacy of Records
· The Use of the Certificate of Confidentiality
· Cost to Subjects
· Compensation to Subjects
· Research Related Injuries
· Rights to Decline or Withdraw
· Contact Information
4.6) Following the consent and assent, the evaluator should be informed that he or she can begin the assessment.
4.7) While the evaluator works with either the parent or the youth to complete the evaluator forms, a member of the study staff should work with the opposite family member to complete the self-report forms.  Once the self-report forms are completed by the subject, the staff should review the forms to ensure that no questions are left blank.
4.8) At the completion of the assessment, the participants should receive compensation and departing materials.  The study staff should also inform the participant as to when they will be notified of their study eligibility.
4.9) Subject placement in focus group sections are determined by age (i.e. early/middle adolescence vs. late adolescence) and gender (some mixed gender groups some single gender groups).

Part 5:  Venue
5.1) Based on the area in which the participants reside, a location for the session must be identified and   secured for the tentative date.


5.2) Caterers should be identified to provide dinner for the focus group session participants.

5.3) Once the location is secured, the research study staff should establish phone contact with each of the eligible participants to ensure that the given session date and time is conducive to his or her schedule.


Part 6:  Confirmation

6.1) A confirmation letter with directions to the event location should then be sent to the individuals that are available to participate in the scheduled focus group session.

6.2) The study staff should provide participants with a reminder call and/or email one week prior to the session and 24 hours prior to the session.
Part 7:  Focus Group Materials
7.1) An appropriate AAKOMA Project Focus Group Interview Guide should be printed for each member of the study staff who will attend the session.

7.2) The appropriate AAKOMA Project Focus Group Booklets should also be printed for each participant and study staff member.

7.3) All subject payment forms and participant incentives should be gathered for distribution upon completion of the session.

7.4) A folder should be created for each participant which includes the focus group booklet and subject payment form.  The folder and forms should have subject numbers that correspond to each other.

7.5)  It is imperative to remember to include the $50 raffle gift card (the punctuality incentive) and accompanying subject payment form.

7.6) The recording equipment should be fully charged and packed along with adapters and batteries.  It is important to remember to pack the required accessories that accompany the recording equipment.
Discussion: 

Critical steps include securing the meeting location and meal preparation, reminding study patients about their meeting date and times, providing study patients with clear maps and guides to the session location; printing a list of items and equipment imperative for the session; providing a punctuality incentive in the form of a $50 raffle gift card; ensuring that all recording equipment is functional and ensuring that the primary interviewer and the observational note recorder are identified and aware of their specific role in the session.
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Table of specific reagents and equipment
:

	AAKOMA Project Youth Focus Group Requirements

	Study Staff Materials
	Participant Folders
	Recording Equipment

	· Focus Group Introduction Script

· Name Tags

· Pens/Pencils

· Notepads

· Parent/Guardian Participant Monetary Incentives in Separate AAKOMA Project Subject Payment Envelopes

· $50 Raffle
 Gift Card and Subject Payment Form

· Focus Group Parting Gifts

· AAKOMA Project Signs

· Red, Green, and/or Black Balloons
	· AAKOMA Project Focus Group Checklist

· AAKOMA Project Focus Group Booklet

· AAKOMA Project Youth Subject Payment Receipt

· AAKOMA Project Adult Subject Payment Receipt

· Two IRB Personal Data Disclosure Forms
	· iPods with Microphones

· Digital Recorder with Sound Grabber

· Adapters

· Batteries
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