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	      Study Abstract
	

	Adolescents in foster care are at high risk for a myriad of negative outcomes, including substance use, involvement in the juvenile justice system, participation in health-risking sexual behaviors, placement in restrictive care settings such as residential treatment care centers, and failed school performance. The primary aim of the proposed study is to test the efficacy of an intervention designed to strengthen the parenting skills of foster parents and to increase social skills related to preventing health-risking behaviors for youth in foster homes in San Diego County. A similar intervention for foster children ages 5-11 (Keeping Foster Parents Supported and Trained; KEEP) was recently evaluated in a randomized trial in San Diego County and an intensive version of the proposed intervention (Multidimensional Treatment Foster Care; MTFC) has been studied in three randomized trials (2 completed, 1 ongoing) with serious and chronic adolescent offenders. The proposed study would test whether using a preventative version of the MTFC intervention for adolescents (KEEP SAFE) reduces the likelihood that they would (a) engage in substance use, (b) engage in criminal offending, (c) participate in health-risking sexual behavior, (d) be removed (i.e., disrupt) from their foster homes because of behavioral or emotional problems, and (e) miss or fail school. 
Youth, ages 12-16, (and their foster/kin parents) would be randomly assigned to one of two enhanced intervention conditions (KEEP SAFE or KEEP SAFE+) or to a child welfare services case management (CWSCM) as usual control condition. In the KEEP SAFE condition, foster/kin parents would participate in weekly group meetings with well-trained and supervised paraprofessional facilitators where the curriculum is based on parent management training (PMT). PMT has produced positive outcomes in numerous clinical trials with diverse populations of youngsters from preschoolers to adolescents (Schaeffer & Briestmeister, 1989; Tremblay, Kurtz, Masse, Vitaro, & Pihl, 1995), including in the context of the foster care system (Chamberlain, Moreland, & Reid, 1992). In the KEEP SAFE+ condition, foster/kin parents would participate in weekly parent groups and their foster youth would participate in weekly individualized skills training sessions focused on increasing their commitment to and skills at abstinence from health-harming activities and participation in healthy practices with an emphasis on commitments to prosocial peers and school, and refraining from substance use and sexual behavior. Comparing the two intervention conditions is designed to examine the extent to which directly involving the adolescents improves outcomes beyond those obtained in the parent training only condition. As required by law, all youth will have a child welfare services case manager, so this will be part of the KEEP SAFE, KEEP SAFE+, and control conditions. A benefit-cost analysis will be conducted to examine if (or to what extent) the increased costs associated with implementing the KEEP SAFE+ condition are offset by the benefits realized by increased positive outcomes for youngsters, and/or reduction in system costs and costs for society at large. In addition, the relationship between early and adolescent risk factors on the developmental trajectories of foster boys and girls relative to later participation in health-risking and problem behavior outcomes will be examined in the two intervention and control conditions. 
Informed consent will be obtained from the foster/kin parent and the youth. The information gathered will be used only for scientific, educational, or instructional purposes. One potential adversity a participant may encounter is the possibility that staff must report to authorities instances of physical abuse, neglect, or threat of physical harm, whether related to intervention activities or not. To anticipate these concerns, the project has established procedures and guidelines to respond to risk disclosures and crisis situations among subject families. All staff will be trained to recognize risks or crises that require immediate reporting response. 
This study represents the continued collaboration between the Oregon Social Learning Center (in Eugene, Oregon) - OSLC (the intervention developers), the Child and Adolescent Services Research Center (in San Diego) - CASRC (the specialists in intervention implementation in Child Welfare Settings), and the San Diego Health and Human Services Agency - HHSA (the community agency) in examining the effectiveness of evidence-based interventions for foster and kinship families and the children and teens in their care. The KEEP SAFE project is an extension and elaboration of the KEEP intervention previously tested in the San Diego Child Welfare system and found to be effective in reducing child behavior problems and negative disruptions in foster placements among children between the ages of 5 and 12. The KEEP SAFE intervention is designed to address the needs of foster and kinship parents caring for teens between the ages of 12 and 16. RESPONSE: Complete grant narrative is now available as a Supporting Document entitled "KEEP SAFE Grant Narrative."



	      Statement of Purpose and Background
	

	As of 2001, approximately 240,000 adolescents were in the U.S. foster care system according to the Child Welfare League of America’s (CWLA) National Data Analysis system. These teens have elevated risk for developing a variety of maladaptive outcomes. Some of the most serious of these include participation in health-risking sexual behaviors, involvement in the juvenile justice system, substance use, failed placements/foster care drift and/or homelessness, and serious educational problems (Aarons, Brown, Hough, Garland, & Wood, 2001; Garland et al., 2001; Lewis, Pincus, Lovely, Spitzer, & Moy, 1987; Pawlby, Mills, & Quinton, 1997). In addition to poor outcomes, youth in foster care consume a large and growing amount of national, state, and local resources (Institute for Health Policy, 1993). The long-term individual and societal costs speak to the need for empirically-tested interventions aimed at preventing these deleterious outcomes. 
Despite the significant cost of child welfare services estimated at $20 billion per year (Water-Boots, Green, Tumlin, & Lea-Urbel, 1999) with disproportionate costs for adolescents (Allphin, Barth, & Simmons, 2001)?there is almost no intervention research to guide the improvement of services with the notable exception of the work of Auslander and colleagues (Elze, Auslnder, McMillen, Edmond, & Thompson, 2001). The state of research on children in foster care was recently reviewed by Wulczyn and colleagues (Wulczyn, Barth, Yuan, Jones Harden, & Landsverk, in press) who found that the existing studies are almost solely descriptive. They and other scholars (Courtney, 2000) have called for experimental research to improve practices for children in out-of-home care. F few researchers have demonstrated the joint capacity to navigate the intricacies of the legal and service system that administers placements for foster children and to implement randomized clinical trials. 
Foster Teens: A High-risk Population 
A growing body of research indicates that foster youth display problems at a higher rate than would be expected from either normative data or from community studies. In several studies, from 30-80% of foster children are in the clinical range behavior problems as assessed by the Achenbach Child Behavior Checklist (CBCL; Achenbach, 1991). For example, Landsverk, Clausen, Litrownik, Ganger, and Newton (1998) found that 54.4% of children and adolescents entering care in California met clinical or borderline criteria on one or more of the narrow, broadband, or total behavior problem scales. Clausen, Landsverk, Ganger, Chadwick, and Litrownik (1998) and found that 36% of foster youth in San Diego County were in the clinical range on total behavior problems, and using the borderline cut point, 48% were in the clinical range. Glisson (1996) found similar results in Tennessee. A national study (U.S. DHHS, 2004), confirms these findings; 47% of children ages 11-15 residing in foster care had a clinical or borderline CBCL score at entrance into care. 
Risk for HIV

Youth in foster care have elevated risks of teen pregnancy, HIV infection, and STIs relative to the general population (Becker & Barth, 2000; D’Angelo, Brown, English, Hein, & Remafedi, 1994; Risley-Curtis, 1997). Despite having multiple risk factors, little attention has been paid to the HIV prevention needs of youth in foster care (Becker & Barth, 2000) with the exception of the work of Auslander and colleagues (Auslander, Slonmin-Nevo, Else, & Sherraden, 1998; McMillen, Auslander, Elze, White, & Thompson, 2003--not in refs.). Foster youth with externalizing problems appear to be at particular risk. For example, Elze and colleagues (2001) examined relationships between the severity of maltreatment, emotional/behavioral problems, and involvement in HIV risk behaviors for 167 15-18 year olds in out-of-home care who were participating in an independent living program. They found a linear relationship between youth externalizing problems and youth participation in risky sexual behaviors such that for every unit of increased score on externalizing, there was a 5% increase in the predicted odds of having participated in multiple risky sexual behaviors. In that study, more severe sexual abuse was also found to contribute to more frequent participation in HIV risk behaviors; a finding in accord with other research (Cunningham, Stiffman, Dore, & Earls, 1994). Other studies have found high birthrates for females during and immediately following out-of-home care (Cook, 1994) and high rates of sexual activity for youth in the CWS (Risley-Curtiss, 1997). Pawlby et al. (1997) compared 50 high-risk, inner-city girls (identified by current/recent involvement with CWS) to 50 girls in an SES-matched control condition and found that the high-risk girls had begun dating earlier (12.5 vs. 13.4 years) and were more likely to have had a sexual relationship (61% vs. 32%), to have been pregnant (17% vs. 4%), and to have had more sexual partners (4.8 vs. 3.3) than girls in the control group. Of those girls in a current relationship, more high-risk girls engaged in sexual intercourse (79% vs. 29%), did not protect against unwanted pregnancies (37% vs. 6%), did not engage in a discussion of contraception use (73% vs. 0%), had known their boyfriend for 2 weeks or less before dating him (68% vs. 35%), and had met him by hanging around on the streets (63% vs. 18 %). Such HRSB increases the likelihood of contracting a sexually transmitted disease (STD; Ericksen & Trocki, 1992; Padian, Hitchcock, Fullilove, Kohlstadt, & Brunham, 1990). In addition, other studies suggest that maltreated youth are likely to report engaging in sexual activities while using alcohol and other drugs (Elze et al., 2001; Risley-Curtis, 1997). 
Risk for substance use

Little research has been conducted on the prevalence of substance use disorders in adolescents receiving services in the CWS, and such youth have been underrepresented in population-based studies (Bauman & Phongsavan, 1999). In one study, DSM-IV abuse and dependence diagnoses for 6 types of substances were examined for youth ages 6-17 in the CWS and 4 other public service systems (juvenile justice, mental health, school-based services for SED youth, alcohol/drug) in San Diego County. The lifetime prevalence for CWS youth was 19.2% and in the past year it was 11% (Aarons et al., 2001). Given that this sample also included younger children (i.e., under age 11), the rates in this study probably underestimate the amount adolescents use the CWS. The consequences of beginning substance use/abuse in early adolescence has been well studied and is associated with a myriad of cascading risks that overlap with the risk factors experienced by youth in foster care, including delinquency (Loeber, Stouthamer-Lorber, & White, 1999; Moffitt, 1993), poor academic performance (McCluskey, Krohn, Lizotte, & Rodriguez, 2002), and psychiatric disorders (Abram, Teplin, & McClelland, 2003). Numerous studies have found that during adolescence many of the same risk factors that predict substance abuse also relate to antisocial behavior, academic difficulties, early sexual behavior, and teen pregnancy, which bolsters the case for developing and testing preventive interventions for high-risk youth such as those in foster care (Dryfoos, 1990; Hawkins, 1995; Howell, 1995; Newcomb, Maddahian, & Bentler, 1986). 
Risk for school failure

Studies have shown that maltreatment interrupts cognitive development and attentional capacities (Kelly, Thornberry, & Smith, 1997), so it is not surprising that youth in foster care are more likely than their non-CWS involved counterparts to have lower academic achievement (Kinard, 2001). For example, Kendall-Tackett and Elkenrode (1996) found that neglected children had lower math and English scores and repeated grades more often than their non-maltreated peers. School suspensions have been found to occur more frequently for maltreated youth than for SES-matched controls (Keiley, Bates, Dodge, & Pettit, 2000; Kendall-Tackett & Eckenrode, 1996). Cook (1991) reported on a national sample of youth in Title IV foster care programs and found that only 48% graduated from high school versus 85% for the general population. 
Maltreated children have been shown to have severe impairments on standardized tests of language in middle childhood and adolescence (Dale, Kendall, & Stein-Schultz, 1999), which impacts academic functioning and puts foster children at further risk for academic failure and placement in special education classes. These studies suggest educational failure as a likely outcome for foster youth exposed to early environmental adversity. The proposed design allows for a direct test of the extent to which early adversity impacts school failure and the extent to which participation in a preventive intervention obviates that risk. Further, poor academic performance has been shown to be associated with substance use (Boyle et al.,1993; Hops, Davis, & Lewin, 1999; O’Donnell, Hawkins, & Abbott, 1995; Paulson, Coombs, & Richardson, 1990). Research has also found that educational aspirations are a highly significant predictor of AIDS-related knowledge, attitudes, and behaviors for youths in residential centers (Auslander et al., 1998). 
Risk for juvenile justice involvement

Many foster care youth develop serious conduct problems, including being arrested for violent offenses (Maxfield & Widom, 1996; Smith & Thornberry, 1995; Stewart, Dennison, & Waterson, 2002). Type of abuse experience may play a role in the development of problems with delinquency. For example, youth with an initial report of neglect have been found to have higher rates of entry into the California Youth Authority than youth with initial reports of physical or sexual abuse (Jonson-Reid & Barth, 2000). Maltreatment has been repeatedly implicated in the development of aggression and violent behavior. On average, children who have been abused have been shown to be more aggressive toward peers than their non-maltreated counterparts (Dodge, Bates, & Pettit, 1990; Hoffman-Plotkin & Twentyman, 1984; Kaufman & Cicchetti, 1989; Reidy, 1977). High rates of physical abuse have been reported in youth who have problems with violence and aggression (Lewis, Mallough, & Webb, 1989), in adults who are convicted for violent offenses or who are institutionalized and have violent tendencies (Rosenbaum & O'Leary, 1981), and in adults who abuse their spouses (Kalmus, 1984). Developmentally, these problems seem to become more severe as children get older; the differences between maltreated and non-maltreated children become more significant (Crittenden, Claussen, & Sugarman, 1994; Dodge et al., 1994). On some major outcomes of interest in the proposed work, such as involvement in juvenile justice system, previous research has shown occurrence rates that are higher for adolescent boys than girls, so main effects on these outcomes for gender are hypothesized to occur in the proposed sample. There is also evidence that adolescent girls are more likely to have mental health problems (Teplin, Mericle, McClelland, & Abram, 2004) and to disrupt more often from their foster/kin placements than boys (Smith, Stormshak, Chamberlain, & Bridges Whaley, 2001). 
Risk for placement disruption

Studies indicate that during any 12-month period up to 50% of children and adolescents in foster care disrupt from their placements and have to be moved to another home or a more restrictive setting (Smith, 2004). Such changes in placement are highly undesirable for many reasons. Disruptions are associated with an increased likelihood of failed permanent placements (i.e., reunifications and adoptions). For example, using administrative records for 6,831 children discharged from foster care in California, Courtney (1995) found that greater instability in placements was positively associated with risk for reentry. Similarly, Wells and Guo (1999) examined records from 2,616 children in foster care in Ohio and noted a positive association between number of transitions during the first period in foster care and likelihood of foster care reentry. Finally, Farmer (1996) reviewed records from 321 children in foster care in the United Kingdom, and reported that first attempts at reunification were significantly more successful than subsequent attempts. Significant emotional costs associated with placement changes have been documented in previous studies (Fanshel, Finch, & Grundy, 1990; van der Kolk, 1987). For example, Newton, Litrownik, and Landsverk (2000) found that changes in foster placement were associated with increases in both externalizing and internalizing behavior problems. In their study of over 400 children who had entered care at an average age of 6.6 (SD = 3.9 years), externalizing problems were the strongest predictor of placement disruption. Importantly, children who initially scored within the normal range on the CBCL were particularly vulnerable to the negative effects of placement disruptions. That is, placement changes for these children were followed by increases in both internalizing and externalizing scale scores on the CBCL 18 months later, strongly suggesting that placement disruptions contribute to the onset and development of child emotional and behavioral difficulties in the CWS. Disruptions also translate to increased financial costs for the CWS. In a study conducted in San Diego County (Price, 2004), disruptions were estimated to require an average of over 25 hours of casework and support staff time (including time spent identifying and placing the child in a new setting, court reports, staff meetings related to placement decisions, and paperwork documenting need and processes). Despite the fact that placement disruptions in the CWS are clearly harmful, there has been little research aimed at preventing them. 
In the proposed study, we will implement and test the effectiveness of two levels of an intervention (KEEP SAFE, KEEP SAFE+ aimed at disrupting the processes that lead to escalating risks for negative outcomes. In the following section, we discuss the potential parenting has for increasing protective factors and decreasing risk. In addition, we discuss the importance of understanding how the cost of such an intervention is weighed relative to its potential benefit so as to examine implications for practice and policy in the CWS. Finally, we argue for the potential benefits of conducting direct skill training with youth to bolster their resistance to participation in health harming behaviors. 
Why focus on foster parenting? 
Over the past decade, the number of children and adolescents in foster care in the U.S. has nearly doubled (from 275,000 to over 500,000). After babies, teenagers are the fastest growing group being placed in out-of-home care (Wulczyn et al., in press). At the same time, the services available to teens may have decreased (Barbell, 1996; Terpstra & McFadden, 1991; U.S. GAO, 1995). This situation is exacerbated by the observation that over the past decade the foster care population, and particularly the teens in foster care, has become increasingly troubled (National Committee to Prevent Child Abuse, 1996; U.S. GAO, 1995). Relevant to the present proposal are the implications of these findings for a changing conceptualization of the role of foster care, and specifically of the foster parent. Ruff, Blank, and Barnett (1990) proposed that in order to meet the current needs of the foster care population, the focus must shift from foster care as maintenance to foster care as active intervention (p. 267). Similarly, others have concluded that foster families can be appropriate and capable therapeutic agents for corrective primary socialization (Christiansen & Fine, 1979; Galaway, Nutter, & Hudson, 1995; Webb, 1988). The notion that foster parents can serve as key agents of change who work to alter the life-course trajectory of high-risk youth is central to the current proposal. By teaching and empowering foster parents to actively decrease risk and increase protective factors for the teens who are placed with them, the full potential of foster care can be realized and more positive outcomes for adolescents in foster care can be achieved. In both levels of the proposed intervention, foster parents will be trained, supported, and supervised to provide a systematic intervention through increasing their levels of supervision and relatedness and decreasing negative discipline. These practices are hypothesized to relate to the 5 outcomes of interest in the proposed study. In the low-intensity condition, this will be the sole focus of the intervention. In the high intensity condition, a youth skill-building component will be added. 
Why focus on building youth skills? 
Several research-based programs aimed at preventing conduct problems, substance use, and health-risking sexual behavior that have shown positive effects on outcomes have included a youth skill building component (Botvin, 2000; Botvin, Griffin, Diaz, & Ifill-Williams, 2001; Hansen, 1994). For example, the All Stars prevention program, one of the most widely tested models of substance use prevention, is aimed at preventing experimentation and regular alcohol/drug use and at preventing adolescents from becoming sexually active (Hansen, 1994, 1996). This program uses a cognitive-behavioral approach to increase positive friendship skills and to increase the accuracy of beliefs about peer norms for sex, drug use, and violence. In addition, motivational principles are applied to encourage youth to consider their goals for the future and how delinquency and drug use may interfere with these goals. Randomized evaluations have found youth in the All Stars intervention group to show more prosocial bonding, less sexual activity, less substance use, and a trend for less aggression compared to youth in the control condition (Harrington, Giles, Hoyle, Feeney, & Yungbluth, 2001; Harrington, Hoyle, Giles, & Hansen, 2000). In the high intensity condition of the proposed study, we will incorporate topics and methods with participating youth that are adapted from the All Stars program. In the low-intensity (foster parent only) condition, these concepts will be integrated into the parent curriculum. 
The Power Through Choices prevention curriculum (PTC; Becker & Barth, 2000) was developed specifically for youth placed in foster care. It is based on the unique needs of foster youth and considers factors such as their exposure to neglect, physical and sexual abuse and violence, a high need for affection, desire to possess something of their own that they do not need to share, and limited access to a stable family social support system. PTC was developed by the Family Welfare Research Group (a division of the School of Social Welfare at the University of California) in collaboration with a five-member team of experienced health educators. They conducted a 3-year development project, including extensive focus groups with foster youth and caregivers and then pilot tested and conducted several revisions of the curriculum. PTC uses a skill building approach (Barth, Middleton, & Wagman, 1989) designed to help youth prevent pregnancy and sexually transmitted infections. PTC has 10 sessions and is highly interactive and practical. Targeted skills include recognizing and making choices related to sexual behavior, building knowledge about healthy practices, finding and using local resources, and developing effective communication skills. Information is conveyed about a set of teen characters who are in foster care. Youth are asked to act as experts in helping the characters navigate dating and other activities. Forty-two youth participated in a pre-post evaluation of PTC. The results showed high youth satisfaction with the material, an increase in level of commitment to practice safer sex, increased feelings of control over their lives, and youth reports of significantly less likelihood to engage in unprotected sex. Although this study used a pre-post test design and had no comparison group, it is one of the only prevention models developed specifically for teens in foster care and as such is highly relevant to the proposed study. Auslander and colleagues are currently testing a model (i.e., Life Options) for youth leaving foster care. 
One-on-one peer mentoring in which an older peer or young adult guides youth toward prosocial endeavors by direct instruction, modeling appropriate behavior, and serving as a confidant and older advisor, is another common component of preventive interventions aimed at increasing youth skills and competencies. There is some evidence that youth who have experienced the personal and nurturing influence of a mentor exhibit better outcomes than those who have not (Maniglia, 1996; Mech, Pryde, & Rycraft, 1995; Philip & Hendry, 1996). These mentoring effects have been found in numerous populations, including youth in foster care (Mech et al., 1995). A model combining mentoring with a skill-building program showed significant increases in youth self-esteem for adolescent girls that were maintained through follow-up (Westhues, Clarke, Watton, & St. Claire-Smith, 2001). We propose to use male and female college students and recent graduates (who will be trained and supervised to be skills trainers/coaches?) in weekly one-on-one sessions with youth in the high-intensity condition. We hypothesize greater development of accurate norms, relationships with prosocial peers, and increased resistance to substance use and HRSB. Skills trainers will be trained and supervised to work with youth to increase knowledge about health-harming behaviors and to increase motivation and skills for engaging in school and school-related activities and making healthy choices. The curriculum they will use will integrate concepts and materials from the All-Stars and the Power Through Choices programs. Our previous experience working with skills trainers/coaches is described below. This component will obviously add cost to the intervention. A cost-benefit analysis is proposed to determine if the added costs are justified in terms of additional benefits (if any) they produce in outcomes beyond those found in the low-intensity condition. 
Previous Work 
In the early 1980s, based on the basic tenants of social learning theory and two decades of empirical research with troubled families and youth, OSLC researchers began testing a parent-mediated intervention model with youth displaying severe emotional and behavioral problems, and severely delinquent youth, which eventually led to the development of the Multidimensional Treatment Foster Care (MTFC) model. The basic MTFC model involves placing one youth in a well-trained and supervised foster home. Close consultation, training, and support of the foster parents forms the cornerstone of the model. Foster parents receive over 20 hours of pre-service training. Program Supervisors with small caseloads (10 families each) maintain daily contact with MRFC parents to collect data on youth adjustment and to provide ongoing consultation, support, and crisis intervention. Basic components of the MTFC model include: (a) daily phone contact with MTFC parents to collect data on youth and to provide ongoing consultation, support, and crisis intervention; (b) weekly foster parent group meetings focused on supervision, training in parenting practices, and support; (c) an MTFC parent-implemented individualized daily point and level program for the youth; (d) individual skill training/coaching for the youth; (e) family therapy (for youth bio/adoptive family) focused on parent management strategies; (f) close monitoring of school attendance, performance, and homework completion; (g) case management to coordinate interventions in the MTFC, family peer, and school settings; (h) 24/7 on-call program staff availability to MTRC parents; and (I) psychiatric consultation as needed. 
The findings from a number of studies reveal the effectiveness of the MTFC model among youth with severe emotional and behavior problems (Chamberlain & Reid, 1991; Chamberlain and Reid, 1994; Eddy & Chamberlain, 2000; Leve & Chamberlain, 2004). The cumulative impact of MTFC led it to be chosen as one of ten “Blueprint for Violence Prevention” programs by the Center for the Study and Prevention of Violence at the University of Colorado, The Centers of Disease Control, and the Office of Juvenile Justice and Delinquency Prevention (Mihalic, Irwin, Elliott, Fagan, & Hansen (2001). More recently, the Oregon MTFC model was highlighted in two Surgeon?s General reports on children’s mental health services and youth violence (U.S. Department of Health and Human Services, 2000a, 2000b). In a series of evaluations of the cost effectiveness of violence prevention programs and other approaches to reducing criminal and at-risk behavior in youth, the Washington State Institute for Public Policy (Aos, Phipps, Barnoski, & Leib, 1999) found that the OSLC MTFC program was among the approaches that resulted in the greatest savings to taxpayers. This savings was the result of a decrease in the arrest and incarceration rates for the high-risk youth in the program. 
As an extension of this line of research Chamberlain, Moreland, and Reid (1992) began to examine whether it was feasible and useful to utilize components of the MTFC model to “regular” foster and kinship families, with the goal of reducing child behavior problems and negative changes in placement and increasing foster parent retention. Foster parents receiving new placements in three Oregon Counties were randomly assigned to one of three conditions: parenting training using MFTC components, payment and assessments only, and assessments only. In the parent-training condition, foster parents participated in a weekly training and support meeting led by an experienced MFTC paraprofessional and received twice weekly PDR calls. Compared to the group receiving a stipend and the control group, parents in the parent-training group evidenced significantly greater decreases in child behavior problems, fewer failed placements due to child behavior or emotional problems, and significantly less attrition. 
The next extension of this line of research was a randomized effectiveness trail in San Diego County for 5-12 year olds in a foster care placement (KEEP; R01 MH60195; Patti Chamberlain, PI; Joseph Price CO- PI), which was conducted in collaboration with the Child and Adolescent Services Research Center (CASRC), and the San Diego County HHSA. In that study, 700 participating foster/kin parents in San Diego County with a 5- to 12-year-old foster child in their home (for at least a period of 1 month), were randomly assigned to intervention or control conditions. Relative caregivers made up 38.5% of the sample. Prior to initiating the intervention, several focus group sessions were conducted with Latino and African American foster parents and caseworkers to identify ways that the intervention could be adapted to address issues related to cultural relevancy. Both groups expressed strong support for notion of using a parent-mediated intervention to improve child behavior, and several suggestions relating to language use and framing of issues (e.g., discipline and reinforcement) were incorporated into the curriculum. Another revision incorporating cultural adaptations was made at the end of the first year of the intervention. 
The study design tested both the effectiveness of the parent training and support services and the effects of the level of involvement of the original intervention developers (OSLC staff) on outcomes. In the first phase, participants in the intervention condition attended 16 weeks of foster/kin family support group meetings delivered by paraprofessional staff in San Diego (who were trained and supervised weekly by the original developers at OSLC). Interventionists videotaped all group sessions and sent the tapes to OSLC staff for review. OSLC staff provided weekly telephone supervision. In the second half of the study, the first cohort of San Diego interventionists trained and supervised a second cohort of interventionists. The OSLC team supervised Cohort 1 interventionists, but there was no direct contact between OSLC staff and Cohort 2 interventionists. 
Preliminary data from this investigation looks promising. Average behavior problems (based on foster parent’s reports during three phone calls using a problem behavior checklist the Parent Daily Report) at baseline and again at 4 months post-baseline (post-intervention) were compared for intervention and control families. No differences were found at baseline. At 4 months, intervention foster/kin parents reported significantly fewer behavior problems than controls. In addition, there were fewer placement disruptions and increased reunifications (i.e., biological parents or adoptions) in the intervention as compared to the control group. Furthermore, these effects did not vary by gender of the child, language of the foster/kin parent, type of relationship to the child (foster parent or relative), or cohort of the interventionist. 

	
	

	          Characteristics and Number of Participants
	

	Study participants will include boys and girls ages 12-16 living in state-supported foster homes in San Diego County (final anticipated N = 240). Youth and their foster parents or relative caregivers will be recruited over the course of 36 months to participate in the study. 
Based on data provided by the County of San Diego Health and Human Services Agency (HHSA) Child Welfare Services/Management Information System (CWS/MIS), during fiscal year 2002-2003, 3280 children between the ages of 12 and 16.5 were served by San Diego County Department of Social Services. Of that group, 1835 were in some type of family foster care. One-half of the children living in foster care were female. The racial and ethnic makeup of this group included Caucasians (36%), Hispanics (34%), African-Americans (22%), American Indians (6%), and Asian/Pacific Islanders (2%). It is anticipated that the sample selected for this investigation will be representative of the gender and ethnic composition of San Diego County, as was the case with sample characteristics in the Project KEEP investigation. 
To obtain a sample of 240 youth, we will recruit 270 foster/kin families to participate. Based on our previous work with foster/kin families in San Diego County, we estimate that a portion of the families will not complete the intervention or the full set of assessments once enrolled because of overly busy schedules or unavailability due to other demands. We will schedule all study activities to accommodate individual scheduling considerations (e.g., interviews and group meetings can be conducted in the evening and/or on weekends) but recognize that, even so, some families will not participate 100% of the time. We expect that 89-93% of families that initially agree to participate will continue through the duration of the, resulting in a final sample of at least 240. 
Power analysis

We examined the power to detect group differences and effects of varying sizes using Power Analysis and Sample Size software produced by NCSS (Hintze, 2001). We plan to include 120 youths in the control group and 60 youths and families in each of the KEEP SAFE and KEEP SAFE+ experimental groups. To estimate effect sizes for the hypothesized intevention effects, we used published data from previous prevention trials (LIFT program; Eddy et al., 2003) and from mediational models that used similar measured and latent variables (Eddy & Chamberlain, 2000). These studies have shown medium to large effect sizes (e.g., R2 = .25-.40) both as direct prevention and as mediated intervention effects. To calculate power, we set the alpha levels at .05 and assumed a power convention of .80 (Cohen, 1988; Cohen & Cohen, 1983) for each set of analyses. 
We calculated power for the direct post hoc comparisons (control vs. treatment, combining both KEEP conditions; and treatment1 vs. treatment2), and the analyses of categorical moderator and mediator effects (ANOVAs and ANCOVAs). Results from the power analyses suggest that we have adequate power to detect moderate to large incremental treatment effects for our main dependant variables given our total sample size of 240 participants. Sufficient power exists to detect a difference of .45 standard deviations between the two experimental conditions (total n = 120), which is equivalent to an effect size of about .219. Comparisons between each experimental group and the control group (total n = 180) have sufficient power to detect a mean difference of .39 standard deviations (effect size of .39). 
For the developmental modeling aim, we examined the power to detect effects when intervention condition (control vs. combined KEEP conditions) was included as a moderating variable, and three covariates (sex, age, kin/nonkin status) which were estimated to account for 20% of the total variance were included as predictors. Power was sufficient (.95) to test for the significance of our set of 8 independent early risk/adversity variables on problem behavior outcomes when the independent variables accounted for an additional 15% of the variance. In addition, when more moderate effect sizes were expected (R2 = .20), the sample size allowed for sufficient power to detect the moderating effects of gender (i.e., using n = 60 intervention boys, n = 60 intervention girls, n = 60 non-treatment girls, and n = 60 non-treatment boys). Thus, the sample size of 240 should permit ample power to detect effects of the intervention and developmental modeling hypotheses proposed in this application. 



	          Selection Criteria and Participant Screening
	

	Data on potentially eligible foster and kin parents and youth will be provided by the County of San Diego Health and Human Services Agency (HHSA) Child Welfare Services/Management Information System (CWS/MIS) to the project coordinator at CASRC Jan Price (no relation to PI). Jan Price has been a full-time research coordinator for 15 years, with extensive experience in working with public agency data sets and maintaining the confidentiality of such data. She served as project coordinator for Project KEEP, where the CWS/MIS is currently being used to screen potentially eligible foster and kin parents. The CSW/MIS files contain the names of current foster and kin parents and the children and youth currently in their care in San Diego County. Using procedures established during the KEEP intervention study, downloads of these data will be provided on a quarterly basis and reviewed for potentially eligible subjects. The project coordinator will then review these files to identify eligible foster/kin families. The eligibility criteria will be: (a) youth are ages 12-16, (b) youth have been in foster care for a minimum of 30 days (including those who are being newly placed in care and those moving from another type of placement); and (c) youth are placed in state certified foster or kinship care homes. Youth who are considered medically fragile by their caseworkers (which will be indicated in the CWS/MIS files) will be excluded. Because the intent of this project is to conduct an effectiveness trial, no other exclusions will be made. The target population is admittedly heterogeneous and this is seen as an advantage relating to the potential relevance and the generalizability of the intervention to “real world” populations. Only those families and youth meeting the eligibility requirements will be contacted, first by phone, next by a personal visit to their home. Ineligible families will not be contacted. 
IRB COMMENT: Clarify if previous Project Keep participants will be eligible to participate in Keep Safe.

RESPONSE: Families who participated in the original KEEP intervention, as either a control or intervention participant, will be eligible to participate in the KEEP SAFE intervention, as long as they have a teen who meets the eligibility requirements. The KEEP SAFE intervention expands upon the KEEP intervention to address the unique needs of teens in foster care and the families who care for them. 



	          Special Population
	

	As a general protection against the human subject risks, all OSLC and CASRC staff go through Human Subjects training. In addition to reading general information about the human subjects protections such as the Belmont Report and watching an OSLC-developed presentation, each grant covers the specifics of protection protocols prior to receiving access to any confidential information in hard copy files or access to databases. In addition, all key personnel are required to complete a 3-hour Human Subjects training consisting of reading the Belmont Report, viewing a 90-minute NIH videotape Protecting Human Subjects and taking a corresponding test, and completing the NIH Human Participant Protections Education for Research Team’s computer-based training program whereby a certificate is issued by NIH upon completion. 
Potential Risk - Feeling coerced to consent: Safeguards. All participants will be required to read and sign a detailed consent form before participating in the study. In addition to explaining assessment procedures, uses to which the data will be put, and confidentiality of the data, the consent form stresses the fully voluntary nature of participation and their right to withdraw from the study at any time and to have all data relating to their child or family removed from data analysis. Experienced, bilingual as needed, research staff members are available at all points of the study process to answer questions and to explain assessment procedures and uses to which the data will be put. 
In addition to going over all consents orally, we use readability indexes to adjust the reading level required for our youth consent forms. The consent forms will be translated into Spanish for the monolingual Spanish-speaking participants. We also have Spanish-speaking research assistants at CASRC who are on-call to this project for any additional translation needs. 
Potential Risk - violation of confidentiality: Safeguards. All OSLC and CASRC staff and volunteers sign confidentiality agreements. No one outside of OSLC or CASRC will have access at any time to records identifying subjects’ names. The information gathered will be used only for scientific, educational, or instructional purposes. 
Procedures to prevent the violation of confidentiality, in accordance with state law reporting requirements, are limited by the mandatory nature of these requirements. Subjects are informed in the consent documents and procedures that staff must report to authorities (a) physical injury to any child caused by other-than-accidental means, as required by state statutes; and (b) information from a study participant that leads staff to believe a person is in imminent danger of physical harm. Staff will also inform parents or guardians if, in the judgment of the professional staff, their child (under 18) is in imminent danger of attempting suicide. 
To ensure confidentiality, all information will be coded so that it cannot be associated with any individual's name. Identifying information needed for subject contact, such as names, addresses, telephone numbers, and social security numbers, is kept in locked file cabinets or in our subject database. Clinical files are also kept in locked file cabinets. Access to the OSLC and CASRC computer networks is restricted to those with valid usernames and passwords. Access to the subject database is further protected, being restricted to only those staff members whose jobs require this information for subject contact. These individuals require an additional (and different) username and password. Individual network and database passwords must be changed regularly. All staff members are trained to close password-protected applications or lock their workstations when they are away from their desks. All hard copy and electronic data are stored in secure storage, either locked cabinets or restricted areas on our computer networks. The OSLC and CASRC computing systems are protected from outside access by firewall systems. The planned complexity of these systems helps increase the security of the local networks. Servers maintain logs and generate reports of access attempts, which are reviewed by the Network Administrator. 
Access to OSLC and CASRC buildings and offices are restricted. Reception staff supervise public entrances during normal operating hours. All space accessible to the public is separated from research offices by locked, coded doors. All staff entrances are secured with locked, coded doors. Staff entry codes are changed regularly. 
During analysis of the data, all identifying information with the exception of the subject identification number is removed. No information about the identities of study participants will be published or presented at conferences. 
We will apply for a Certificate of Confidentiality to provide further protection of our study subjects and our data. We have received such a certificate for studies currently being conducted and anticipate no difficulties in obtaining one for the proposed study. 



	          Subject Identification
	

	Background of Relations among CASRC, OSLC, and HHSA 
The SDSU PI (Price) and researchers from the Child and Adolescent Services Research Center (CASRC) in San Diego have established decade-long collaborative relationships with the HHSA in San Diego County. This relationship has involved exchanges of data, information, and ideas between HHSA and CASRC, and have led to a number of successful applications for NIH and other federal agency funding. HHSA and CASRC have shared data and have jointly participated in seminars conducted by nationally known researchers and child welfare policy experts on topics relevant to the needs and interests of both organizations. CASRC has also assisted HHSA in program evaluation and data analysis of HHSA programs. Thus, the current proposed intervention represents a continuation of this successful community/research partnership. The San Diego County HHSA personnel are already familiar with key aspects of the prevention model and are receptive to the intervention approach (See letter of support) and are currently seeking funding to implement the KEEP intervention for 5 to 12-year-olds within San Diego County. The director of child welfare and the regional managers remain enthusiastic about testing the two levels of intervention that we are proposing (See letter of support) and is willing to commit resources to the recruitment of eligible foster families. 
In Project KEEP we successfully recruited a study sample of 704 foster families. Our experience over the last 5 years has acquainted us with recruiting challenges and enabled us to develop strategies for overcoming those challenges. Data on potentially eligible foster and kin parents and youth will be provided by the County of San Diego Health and Human Services Agency (HHSA) Child Welfare Services/Management Information System (CWS/MIS) to the project coordinator, Jan Price. The CSW/MIS files contain the names of foster and kin parents and the children and youth currently in their care in San Diego County. Downloads of recent updates of these data will be provided to CASRC on a quarterly basis and reviewed for potentially eligible subjects. To obtain this information, the project coordinator, Jan Price, goes to a HHSA facility to pick up a disc containing the downloaded files. She then brings this disc back to the CASRC offices and downloads the information on to a secure, firewall protected server. The project coordinator then reviews these files to identify eligible foster/kin families. 



	          Recruitment Process
	  

	Initially, eligible foster parents and relative caregivers will be contacted by phone to determine their and their youth's level of interest in participating in the intervention study. If positive, a home visit by either the group facilitator or co-facilitator will be scheduled. Only the project coordinator, the group facilitator, or co-facilitator will make initial phone contact with the foster or kin parent. Each of these individuals participated in the first KEEP intervention study and have extensive experience in subject recruitment, maintaining confidentiality of potential participants, and has had training in Human Subject issues. Both group facilitators are bilingual in both English and Spanish. At the home visit, the goals and description of the research project will be provided, along with the consent documents and the Research Participant's Bill of Rights. The recruitment protocol ("Recruitment Script") is provided in the "Supporting Documents." Spanish versions of the consent, teen assent and Research Participant's Bill of Rights will be developed once the final versions of the consent and assent forms have received IRB approval. These translated forms will then be sent to the SDSU IRB for verification and approval.



	          Potential Problems
	

	Our previous experience in conducting intervention studies with foster/kin parents has enabled us to anticipate and plan for a number of potential challenges. First, the scheduling of the parenting groups can be challenging. Scheduling involves attempting to identify times and places that parents from various regions within San Diego County can meet. During the original KEEP intervention it became clear that the vast majority of foster parents prefer meeting in the morning or early afternoon of a weekday, at a time that at least some of their children are at school. It was also clear that foster parents prefer meeting in their own local community. Given these parameters, parenting groups were typically scheduled at morning or afternoon times in community recreation centers or churches. Childcare is also provided to accommodate parents with young children. A great deal of effort has gone in to identifying meeting locations that can accommodate both parent groups and childcare. In order to facilitate scheduling, parenting groups are allowed to begin with as few as 3 participants and up to as many as 10. 
Another challenge is in maintaining the involvement of busy and often over burdened foster and relative caregivers. Over the years, we have developed several strategies to maintain parent involvement. First, personable and socially competent group facilitators and co-facilitators are hired. Group facilitators who were skilled in interpersonal relations were viewed as being key to maintaining parent involvement. Second, childcare, using qualified individuals, is provided so that foster parents can bring younger children who are in their care and know that these children are being cared for adequately. Third, in agreement with HHSA, foster parents are given credit toward their yearly licensing requirement for attending the KEEP (KEEP SAFE) parenting sessions. Fourth, parents are reimbursed $15.00 per session for traveling expenses. Fifth, refreshments are provided at each session. Sixth, home visitations are provided for parents who miss a parenting session. Finally, weekly phone calls are made by facilitators to help individualize the curriculum, provide additional support, address questions parents may have felt uncomfortable raising in a group format, and collect information on the child’s behavior. These strategies have proven successful. In the KEEP intervention, 80% of foster/kin parents attended 14 or more the 16 parenting sessions. 
Finally, the challenges of the data collection have been minimized by conducting interviews by telephone by the Oregon assessment team who are blind to the group assignment of the participants. This method of assessing the outcomes is designed to; (a) maintain separation between the intervention staff and the assessment staff; and (b) minimize the burden to foster parents in both the intervention and control conditions. 

	      
	

	          Informed Consent Process
	

	For the first 3 years of the study, staff from the County of San Diego Health and Human Services Agency (HHSA) will work with the Project Coordinator to identify all youth in foster care who meet study eligibility requirements. Half of those will be randomly assigned to the KEEP SAFE or KEEP SAFE+ condition and half to the control condition. This screening and random assignment procedure excludes the study’s intervention staff; they will only receive information about cases once a family has been assigned to a group. 
The informed consent process is conducted in three steps. First, the prospective participant receives a phone call from the Project Coordinator or other senior staff to describe the study and confirm eligibility to participate (See "Recruitment Script"). Second, if the foster/kin parent is interested, the staff member makes an appointment to visit their home to further explain the study, orally review all of the information on the consent form, and answer questions. If the foster/kin parent and youth agree to participate, the foster parent or relative caregiver will then be asked to sign the informed consent form (Price_InformedConsent) and the teen will sign the Teen Assent (Price_TeenAssent). (Spanish versions of the consent, teen assent and Research Participant's Bill of Rights will be developed once the final versions of the consent and assent forms have received IRB approval. These translated forms will then be sent to the SDSU IRB for verification and approval.) Finally, after the foster/kin caregiver has signed the consent document, the recruiter will then have the foster parent/teen pair select an envelope to determine the specific condition to which the foster/kin parent and teen have been randomized. Using the Informed Consent and Teen Assent forms, the KEEP SAFE staff member will then review with the parent and teen the specific conditions of the study to which they have been assigned. The foster/kin parent will be provided with signed copies of the Informed Consent and Teen Assent forms. 
The consent form is a written explanation of the purpose of the study and all of the procedures, risks, benefits, and expectations for the participant. The project description includes information about (a) the voluntary nature of participation; (b) the right to withdraw from the project at any time and to require that information about themselves and their family be removed from data analysis, (c) the purpose of the study and how the data will be used, (d) the random assignment procedure used for selection of participants in the KEEP SAFE, KEEP SAFE+, and control conditions, (e) the types of data to be collected, (f) an explanation of confidentiality and the exceptions to it, (g) possible risks to the participants, (h) potential benefits to the participants, and (i) contact information if they have questions or concerns regarding the assessment or intervention procedures. Participants are advised of their right to withdraw from the project at any time and to require that information about themselves and their families be removed. In addition to explaining assessment procedures, uses to which the data will be put, and confidentiality of the data, the consent form stresses the fully voluntary nature of participation. 
Informed consent is obtained at least once a year. All signed consent forms are kept in a locked cabinet in a secure office at the CASRC offices. We also use a client database to track all study activities, including consent status and related procedures. All consents and consent procedures have been approved by Oregon Social Learning Center’s (OSLC). Also, our collaborating partners in the HHSA have accepted the procedures (See letter of support). 



	          Informed Consent Procedures
	 

	The prospective participant receives a phone call from the Project Coordinator at CASRC or one of the group facilitators to describe the study and confirm eligibility to participate. If the foster/kin parent and their youth expresses interest in participating, the staff member will then make an appointment to visit their home to further explain the study, orally review all of the information on the consent form, and answer any questions the foster/kin caregivers and their youth may have. If the foster/kin parent and youth agree to participate, each signs one of two consent/assent forms. A copy of each will be left with the participants. A copy of the Research Participant's Bill of Rights will also be left with the foster/kin caregivers. When signed consents/assent forms are returned to CASRC, the Project Coordinator will verify that each consent/assent form has been signed. Consent and assent forms will then be filed in a locked file for a period of no less than three years. These files will then be reviewed bi-annually to verify participant status and consent records. 
The Project Coordinator and both group facilitators participated in the first KEEP intervention study. All three staff members also have extensive research experience on CASRC research projects. Both group facilitators are bilingual in English and Spanish, and fluent in both oral and written forms of communication in both languages. Both these individuals participated in the translation of the KEEP intervention consent forms and program materials. Combined, the group facilitators have conducted over 20 foster parenting groups for Spanish speaking foster and kinship parents.

	      
	

	          Description of Research Design
	  

	Intervention Design 
The proposed intervention includes two levels of intensity: 
1. The Low-Intensity Condition (Foster/Kin Parent Only -- KEEP SAFE) will be informed by two empirically supported prevention interventions for parents (i.e., the LIFT parent group designed as a universal intervention and the KEEP intervention designed for foster/kin parents with children ages 5-12). The intervention will also include components that prepare parents to help teens prevent health-risking substance use and sexual behaviors. The current KEEP intervention is aimed at 5-12 year olds and lasts 4 months (16 parent group sessions). Because of the increased complexity of problems in adolescence, including a greater need to focus on health-risking sexual behavior and substance use, in this study we propose to conduct 24 parent group sessions with foster/kin parents over a 6-month period. 
2. The High-Intensity Condition (Foster/Kin Parent + Youth -- KEEP SAFE+) will include the 24 parent group sessions, plus we will adapt and integrate two curricula for social competence, substance use prevention, and avoidance of health-risking problem behaviors: the All Stars Prevention Program (Hansen, 1994, 1996), and the Power Through Choices reproductive health program developed for foster youth (Becker, Barth, Cagampang, & White, 2000). Twenty individual weekly skill training sessions will be conducted beginning in Month 2 of the foster/kin parent group with the youth and their skills trainer/coach. The skills trainer component is based on previous work using this role in the MTFC programs for teens. In addition, foster/kin parents and youth in both the two intervention and the control conditions will receive all services ordinarily provided by the San Diego HHSA caseworkers as well as services that the case workers refer youth to (e.g., specialty mental health). 
Strategies for Strengthening the Parenting Youths Receive 
Foster/kin parent groups

Training and support for foster/kin parents will include 24 group sessions over a 6-month period beginning after recruitment, consent, enrollment, and baseline assessment (described in the next section). The curriculum for the group meetings will focus on 12 topic areas that are interwoven with issues raised by the foster/kin parents and problems that have been reported by the foster/kin parents as having occurred during the past week according to PDR data (a telephone interview on youth problem behavior described in Data Collection Procedures). A trained and supervised facilitator and a co-facilitator conduct the parent group sessions, with approximately seven foster parents per group. A content outline of the topic areas for the groups is presented in Table 2. A new Facilitators Guide will be developed that is based in part on work conducted in the current effectiveness trial in San Diego (in Appendix B). The new guide will be revised and refined to reflect the older age of the foster youth in the current study and the added focus on health-related issues (participation in HRSB, and substance use). 
Between group meetings, parents will be encouraged to implement behavioral procedures through home practice assignments such as the implementation of a daily point and level system. The point and level system has been described in detail in previous work (Chamberlain 1994, 2003). It is designed to provide foster/kin parents with a structure for giving youth a rich daily schedule of reinforcement for normative/appropriate behavior and clear limits and consequences for problem behaviors. This system, used extensively in our MTFC model, has been shown to directly contribute to placement stability (Smith et al., 2001). Foster/kin parents will be telephoned once weekly by a group facilitator who will collect PDR data. PDR information will be integrated into the group sessions to make the curriculum more relevant to the current issues the foster/kin parents are facing. Group facilitators will receive initial training in the intervention model and ongoing weekly supervision (described below). Although youths’ past abuse history will not be a primary focus of these sessions, behavioral parent training programs have been shown to be effective risk-reduction strategies for youth who have experienced sexual/physical abuse (Saunders, Berliner, & Hansen, 2003). All foster/kin parent meetings will be videotaped for supervision purposes and so that we can code the fidelity of implementation. 
Strategies for Increasing Adolescent’s Social Skills, School Commitment, Competency, and Knowledge 
Topics covered during skills training sessions will be adapted from the All Stars Program and from the Power Through Choices curricula. The high intensity intervention aims to accomplish four primary goals: (a) to help youth establish and maintain positive peer relations, (b) to increase youths? knowledge of accurate peer norms for sexual and drug use behaviors and increase comfort in dealing in responsible and safe ways relative to these topics, (c) to build youths’ knowledge and skills that will help them limit their risks for sexually transmitted infections and pregnancy, and (d) to help youths problem solve difficulties and stresses in social relationships and at school with peers and adults. 
Skills trainers will be trained and supervised on how to support youth to increase their personal commitments to school; to avoid drugs and risky sexual behavior; to develop individualized plans and goals for educational and career strengthening activities; to role play strategies for using refusal skills with peers; to provide information on adolescent health and development; to role play and discuss strategies for increasing personal safety; and to model problem solving skills and strategies for meeting new people and dealing with feelings of exclusion and peer rejection. Graduate social work interns and/or recent college graduates who are trained and supervised to be “coaches” (skills trainers) will be used to conduct these weekly sessions. They will videotape the skills-focused segment of the sessions and then participate in a community activity where the skills will be reinforced and practiced in “real world” settings. Skills trainers will serve as “coaches” who bridge to prosocial peers. They use a behavior-based approach to help participants learn skills to acquire nondeviant friends. We have used skills training coaches extensively in our ongoing MTFC programs for boys and girls and have a current group of 12 such individuals on staff in Oregon. We have a 2-day pre-service training for coaches. Coaches on the proposed project will be trained by the Oregon Clinical Supervisor (Davis) and will be supervised weekly by Price (the San Diego PI). Davis will provide ongoing consultation to skills trainers and they will have on-call availability to Price Throughout the 5 months, coaches will work with youth to emphasize the risks of abusing substances, and will discuss and role-play topics related to developmentally appropriate dating and partner relations. Prior work suggests that providing such support has been successfully used to facilitate discussions on sensitive topics such as sexuality and substance use (Prescott, 1998). Modeling the work of Belcher et al. (1998) and Lefkowitz, Sigman, and Au (2000), coaches will provide information about STD transmission and risk behaviors, discuss the prevalence of STDs, and clarify misconceptions that youth might have about these topics. Some study youth will already be participating in individual therapy most likely provided by an HHSA-contracted therapist. The coaching relationship described here is not intended to provide the youth with therapy but rather ongoing social support and training. The weekly supervision of the coaches will help to keep this distinction clarified. 
We chose to have skills training sessions conducted individually rather than in a group format because youth in foster care are at high risk for problems with externalizing behavior and we are concerned about potential iatrogenic effects caused by youth associating with each other in group meetings. Some prior work has shown that peer-group interventions increase adolescent boys’ problem behaviors and negative life outcomes in adulthood, compared with control boys (Dishion et al., 1999; Dishion, Poulin, & Burraston, 2001). Our preliminary analysis of data from the girls MTFC intervention trial suggests similar iatrogenic effects for girls (Leve & Chamberlain, in press), therefore we are cautious about the potential for increasing antisocial behavior and have decided in favor of an individual youth-skills trainer approach rather than a group-based approach. 
Training and Supervision of Foster/Kin Parent Facilitators and Coaches 
The Oregon clinical supervisor (J. P. Davis) will provide initial training for the parent group facilitators and skills trainers. Davis is the lead Program Supervisor in Oregon for MTFC programs with adolescents referred from juvenile justice, and she is also the Clinical Supervisor for the ongoing San Diego prevention trial. She and Price have co-supervised the interventionists in that study and the same arrangement is proposed here. After the initial 5-day training for facilitators and a 2-day training for skills trainers, Davis will provide weekly consultation (via telephone) to the parent group facilitators and the skills trainers/coaches following her review of videotapes of their sessions. Price will provide on-site supervision. We have worked out procedures for mailing and viewing the tapes that make the consultation relevant and timely. Davis and Price will provide facilitators and co-facilitators with feedback on implementation fidelity and help them address problems that occur during the sessions. They will help facilitators integrate PDR data with the topics being addressed in the group sessions. By interweaving individualized information from foster/kin parents with the targeted topics, we hope to provide an environment that is highly attended and that foster parents enjoy and find beneficial. Davis and Price will help facilitators maintain this process. In addition, skills trainers/coaches will be supervised by Price in weekly sessions (with individual sessions as needed). Davis will conduct quarterly on-site trainings for facilitators and skills trainers. We recognize that skills trainers/coaches must not undermine or interfere with the relationship between the foster/kin parents and the youth. Without a clear understanding of role limitations and good supervision, skills trainers/coaches can inadvertently produce or reinforce problems in the parent-child relationship. We have had substantial experience helping skills trainers/coaches define and clarify their roles and relationship goals and to understand the limits of such roles and goals with youth. Consistent supervision is a key element of a well-trained and effective coaching work force. 
Control Intervention 
Youth and foster/kin parents in the control condition will receive all usual foster care caseworker services provided by the San Diego HHSA, which range from no additional special services to involvement the complete array of services that are available, including group, individual, and family therapies. All youth are monitored by their caseworkers during regular monthly contacts. In the ongoing Keep study, the foster/kin parents were asked to rate on a 10-point scale how supportive the social worker is to them. For the first 200 cases, the mean rating is 7.8 (“supportive”) and no differences were observed for kin and non-relative parents. None of the usual services that youth in either condition receive or are offered will be affected by their participation in the study. We will track foster/kin parent and youth use of services as part of the youth and parent assessments. 
Data Collection Procedures 
Overview and timeline for the proposed data collection. In the proposed study, three cohorts of approximately 90 families (including youth and foster/kin parents) each will be recruited over Years 1-3 of the study. We anticipate that approximately 10% of these will fail to complete the study, resulting in a full sample of at least 240 youth. For all participants, we will conduct baseline assessments focused on measuring risk/early adversity and current behavioral and emotional problems. A 6-month post-intervention assessment is focused on measuring hypothesized mediating variables. Two follow-up assessments at 12 (Proximal Outcomes) and 18 months (Longer Term Outcomes) will occur post baseline. In addition, we will collect school records and arrest data at baseline and at follow-up points. Once a foster parent and teen pair have been recruited, we will ask the parent which school district the teen attends (e.g., San Diego City Schools, Grossmont District Schools, Chula Vista Schools). We will then seek permission from that particular school district to obtain the following information on the teen: a) academic performance; b) school attendance; and c) any discipline problems. This information is likely to be in the form of a data download. Once we have a list of the study participants, permission to obtain information on arrest records will be sought from the Juvenile Court Judge. This information is also likely to be in the form of a data download. 
With the exception of the file data collection and coding, all assessments will be conducted by telephone by OSLC staff as they are now being conducted in the KEEP intervention. Advantages of the telephone interview format are that they are practical and inexpensive to implement making them potentially generalizable to “real world” settings, and the assessors will be truly blind to study condition given their physical separation and distance from the intervention site. All interviewers have extensive training and experience. For Spanish speaking parents and teens, all instruments are administered in Spanish, by a bilingual interviewer at OSLC. 
Specific Aims and Hypothesis testing. The specific aims are: 
1. To develop, implement, and test a parent-based intervention with 240 foster and kin care providers in the San Diego County Child Welfare System. Of these, 60 will participate in the parent training only (KEEP SAFE) condition, 60 will be in the parent training plus youth skill training condition (KEEP SAFE+), and 120 will be in the casework “as usual” control condition. We predict that those who participate in the intervention conditions will have more positive proximal outcomes including less antisocial behavior, substance use, mental health and school problems, placement disruption and participation in health-risking sexual behaviors than those in the control condition. 
2. To examine the effects two sets of variables hypothesized to mediate change in proximal and longer-term outcomes for youth in the Child Welfare System (CWS). Specifically, on the basis of past research, we expect significant parent-level mediators to be the amount and quality of positive parenting (i.e., reinforcement and relatedness), use of non-harsh discipline, and the amount and quality of supervision. We expect significant youth-level mediators to be social competence, and knowledge about norms related to health-risking behaviors, including substance use and participation in high-risk sexual behavior. 
3. To measure (in multiple domains) and examine the relative benefits and costs associated with the two levels of intervention on placement disruption, participation in higher levels of care (e.g., residential, hospital), educational services (e.g., special education, alternative schools), family burden/time, delinquency (system and victim costs), and other society costs (e.g., to health and welfare systems). 
4. To test theoretical hypotheses about the developmental trajectories of youth in the CWS regarding the relationship and growth of early risk/adversity to proximal and longer-term outcomes and to examine the constellation of risk behaviors (both early and adolescent) that relate to participation in health-risking and problem behaviors at follow-up. 
Our analytic plan flows directly from our specific aims and our theoretical model and focuses on seven primary hypotheses. These hypotheses and the analytical strategies to be used to test them are detailed below. 
Hypothesis 1: Proximal effects of the intervention. We hypothesize that the preventive intervention will positively impact a set of proximal outcomes measured at the 12-month follow-up (FU). Specifically, the combined KEEP SAFE and KEEP SAFE+ groups of youth are expected to have fewer behavioral problems, fewer placement transitions, better school achievement, less affiliation with delinquent peers, and fewer and less serious mental health problems than youth in the control condition. In addition, youth in the intervention groups are expected to have lower rates of substance use and HRSBs and to have more health-knowledge and accurate perceptions of normative behavior of their peers. To test this, we will conduct generalized linear modeling and repeated measures ANCOVAs, with the independent variable being group assignment (2 levels; intervention vs. control) and with the dependent variables consisting of indicators such as behavioral problems, school achievement, and peer relations. Time will serve as the within-subject variable, and there will be two repeated measures (i.e., baseline and 12-month outcomes). Possible covariates include previous history of mental health, and/or delinquency and maltreatment history. Because we expect the intervention to have a preventive effect in delaying the onset of maladaptive behaviors, we will also examine these patterns using survival analysis techniques (Hougaard, 2000; Therneau & Grambsch, 2002). For these analyses, we are primarily interested in the Group by Time interaction and hypothesize that the two intervention groups will diverge with the control group over time, with the control youth showing greater problems over time. 
Hypothesis 2: Longer-term effects of the intervention. We hypothesize that the intervention will positively impact a set of more distal outcomes at the 18-month FU. Specifically, intervention youth are expected to have fewer mental health diagnoses, SUDs, STIs, and pregnancies and to have fewer arrests and a lower rate of school drop out. Similar to Hypothesis 1, the analyses used to test this hypothesis will include generalized linear modeling and repeated-measures ANCOVAs, with the independent variable being group assignment (intervention vs. control) and with the dependent variables consisting of outcomes such as delinquency, substance use, HRSB, and school drop-out. Again, survival analyses will be conducted. 
Hypothesis 3: Effects of youth-targeted treatment on youth health outcomes. We hypothesize that youth in KEEP SAFE+ will demonstrate greater effects on health outcomes than the KEEP SAFE or control conditions. Using the analyses conducted in Hypotheses 1 and 2, we will conduct a post hoc examination of the differences in mean levels of health outcomes by group. We expect that participation in KEEP SAFE+ will result in fewer negative health outcomes (SUD and HRBS) than participation in KEEP SAFE or control conditions. 
Hypothesis 4: Effective parenting as a mediator of outcomes. We hypothesize that effective parenting will serve as a mediator such that parenting characteristics at the 6-month assessment will account for variance in the proximal outcomes at 12 months. Regardless of group assignment, we hypothesize that youth receiving positive reinforcement, close supervision/monitoring, and more effective limit setting will have less substance use, less HRSB, less delinquency, and better academic performance. We will examine these hypotheses following Baron and Kenny’s (1986) guidelines for testing mediational effects. Using path modeling, we will examine whether the effect of group assignment on subsequent outcomes is mediated by the parenting intervention components. Such models require direct effects of the antecedent variable (i.e., group assignment) on the outcomes (e.g., change in delinquency) and a direct effect of the antecedent on the hypothesized mediating mechanisms (e.g., change in supervision/ monitoring). In a fully mediated model, when mediators are included in the model, the direct effect of the antecedent variable on the outcome will become non-significant, the direct path from the antecedent to the mediator will be significant, and the direct path from the mediator to the outcome will be significant (Baron & Kenny, 1986; Judd & Kenny, 1981). We will examine partially mediated models, as well as fully mediated models. An example of a fully mediated model predicting delinquency outcomes is shown in Figure 3. 
Hypothesis 5: Social competence as a mediator of outcomes. We similarly hypothesize that the youth’s interpersonal skills and knowledge about the norms and personal risks for HRSB and substance use will mediate the relationship between group assignment and proximal outcomes. Fully and partially mediated models will be examined as detailed in Hypothesis 4. 
Hypothesis 6: Estimation of costs and benefits for 2 levels of intervention relative to control. Benefit-cost analysis (BCA) will be the general method used for the economic evaluation in the sense of monetizing benefits and costs rather than estimating willingness-to-pay. Multiple entities stand to both benefit from, and bear costs of, the KEEP interventions (child, family, systems, society); thus, BCA will be the main vehicle to evaluate potential economic value for the interventions (Foster & Holden, 2002; Kenkel, 1997). The economic evaluation will be conducted from the perspective of the society at large, defined to include the child, family, CWS, and other related government agency payers and providers (e.g., Medicaid; Foster & Holden, 2002; Geen, Boots, & Tumlin, 1999; Javitz et al., 2004). We will evaluate the net costs because the BCA ratios have odd statistical properties (Hoch, Briggs, & Willan, 2002) and are misleading when comparing programs (Aos et al., 2004). Some benefits from the intervention cannot be monetized or would be important in their own right (such as reduced psychological distress or improved functioning). Thus, cost effectiveness will be assessed for specific outcomes expressing benefits in appropriate units (e.g., placement disruptions avoided; (Kenkel, 1997). Analytic conclusions will be made using cost-effectiveness acceptability curves (Briggs & O'Brien, 2001; Lothgren & Zethraues, 2000; Sendi & Briggs, 2001). 
The analytic time horizon will be 18 months (equal to data collection). Enumerated benefits and costs include foster care system expenditures such as the dollars spent in out-of-home foster care and in residential treatment centers; school performance such as days missed in school (Cohen, 1998; French, Salome et al., 2002; Light, 2001; Zavala et al., in press) or attending a special school; delinquency such as juvenile justice facility costs and monetized victim burden (Aos et al., 2004; Miller, Cohen, & Wiersman, 1996; Zavala et al., in press); foregone wage earnings and travel cost to families and day care expenditures; and changes in spending in a wide range of government programs associated with permanency, including TANF payments, Medicaid, adoption assistance, and Social Service Block Grants. We will take care to avoid double counting. Intervention costs will come from the SASCAP instrument. Dollars will be discounted for time, and sensitivity analyses will be conducted (Foster & Holden, 2002). 
Economic models will regress net benefits on the intervention costs and possible moderators such as gender, comorbidity, age, and placement history. To assess the need for transformation in order to achieve statistical properties of normality prior to modeling we will use the generalized linear model with a gamma distribution and log-link function (Manning, Basu, & Mullahy, 2003; Manning & Mullahy, 2001). We will conduct multivariate linear regression analysis to construct confidence intervals around the net benefit estimates as well as to specify other individual, family, or system influences. 
Hypothesis 7: Developmental trajectories in foster youth. Little prior work has examined the developmental trajectories of foster boys and girls. In addition to testing the efficacy of the intervention, the proposed data set allows for the modeling of developmental trajectories over an 18-month period during early and mid adolescence a key time for measuring developmental change. Extending prior work in adolescent samples referred from the juvenile justice system, we hypothesize that a direct relationship will exist between early adversity and proximal outcomes measured at 12 months post-baseline. Specifically, we hypothesize that placement history, family transitions, low IQ, sexual/physical abuse history, childhood behavioral problems, and early menses (for girls) will form a construct of early adversity that predicts the youth’s behavioral, school, and social problems and that predicts placement stability. To test this, we will conduct a series of multiple regression analyses using the early adversity variables as predictors and behavior problems, placement stability, school achievement, and mental health diagnoses as outcomes. In addition, we will conduct survival analyses for some of the longer-term outcomes that are likely to begin occurring by the 18-month FU (Hougaard, 2000; Therneau & Grambsch, 2002). For example, we will examine whether our early adversity variables predict the likelihood of chronic arrests, patterned use of alcohol/drugs, school dropout, and health-risking sexual relations (excluding prior abuse-related sexual events). 
We will also use growth-modeling techniques to model the developmental trajectories of behavior problems over time, allowing us to focus on the entire trajectory of an outcome rather than a fixed point in time. Each of our key variables has been measured in at least three time points to allow for growth modeling. We will use growth modeling programs that embody state-of-the-art standards for estimation: hierarchical linear modeling programs (Bryk & Raudenbush, 1992; Hedeker, Gibbons, & Flay, 1994), time series analyses, and latent class analyses (Muthen & Muthen, 1998). We hypothesize that distinguishable individual trajectories of growth and declinations in behavior problems will exist. Dr Brown will work closely with us on developing and conducting the latent class growth models. Each set of analyses examining developmental trajectories in foster youth will be conducted using a multiple group approach in order to examine whether the developmental trajectories are similar or different between youth who?ve received an intervention and youth in the control condition (n = 120 per group). In addition, we will examine gender as a covariate and as a moderating variable, due to the hypothesized differential relationship between early adversity and problematic outcomes (e.g., delinquency) by sex (n = 60 per group). 
IRB COMMENT:  Clarify the procedures in place to account for movement of the child from the foster parent who was initially enrolled in the study (e.g., will new foster parents of the participating teen be recruited to participate, taking part only in the procedures that the previous foster parent had not completed?, etc).

RESPONSE: Procedures of Addressing Movement of Child from Current Placement 
Scenario #1: Control Teen moves from current placement to either another foster home or back with natural parents. In this event, an effort will be made to recruit the new foster parent or the natural parent into the study to complete any remaining scheduled interviews. The teen will continued to be interviewed at each scheduled assessment. The original foster parent will be administered the 6-month post-intervention assessment. 
Scenario #2: Intervention Teen moves from current placement to another foster home or to be with natural parents. In this case, an effort will be made to recruit the new foster parent into the intervention and into an ongoing foster parent group. Home visits will be scheduled to help to bring the new foster parent up to the most recent group session. Follow-up interviews will be conducted with this new foster parent. The original foster parent will be allowed to continue in the parenting sessions and will be administered the 6-month post-intervention assessment. If the child returns to their natural parent, an effort will be made to recruit the parent into the intervention. Natural parents will be administered the intervention through home visits, since it would be awkward to include foster and natural parents in the same parenting group. If the child is in the KEEP SAFE+ condition, he/she will continue to see their mentor/coach and will be interviewed at each scheduled assessment.



	          Subject Involvement 
	

	For all participants, we will conduct a baseline assessment, a 6-month post-intervention assessment, and two follow-up assessments at 12, and 18 months will occur post baseline. 
The baseline assessment is primarily geared toward measuring current behavioral and emotional adjustment, risks, and early adversity. It will consist of several components: (a) a 60-minute telephone interview with the youth, (b) a 60-minute telephone interview with the foster/kin parent; (c) followed by two 5-10 minutes telephone interviews with the youth during the subsequent 5 days, (d) two with the foster/kin parent, and (e) the collection and coding of CWS case files, school files, and court records data. 
The 6-month assessment is aimed at assessing potential mediating variables and will consist of four components: (a) a 60-minute telephone interview including questionnaires with the youth; (b) a 60-minute telephone interview including questionnaires with the foster/kin parent; (c) followed by two 5-10 minute telephone interviews with the youth; and (d) two with the foster/kin parent. 
The 12-month assessment is aimed at assessing proximal outcomes and consists of two components: (a) a 60-minute telephone interview, including questionnaires, with the youth; (b) a 90-minute telephone interview, including questionnaires, with the foster/kin parent. 
The 18-month assessment is aimed at assessing longer-term outcomes and consists of three components: (a) a 90-minute interview, including questionnaires, with the youth plus two PDR calls; and (b) a 60-minute interview including questionnaires with the foster/kin parent plus two PDR calls. 
For families in the intervention conditions (both KEEP SAFE and KEEP SAFE+ conditions), all parents will participate in 24, 1 and a half hour parenting group sessions over a period of 6 months. Between group meetings, parents will be encouraged to implement behavioral procedures through home practice assignments. Foster/kin parents will be telephoned once weekly by a group facilitator who will collect PDR data. PDR information will be integrated into the group sessions to make the curriculum more relevant to the current issues the foster/kin parents are facing. The curriculum for the group meetings will focus on 12 topic areas that are interwoven with issues raised by the foster/kin parents and problems that have been reported by the foster/kin parents as having occurred during the past week according to PDR data (a telephone interview on youth problem behavior described in Data Collection Procedures). A trained and supervised facilitator and a co-facilitator conduct the parent group sessions, with approximately seven foster parents per group. 
For youth participating in the intervention condition, which is the High-Intensity condition (KEEP SAFE+), each individual will participate in 20 sessions with a skills trainer (coach). All but three of these sessions will be one on one sessions with the youth and their "coach." Three sessions will be group sessions with approximately 5 youth-coach pairs. Each session will last approximately 1 and 1 half hours and will be held in a public location such as a community center, church, or restaurant. Skills trainers will be trained and supervised on how to support youth to increase their personal commitments to school; to avoid drugs and risky sexual behavior; to develop individualized plans and goals for educational and career strengthening activities; to role play strategies for using refusal skills with peers; to provide information on adolescent health and development; to role play and discuss strategies for increasing personal safety; and to model problem solving skills and strategies for meeting new people and dealing with feelings of exclusion and peer rejection. Graduate social work interns and/or recent college graduates who are trained and supervised to be “coaches” (skills trainers) will be used to conduct these weekly sessions. 
IRB COMMENT: There is concern that the estimated amount of time for subject involvement is underestimated given the research instruments indicated for use. Discuss how the time estimate was derived and if pilot testing was conducted. Revise the protocol and/or assent and consent documents to more accurately reflect the time commitment as necessary.
RESPONSE The interview protocols for both foster parents and youth have been pilot tested on several parents and teens using the phone interview methodology. All interviews were completed within the time estimates given above.



	          Research Instruments
	

	MEASURE DESCRIPTIONS (For Spanish speaking parents and teens, all instruments are administered in Spanish, by a bilingual interviewer at OSLC.) 
The Study Instrument (SI) file name as it appears in the "Supporting Documents" is listed after the name of each instrument. 
Activities with Friends [OSLC] (SI: ACTIND7.doc) This 33-item survey was developed at OSLC. It assesses how often the target youth engages in a range of prosocial and antisocial behaviors with his/her friends. Respondent: Target Youth Waves: Baseline, 6 Month, 12 Month, 18 Month Constructs: Proximal Outcomes (Delinquent Peers) 
Adolescent Attitudes Questionnaire (SI: AATT KT.doc) [Fearnow-Kenney, M., Hansen, W. B., & McNeal Jr., R. B. (n.d.). Postulated mediators of adolescent substance use. Unpublished manuscript.] This questionnaire is adapted from an interview developed to test 12 mediators of drug use in adolescents. For this study, we will use the normative beliefs, lifestyle incongruence, beliefs about consequences, and commitment scales. In addition to the original items related to drug experimentation and drug use, we have developed similar items related to risky sexual behaviors. Respondent: Target Youth Waves: 6 Month Constructs: Mediators (Health Knowledge) 
Brief Symptoms Inventory (SI: BSI.doc) [Derogatis, L. T., & Spencer, P. M. (1982). Manual: The Brief Symptom Inventory [BSI] administration, scoring, & procedure manual - I. Baltimore: Johns Hopkins.] This 53-item standardized questionnaire assesses mental health, including somatization, obsessive compulsive, interpersonal sensitivity, depression, anxiety, hostility, phobic anxiety, paranoid ideation, and psychoticism. The BSI has been found to have high convergent validity with the MMPI and strong construct validity using factor analysis. The internal consistency alpha coefficients for the 9 primary symptom dimensions range from .71 to .85. The test-retest coefficients for the same 9 dimensions range from .68 to .85. In addition, the test-retest coefficients for the 3 global indices range from .80 to .90. Respondent: Target Youth Waves: Baseline, 6 Month, 12 Month, & 18 Month Constructs: Early & Current Adversity (Youth Mental Health); Proximal Outcomes (Poor Mental Health); Longer-Term Outcomes (Mental Health Diagnosis) 
Center for Epidemiologic Studies Depression Scale (SI:cesdd.doc) [Radloff, L. S. (1977). The CES-D Scale: A self-report depression scale for research in the general population. Applied Psychological Measurement, 1, 385-401.] The CES-D was designed to measure current levels of depression in the general population by asking the number of days in the past week that the participant has suffered from 20 depressive symptoms. Internal consistency alphas have been found to range from .85 to .90, with higher alphas found in a clinical sample than in the general population. Reported test-retest reliability correlations range from .32 to .67. Respondent: Target Youth Waves: Baseline, 6-Month, 12 Month, & 18 Month Constructs: Early & Current Adversity (Youth Mental Health); Longer-Term Outcomes (Mental Health Diagnosis) 
Child Behavior Checklist - Parent (SI:PCBC.doc) [Achenbach, T. M. (1991). Manual for the Child Behavior Checklist/4-18 and 1991 Profile. Burlington VT: University of Vermont, Department of Psychiatry.] This widely used 113-item checklist for psychopathological behaviors includes scales for behaviors such as delinquency, depression, and hyperactivity. National norms are available for each of the scales that can be created from the checklist. Through various methods, the CBC-L has been shown to have both construct and content validity. The CBC-L discriminates between referred and non-referred children, and has been shown to correlate with similar scales on similar measures. Test-retest reliability coefficients for the subscales ranged from .70 to .95. The mean alpha coefficients for the competence and problem scales were .87 and .89, respectively. Respondent: Kin/Foster Parent Waves: Baseline, 12 Month & 18 Month Constructs: Proximal Outcomes (Antisocial Behavior, Poor Mental Health); Longer-Term Outcomes (Delinquency, Mental Health Diagnosis) 
Comprehensive Effects of Alcohol (SI:CEOA.doc) [Fromme, K., Stroot, E., & Kaplan, D. (1993). Comprehensive effects of alcohol: Development and psychometric assessment of a new expectancy questionnaire. Psychological Assessment, 5, 19-26.] This 38-item questionnaire is designed to measure the respondent's expectations about the effects of drinking alcohol. The measure results in seven scales, three negative (cognitive & behavioral impairment, risk & aggression, self-perception) and four positive (sociality, tension reduction, liquid courage, and sexuality). The respondents rate how much they agree that they would experience a set of behaviors if they were to drink alcohol, using a 4-point scale from "Agree" to "Disagree." This questionnaire has been found to have good internal consistency and construct validity. Test-retest correlations ranged from .53 to .81. Respondent: Target Youth Waves: 6 Month Constructs: Mediators (Health Knowledge) 
Foster Parent Meeting Code (SI: FPMR) [OSLC] All foster parent meetings will be videotaped, and approximately 30% will be reviewed and scored for (a) foster parents’ understanding and use of the model; (b) their engagement; (c) amount and quality of the support they received; (d) amount and quality of guidance from the facilitators, (e) facilitator’s structuring and pacing of the meeting, and (f) tone of the meeting. Each foster parent’s interaction with the facilitator and with other group members is rated on 13 dimensions. Individual foster parent ratings are followed by Global ratings of the overall quality and tone of the group session. The psychometric properties of the FPMR are currently being evaluated in the context of KEEP1. Respondent: Staff Waves: Intervention Constructs: Intervention Foster/Kin Parent Interviews (SI:CARINT - BL1.doc) (SI: CARINT - 6 MO.doc) (SI:CARINT - 12MO.doc) [OSLC ] 
The Foster/Kin Parent Interview is conducted with the primary adult caring for the adolescent at each assessment and lasts approximately 1 hour. For the Baseline, 12-Month, and 18-Month assessments, the Foster/Kin Parent Interviews cover the youth’s current status in the areas of (1) general activities, (2) school and academic progress, (3) romantic relationships, (4) pregnancy/fathering history, (5) self-reported delinquency (see below), (6) peer relationships (12- & 18-Month only), (7) alcohol and drug use, and (8) access to services. The interview also includes a section on parent and household demographics. The 6-Month Foster/Kin Parent Interview primarily assesses hypothesized mediators of the youth’s outcome: (1) restrictiveness of living situation, (2) school and academic progress, (3) supervision, (4) discipline, (5) relationship with kin/foster parent, and (6) peer relationships. Respondent: Kin/Foster Parent Waves: Baseline, 6 Month, 12 Month, 18 Month Constructs: Early & Current Adversity (Antisocial Behavior, School Adjustment); Mediators (Supervision, Discipline, Relatedness with Adults, Deviant Peers); Proximal Outcomes (Delinquent Peers, Antisocial Behavior, Low School Attendance & Poor School Performance, Substance Use); Longer-Term Outcomes (Delinquency, School Failure, Substance Use Disorder, Pregnancy) 
Intervention Group Attendance [OSLC ] Intervention staff will track each participant’s attendance, including 'make-up' contacts via home visits or telephone calls. Respondent: Staff Waves: Intervention Constructs: Intervention 
Intervention Satisfaction Questionnaire (SI:SFDBK9V Youth.doc) (SI:SFDBK9V Parent.doc) [OSLC] Participants in the experimental group will complete an evaluation questionnaire about their experiences in the intervention. Topics include positive or negative impacts on the foster parents’ ability to discipline and supervise their child, the degree to which they have been able to implement the techniques presented, and overall satisfaction. The Youth version of the questionnaire focuses on the impacts of the intervention on the youth’s relationship with his/her peer and parents. Respondent: Foster/Kin Parent, Youth Waves: Intervention Constructs: 
Intervention Inventory of Parent & Peer Attachment (IPPA) (SI:ARM A1.doc) [Armsden, G. C., Greenberg, M. T. (1987). The Inventory of Parent and Peer Attachment: Individual differences and their relationship to psychological well-being in adolescence. Journal of Youth and Adolescence, 16(5), 427-454.] This 34-item questionnaire assesses the youth’s attitude about the quality of his/her parent and peer relationships, resulting in 6 subscales: parent trust, communication, and alienation; and peer trust, communication, and alienation. Each of the 3 parent and peer subscales can be combined into a summary attachment score. The IPPA demonstrates high convergent validity by the significant correlations with other measures of well-being, self-concept, family characteristics, and utilization of support during stressful events. The authors report Cronbach alphas for the following scales: Parent trust (.91), Parent Communication (.91), Parent Alienation (.86), Peer Trust (.91) Peer Communication (.87), and Peer Alienation (.72). Respondent: Target Youth Waves: 6 Month Constructs: Mediators (Relatedness with Adults, Social Skills) 
Interview Impressions - Youth, Parent and Caretaker (SI:INTEV7 TC group.doc)(SI:INTEV7 FP group.doc) [OSLC] To contribute to the multiagent, multimethod strategy of data collection, all staff who have contact with families are asked to provide global impressions. Immediately after the interview, the interviewer fills out a questionnaire recording ratings in areas such as family strengths, parenting practices, how difficult the youth was to parent, child behavior problems. The youth impressions form includes impressions on the youth’s risk factors, his/her levels of attachment to significant adults, his/her peer relations, vision for his/her own future, and his/her relationship skills. Respondent: Interviewers Waves: All Constructs: Early & Current Adversity (Cognitive Functioning, Antisocial Behavior, Youth Mental Health, School Adjustment); Intervention; Mediators (Supervision, Discipline, Relatedness with Adults, Deviant Peers, Social Skills, Health Knowledge); Proximal Outcomes (Delinquent Peers, Antisocial Behavior, Low School Attendance, Poor School Performance, Placement Disruption, Poor Mental Health, Substance Use, Low Knowledge); Longer-Term Outcomes (Delinquency, School Failure, Substance Use Disorder) 
MOS Social Support Survey (SI: SOSUP.doc) [Sherbourne, C. D., & Stewart, A. L. (1991). The MOS social support survey. Social Science and Medicine, 32, 705-714.] This 20-item survey assesses the amount of companionship and assistance available from close friends and relatives to the youth if the youth perceives that he/she needs it. These are people the youth feels at ease with and can talk to about what is on his/her mind. This measure results in 4 subscales (emotional and informational support, affection, tangible support, positive interaction), and one overall support index score. Inter-scale correlations range from .72 to .90. Internal scale reliability alphas range from .91 to .97. Respondent: Target Youth Waves: 6 Month Constructs: Mediators (Social Skills) 
Official Arrest Histories [OSLC] Juvenile and adult court records are collected for each participant for each locale where the youth may have acquired an arrest, both prior to entering the study and for the duration of the study. Court records are coded so that they can be sorted according to the FBI Uniform Crime Reports (1980) definitions. Court records have been found to be reliable indicators of externalizing behavior (Capaldi & Patterson, 1991; Capaldi & Stoolmiller, 1999). Respondent: Official Records Waves: All Constructs: Early & Current Adversity (Antisocial Behavior); Longer-Term Outcomes (Delinquency) 
Participant Daily Report Interview (PDR) (SI:TIMED -BL.doc) (SI:TIMED - 6MO.doc) [Chamberlain, P., & Reid, J. B. (1987). Parent observation and report of child symptoms. Behavior Assessment, 9, 97-109.] Based on Chamberlain’s Parent Daily Report (PDR) measure, this interview will be asked of both the target youth and his/her foster/kin parent, and will assesses the type of discipline and supervision given and received over the previous 24 hours. In the PDR checklist portion of the interview, respondents are asked whether or not any of 34 problem behaviors have occurred in the last day and their reactions or "consequences" for the behaviors. The PDR has been significantly related to the Becker Adjective Checklist aggression and conduct items, and to home observation of the youth’s aversive behavior. The PDR has demonstrated strong inter-caller and temporal stability and inter-parent reliability. The interview includes additional items about attending school, time spent with peers and adults, time spent with the foster/kin parent, involvement in prosocial community activities, and positive and negative interactions with various people in the youth’s life. Respondent: Target Youth; Foster/Kin Parent Waves: Baseline, Intervention, 6 Month, 18 Month Constructs: Early & Current Adversity (Antisocial Behavior); Intervention (Supervision, Discipline, Relatedness); Mediators (Supervision, Discipline, Relatedness with Adults, Social Skills); Longer-Term Outcomes (Delinquency, Mental Health Diagnosis, Substance Use Disorder) 
Pederson Scales of Pubertal Development (SI:Phymat.boy.doc)(SI:Phymat.grl - parent.doc) (SI:Phymat.grl.doc) (SI:Phymat.boy - parent.doc) [Petersen, A. C., Crockett, L., Richards, M., & Boxer, A. (1988). A self-report measure of pubertal status: Reliability, validity, and initial norms. Journal of Youth and Adolescence, 17(2), 117-133. ] Parents and youth complete this questionnaire, which was developed to be a less invasive way to assess a youth’s physical development through puberty. Questions ask about specific bodily changes the youth may be experiencing. The authors tested the reliability of this measure over the course of five seasons and report an average Cronbach’s alpha of .77. Respondent: Foster/Kin Parent, Youth Waves: Baseline Constructs: Early & Current Adversity (Pubertal Status) 
Peer Involvement and Social Skills (SI:APRSK.doc) [Walker, H., & McConnell, S. (1988). The Walker-McConnell Scale of Social Competence And School Adjustment. Austin, TX: PRO-ED.] For this questionnaire, the foster/kin parent rates the youth’s positive peer relationships and school adjustment skills. The form combines items of peer acceptance, rejection, and influence developed at OSLC with the Walker-McConnell Scale of School Competence and Social Adjustment. The 3 Walker-McConnell subscales (Teacher-preferred Social Behavior, Peer-preferred Social Behavior, and School Adjustment Behavior) have demonstrated strong test-retest reliability (r = .88 to .97), modest inter-rater reliability (r = .11 to .83), and excellent consistency alpha (r = .90). In addition, this measure was shown to have excellent discriminant and construct validity. Respondent: Foster/Kin Parent, Youth Waves: 6 Month Constructs: Mediators (Relatedness with Adults, Deviant Peers, Social Skills) 
Referral Screening Questionnaire (SI:SCREEN.doc) [OSLC] This screening instrument obtains baseline demographic information, living situation prior to referral, family risk characteristics, child risk characteristics, and placement/runaway information. Respondent: Child Welfare Social Worker Waves: Baseline Constructs: Early & Current Adversity (Parental Criminality, Youth Mental Health) 
School Records (SI:STREC 01.doc) [OSLC] This is a form developed by OSLC and administered at the end of each school year. Information collected includes the youth’s current school status (enrolled or not, type of school), special services received, standardized test scores, attendance records, discipline contacts and outcomes, and academic grades. Prior school attendance, grades, and discipline contacts will also be collected from the school records. Respondent: Official Records Waves: All Constructs: Early & Current Adversity (Cognitive Functioning, School Adjustment); Longer-Term Outcomes (School Failure/Drop Out) 
Session Videotape Review (SI:Session Review.doc) [OSLC] All foster parent sessions and approximately 30% of skills trainer sessions will be videotaped. These videotapes will be reviewed weekly by the clinical supervisor and the San Diego-based PI for training and ongoing supervision. Specifically, senior staff will review the videotapes for issues related to adherence to the model. Intervention staff attend weekly supervision meetings where the tapes and information from the reviews are discussed. Respondent: not applicable Waves: Intervention Constructs: Intervention 
Sex History Survey (SI:sex survey.DOC)(SI:sex survey - 12MO .DOC) (SI:sex survey - 18MO.DOC) [Capaldi, D. M., & Stoolmiller, M., Clark, S., & Owen, L. (2001). Health-risking heterosexual behaviors in at-risk young men from early adolescence to youth adulthood: Prevalence, predication and STD contraction. Unpublished manuscript.] This survey was developed at OSLC and is designed to assess the participant's sexual knowledge and behavior, with emphasis on health-risking behaviors. The questions start with less-risky topics and include skip-out patterns so that when youth answer “no” to less-risky behaviors, the questions about more-risky behaviors will not be asked. Respondent: Target Youth Waves: Baseline, 12 Month, 18 Month Constructs: Proximal Outcomes (Health Knowledge); Longer-Term Outcomes (STI?s, Pregnancy) 
Skills Trainer Session Code (STSR) [OSLC] Approximately 30% of skills trainer sessions will be videotaped, reviewed, and scored for (a) skills trainers’ understanding of the model; (b) their use of role plays and skill practice with the youth; (c) the amount and quality of the support they provide the youth; and (d) the tone of the session. This measure will be developed and will be similar to the Foster Parent Meeting Review Code (FPMR). Respondent: Staff Waves: Intervention Constructs: Intervention 
Substance Abuse Services Cost Analysis Program (SI:SASCAPcost.pdf) (SASCAP) [Zarkin, G., Dunlap, L., & Homsi, G. (2004). The substance abuse services costs analysis program (SASCAP): A new method for estimating drug treatment services costs. Evaluation and Program Planning, 27, 35-43.] This measure is comprised of a cost module and a labor allocation module. Initially designed and tested for substance abuse programs and interventions, it can be applied to the cost analysis of any behavioral intervention (personal communication with Zarkin and Dunlap, June 2004). For this reason, we will make slight modifications, as needed, for the specific Child Welfare setting and foster care intervention. The cost component of the SASCAP collects standardized annual economic cost data for personnel, supplies and materials, contracted services, building and facilities, equipment, and miscellaneous resources (e.g., utilities). This is completed by an economist in collaboration with the interventionists. The labor allocation component of the SASCAP methodology uses a key informant survey format to collect detailed information from the clinic director about each clinic’s allocation of labor hours across clinic activities. Information collected includes the type and number of personnel performing the activity and the number of hours spent by each job type performing the activity in a typical week. The SASCAP approach was used to estimate service costs for over 100 programs participating in CSAT’s Accreditation Project. The SASCAP approach has also been successfully applied to mental health facilities. Computerized Medicaid Records, CWS records (placement changes, respite, foster care payments), and School Records (special education placement) will also be used to measure this domain. Respondent: Official Records Waves: All Constructs: Costs 
Youth Interview (SI:CINT - BL.doc) (SI:CINT - 6MO.doc) (SI:CINT - 12MO1.doc) [OSLC] This interview is administered to the adolescents and typically parallels the Caretaker Interview. For the Baseline, 12-Month, and 18-Month assessments, the Youth Interview covers the youth?s current status in the areas of (1) general activities, (2) school and academic progress, (3) romantic relationships, (4) pregnancy/ fathering history, (5) self-reported delinquency (see below), (6) peer relationships (12- & 18-Month only), (7) alcohol and drug use, and (8) access to services. The 6-Month Youth Interview primarily assesses the hypothesized mediators of the youth’s outcome: (1) restrictiveness of living situation, (2) school and academic progress, (3) supervision, (4) discipline, (5) relationship with kin/foster parent, and (6) peer relationships. The self-report of delinquency measure is the Elliott Behavior Checklist [Elliott, D. S., Huizinga, D., & Ageton, S. S. (1985). Explaining delinquency and drug use. Beverly Hills, CA: Sage.] The youth is asked how many times he/she has done any of the law violating behaviors during a specific time frame. The measure has subscales such as general delinquency, index offenses, minor delinquency, and illicit drug use. This delinquency measure has demonstrated good content and construct validity. External validity, as compared to official records, is problematic due to both under- and over-reporting and due to problems with official records data. Reliabilities for 13 of the 16 subscales were at least adequate, if not excellent. Respondent: Target Youth Waves: Baseline, 6 Month, 12 Month, 18 Month Constructs: Early & Current Adversity (Antisocial Behavior, School Adjustment); Mediators (Supervision, Discipline, Relatedness with Adults, Deviant Peers, Social Skills, Health Knowledge); Proximal Outcomes (Delinquent Peers, Antisocial Behavior, Placement Disruption, Low School Attendance, Poor School Performance, Poor Mental Health, Substance Use, HRSB, Low Knowledge); Longer-Term Outcomes (Delinquency, School Failure, Mental Health Diagnosis, Substance Use Disorder, STIs, Pregnancy) 
WISC IV ? Vocabulary (SI:WAISR vocab.doc) [Wechsler, D. (2003). Wechsler Intelligence Scale for Children - Fourth Edition. New York: The Psychological Corporation.] This 32-item instrument is a subtest of the WISC-IV and measures cognitive functioning in the verbal comprehension domain. Subjects are asked to define words and continue until they reach the end of the list or until they make five consecutive errors. The author reports an average reliability coefficient of .89 for the vocabulary subtest. The vocabulary subtest correlates very highly with the Full Scale IQ score (.72). Respondent: Target Youth Waves: Baseline Constructs: Early & Current Adversity (Cognitive Functioning) 



	          Study Location 
	

	All parenting group sessions will meet in classrooms in community locations previously used in the KEEP intervention project within San Diego County, including community centers, churches, and San Diego County Health and Human Service Agency facilities. Youth will meet with their "coaches" in a variety of community settings, including community centers, churches, and restaurants (e.g., Wendys), depending upon the nature of the topic being covered during the session. Youth will meet with their coaches either after school or on Weekends, at a time agreed upon by the foster/kin caregivers. 



	      Potential Benefits 
	

	Adolescents in foster care are at high risk for a myriad of negative outcomes including substance use, involvement in the juvenile justice system, participation in health-risking sexual behaviors, placement in restrictive care settings such as residential treatment care centers, and failed school performance. These negative outcomes have serious impacts on the individual, the family, and the community at large. Therefore, potential benefits for the youth include the prevention of behavioral and emotional problems, and improved adjustment by the youth at home, school, and in the community. Prevention of behaviors such as delinquency, substance use, emotional difficulties, health-risking behaviors, and teen pregnancies could improve teens’ long-term ability to care for themselves. Benefits to foster, kin, and biological parents may be an increase in their knowledge and ability to work with their youth, resulting in greater satisfaction in their role as parents. In addition, with increased skills, foster parents may be less likely to request that a foster child be removed because of difficult behaviors. 
All participants are expected to benefit in that they will derive satisfaction from contributing to the knowledge gained from this research. Also, participants in both groups will receive financial compensation for the time it takes to participate in the study assessments. 
Direct benefits to the state may include saved institutionalization costs and reduced dependence on Medicaid and welfare services. Another potential benefit to the state and county of San Diego are cost saving resulting from preventing placement disruptions and foster parent dropout because foster/kin parents are better prepared to address the challenges of parenting an adolescent. 
The knowledge gained from this research will be printed and disseminated to help others in the mental health and corrections professions who are working with teenaged youth in the child welfare system and their families. Should the proposed preventive intervention be effective, benefits to the next generation would include a disruption in the intergenerational transmission of antisocial patterns. This decrease would not only increase the health and mental health of future generations, but would reduce the costs to society in terms of the mental health services, incarceration costs, unemployment and welfare



	      Risk Assessment and Management 
	  

	Potential Risks and Protection Against Risk 
As a general protection against the human subject risks, all OSLC and CASRC staff go through Human Subjects training. In addition to reading general information about the human subjects protections such as the Belmont Report and watching an OSLC-developed presentation, each grant covers the specifics of protection protocols prior to receiving access to any confidential information in hard copy files or access to databases. In addition, all key personnel are required to complete a 3-hour Human Subjects training consisting of reading the Belmont Report, viewing a 90-minute NIH videotape Protecting Human Subjects and taking a corresponding test, and completing the NIH Human Participant Protections Education for Research Team’s computer-based training program whereby a certificate is issued by NIH upon completion. 
Potential Risks #1 (feeling coerced to consent) & #2 (misunderstanding of data use): Safeguards. As described in the Recruitment and Informed Consent section above, all participants will be required to read and sign a detailed consent form before participating in the study. In addition to explaining assessment procedures, uses to which the data will be put, and confidentiality of the data, the consent form stresses the fully voluntary nature of participation and their right to withdraw from the study at any time and to have all data relating to their child or family removed from data analysis. Experienced, bilingual as needed, research staff members are available at all points of the study process to answer questions and to explain assessment procedures and uses to which the data will be put. 
In addition to going over all consents orally, we use readability indexes to adjust the reading level required for our youth consent forms. The consent forms will be translated into Spanish for the monolingual Spanish-speaking participants. We also have Spanish-speaking research assistants at the center who are on-call to this project for any additional translation needs. 
Potential Risk #3 (violation of confidentiality): Safeguards. All OSLC and CASRC staff and volunteers sign confidentiality agreements. No one outside of OSLC or CASRC will have access at any time to records identifying subjects’ names. The information gathered will be used only for scientific, educational, or instructional purposes. 
Procedures to prevent the violation of confidentiality, in accordance with state law reporting requirements, are limited by the mandatory nature of these requirements. Subjects are informed in the consent documents and procedures that staff must report to authorities (a) physical injury to any child caused by other-than-accidental means, as required by state statutes; and (b) information from a study participant that leads staff to believe a person is in imminent danger of physical harm. Staff will also inform parents or guardians if, in the judgment of the professional staff, their child (under 18) is in imminent danger of attempting suicide. 
To ensure confidentiality, all information will be coded so that it cannot be associated with any individual's name. Identifying information needed for subject contact, such as names, addresses, telephone numbers, and social security numbers, is kept in locked file cabinets or in our subject database. Clinical files are also kept in locked file cabinets. Access to the OSLC and CASRC computer networks is restricted to those with valid usernames and passwords. Access to the subject database is further protected, being restricted to only those staff members whose jobs require this information for subject contact. These individuals require an additional (and different) username and password. Individual network and database passwords must be changed regularly. All staff members are trained to close password-protected applications or lock their workstations when they are away from their desks. All hard copy and electronic data are stored in secure storage, either locked cabinets or restricted areas on our computer networks. The OSLC and CASRC computing systems are protected from outside access by firewall systems. The planned complexity of these systems helps increase the security of the local networks. Servers maintain logs and generate reports of access attempts, which are reviewed by the Network Administrator. 
Access to OSLC and CASRC buildings and offices are restricted. Reception staff supervise public entrances during normal operating hours. All space accessible to the public is separated from research offices by locked, coded doors. All staff entrances are secured with locked, coded doors. Staff entry codes are changed regularly. During analysis of the data, all identifying information with the exception of the subject identification number is removed. No information about the identities of study participants will be published or presented at conferences. We will apply for a Certificate of Confidentiality to provide further protection of our study subjects and our data. We have received such a certificate for studies currently being conducted and anticipate no difficulties in obtaining one for the proposed study. 
Potential Risk #4 (information leading to criminal prosecution) & 5 (intended harm to potential victims): Safeguards. We will disclose to authorities information we receive from participants about intended physical harm to potential victims and about injuries to a child caused by other-than-accidental means. In these situations, we will also provide immediate counseling by OSLC-trained clinicians and referrals, if necessary. This will be explained to the potential participants both verbally and on the project description and consent forms provided to participants (as described in the Recruitment and Informed Consent section above, all participants will be required to read and sign the consent forms prior to participating in the study). In addition, participants will be reminded about confidentiality and the exceptions to those protections before every interview. 
If, during the assessment, the participant is determined to present immediate risk of suicidal action, a clinical psychologist on the project will be engaged to develop a safety plan with the client and to make indicated referrals. If the disclosure is the result of one of the written assessment items in the project, the psychologist will contact the family by telephone. If the disclosure occurs during an on-site session, the staff member will follow through with an in-person interview to clarify the presence of suicidal risk or develop a plan of action. In the most extreme cases of risk, the psychologist then assumes follow-up responsibility for the plan of action with the family. 
Potential Risk #6 (disclosing personal information), #7 (discomfort with procedures), & #8 (dissatisfaction with assessment or treatment): Safeguards. Prior to every assessment, participants are reminded that they may choose to skip any question or procedure they find uncomfortable and that they have the right to withdraw from this study at any time. If an individual becomes overly distressed or distraught during the assessment, the assessment will be stopped immediately and an OSLC-trained clinician will talk privately with the affected individual(s). Appropriate referrals will be made, as needed. Questionnaires about very personal behavior are gated such that when the participant responds “no” to a less risky behavior, questions about more risky behaviors are skipped. In addition, we will consider the option of using an interactive voice response system where the participant can respond to the most sensitive questions using a computerized telephone data collection questionnaire. Research staff receive training specific to each assessment tool. For complex child assessments, they must complete audio-taped pilot assessments. These tapes are reviewed by experienced staff and must be approved before data collection can begin. To prevent discomfort or embarrassment, staff undergo considerable training in non-judgmental and supportive interviewing techniques. 
Research and intervention staff meet weekly with either the Project Coordinator or the Clinical Supervisor for ongoing training, monitoring of protocols, and problem solving. The Principal Investigators meet weekly with the Project Coordinator, Assessment Coordinator, and Clinical Supervisor regarding staffing, data collection, and intervention issues. 
During their participation in the study, participants may have questions about the assessment or intervention procedures. Participants will be encouraged to discuss with the project PIs, coordinators, or interventionists any possible dissatisfaction with intervention or assessment activities. Experienced research staff members are available at all points of the study process to answer questions and to explain assessment procedures, uses to which the data will be put, and confidentiality of data. Referrals to alternative community services will be made at the family’s request or when it appears to be appropriate. An independent ombudsman is also available should a participant not wish to discuss a grievance with OSLC staff. All grievance procedures are made available to participants both orally and in writing during the informed consent procedures. 
Potential Risk #9 (emotional, psychological, or physical harm as a result of the intervention): Safeguards. The Oregon Principal Investigator (Chamberlain) and Co-I (Reid) are licensed psychologists in the state of Oregon and have the knowledge and expertise in managing the risks inherent in providing treatment services. The Clinical Supervisor (Davis) has extensive experience managing MTFC-based therapeutic programs with adolescents. 
The Skills Trainers and Group Facilitators will meet weekly with the California Principal Investigator (Price) for supervision. These meetings will provide ongoing training, as well as client case planning and general intervention support. The Oregon-based Clinical Supervisor will attend these meetings via telephone, and will also be on call and available to the Skills Trainers and Group Facilitators for crisis situations. All treatment staff and interventionists maintain progress notes where they document any unusual or concerning events following each contact with the foster/kin parents and youth. Intervention staff will contact youths’ foster/kin parents by telephone once a week for the duration of the intervention. Caregivers will be given the opportunity to discuss concerns about their children, their participation in the intervention, and their own efforts to implement the techniques taught in the parent training groups. 
The risks to subjects are reasonable given the goals of the study: 
(1) Based on our experience, the procedures cause little if any discomfort. In fact, in the similar studies currently underway, participants report that they enjoy being in the study and routinely agree to participate in repeated assessments. 
(2) The participants will be compensated for their time and expenses and will receive full and timely debriefing. 
(3) The study will provide important information on the prevention of conduct problems, substance use, and health-risking sexual behavior. 
(4) The study has the potential for developing more effective methods for helping foster parents and biological/adoptive families to better deal with the antisocial behavior and emotional problems of their children. 
Data and Safety Monitoring Plan 
1. Potential Adverse Events Resulting from Participation in the Intervention Events identified as possible adverse outcomes for the participants in KEEP SAFE and KEEP SAFE+ group (i.e., the Experimental Condition) while participating in intervention activities include the following: 
(1) Violation of confidentiality 
(2) Youth’s emotional, psychological, or physical needs may be neglected 
(3) Youth may suffer psychological harm due to misinterpretation or misuse of intervention techniques 2. Procedures to Safeguard Against Adverse Events 
Many of the procedures to safeguard against potential adverse events are also a standard part of the general human subjects protections outlined in our application “Protections of Human Subjects.” Below we have specified procedures with particular relevance to the participants in the intervention condition. 
Informed Consent Informed consent will be obtained from the foster/kin parent, the youth’s legal guardian, and the youth. Generally, the informed consent process is conducted in two steps. First, the prospective participant receives a phone call from the Project Coordinator or other senior staff to describe the study and confirm eligibility to participate. Second, if the foster/kin parents are interested, the staff member makes an appointment to visit their home to further explain the study, orally review all of the information on the consent form, and answer any questions. If the foster/kin parents and youth agree to participate, each signs the consent form. Participants are given a signed copy of the consent form. 
Participants in the KEEP SAFE and KEEP SAFE+ condition receive a consent document that is specific to participating in the intervention. The form includes a description of the intervention activities, the time required to participate in those activities, and the potential benefits of the intervention. All consents and consent procedures will have been approved by the Oregon Social Learning Center’s (OSLC’s) and SDSU IRB. 
Confidentiality Safeguards 
All OSLC and CASRC staff and volunteers sign confidentiality agreements. No one outside of OSLC or CASRC will have access to records identifying subjects’ names at any time. The information gathered will be used only for scientific, educational, or instructional purposes. Procedures to prevent violation of confidentiality, in accordance with state law reporting requirements, are limited by the mandatory nature of these requirements. Subjects are informed in the consent documents and procedures that staff must report to authorities (a) physical injury to any child caused by other-than-accidental means, as required by state statutes; and (b) information from a study participant that leads staff to believe a person is in imminent danger of physical harm. Staff will also inform parents or guardians if, in the judgment of the professional staff, their child (under 18) is in imminent danger of attempting suicide. 
Identifying information needed for subject contact, such as names, addresses, telephone numbers, and social security numbers, is kept in locked file cabinets or in our subject database. Clinical files are also kept in locked file cabinets. Access to OSLC’s and CASRC’s computer networks is restricted to those with valid usernames and passwords. Access to the subject database is further protected, being restricted to staff members whose jobs require this information for subject contacts; these individuals require an additional (and different) username and password. Individual network and database passwords must be changed regularly. All staff members are trained to close password-protected applications or lock their workstation when they are away from their desks. During analysis of the data, all identifying information with the exception of the subject identification number is removed. No information about the identities of study participants will be published or presented at conferences. We will apply for a Certificate of Confidentiality to provide further protection of our study subjects and our data. We have received such a certificate for studies currently being conducted and anticipate no difficulty in obtaining one for the proposed study. 
General Staff Training Safeguards 
Every employee or volunteer at CASRC and OSLC is required to participate in a mandatory, ongoing training program on human subject protection. Key personnel are required to complete a more extensive, 3-part training/testing program, which focuses on the Belmont Report, NIH’s online training course, and a video produced by NIH and the FDA. 
In addition, research and intervention staff are trained to identify events that would fall under mandatory reporting guidelines, including physical injury to any child caused by other-than-accidental means or information from a study participant that leads staff to believe a person is in imminent danger of physical harm. As the participant completes the instruments, staff will be required to review identified instruments and items for response values that indicate concern. Based on the response values, staff will be required to review disclosure information with the PI and, if necessary, conduct follow-up inquiry with the participant to further determine level of risk. At any time during the intervention if any information leads staff to suspect abuse or neglect of children, staff are trained to contact the project PI, who is a licensed psychologist. Based on the information, the PI will advise staff regarding communication to the family, appropriate further inquiry, follow-up, and reporting. 
All data collection and intervention protocols include forms on which staff members record any problems during data collection and intervention activities, concerns about the child or family, or unusual occurrences. In addition, our staff is trained to inform their supervisors of their concerns as soon after appointments with families as possible. These procedures allow our research and intervention staff an opportunity to quickly review and respond to any possible concerns or adverse affects. 
Intervention Safeguards 
The Oregon Principal Investigator and one of the Co-Investigators (Reid) are licensed psychologists in the state of Oregon and have the knowledge and expertise in managing the risks inherent in providing treatment services. The California Principal Investigator is a developmental psychologist and also has expertise in managing the risks inherent in providing treatment services. The Clinical Supervisor is a senior clinician who trains and supervises interventionists in OSLC treatment foster care programs. Skills Trainers and Group Facilitators will meet weekly with the California Principal Investigator (Price) for supervision. These meetings will provide ongoing training, as well as client case planning and general intervention support. The Oregon-based Clinical Supervisor will attend these meetings via telephone, and will also be on call and available to the Skills Trainers and Group Facilitators for crisis situations. All treatment staff and interventionists maintain progress notes where they document unusual or concerning events following each contact with the foster/kin parents and youth. 
Intervention staff will contact youths’ foster/kin parents by telephone once a week for the duration of the intervention. Caregivers will be given the opportunity to discuss concerns about their youths, their participation in the intervention, and their own efforts to implement the techniques taught in the parent training groups. If, during the intervention, the participant is determined to present immediate risk of suicidal action or other severe emotional/behavioral problems, the interventionist will ask the PI to verify the presence of individual risk. Where immediate risk is determined, a consulting psychiatrist will provide further advice and direction on the advisability of using hospitalization or other clinical interventions as part of the youth’s treatment plan. In all situations referred to the psychologist, a written report is kept in a participant’s confidential file for future reference. 
Data and Client File Safeguards 
Access to OSLC buildings is restricted. Reception staff members supervise public entrances during normal operating hours. All space accessible to the public is separated from research offices by locked, coded doors. All staff entrances are secured with locked, coded doors. Staff entry codes are changed regularly. All hard copy and electronic data are stored in secure storage, either in locked cabinets or restricted areas on our computer network. The OSLC and CASRC computing systems are protected from outside access by firewall systems. The planned complexity of these systems helps increase the security of the local networks. Servers maintain logs and generate reports of access attempts, which are reviewed by the Network Administrator. 
Access to the OSLC and CASRC computer networks is restricted to those with valid usernames and passwords. Access to the subject database is further protected, being restricted to only those staff members whose jobs require this information for subject contact. These individuals require an additional (and different) username and password. Individual network and database passwords must be changed regularly. All staff members are trained to close password-protected applications or lock their workstation when they are away from their desks. 
Monitoring Accrual and Retention 
Study subjects will be referred to this project several times a year through the County of San Diego Health and Human Services Agency (HHSA) using the Child Welfare Services/Management Information System (CWS/MIS). Potential study subjects are tracked via database and spreadsheet applications. All current recruitment, study retention, and attrition rate information is systematically reviewed and updated by project staff. Recruitment and retention rates are plotted and reviewed by the project director at least quarterly. 

Response Procedures for Adverse Events 
Because we plan to recruit and treat approximately 23 families in the KEEP SAFE and KEEP SAFE+ conditions every 6 months, the Intervention sample is small enough at any one time that we will be in regular contact with all families in our intervention condition while they are receiving services from the study. Therefore, we will learn about adverse events as they occur. We expect adverse events will continue to be very low base rate events that are statistically negligible, thus a data-driven approach to analysis appears less appropriate in these circumstances than in other larger clinical trials. 
However, we have included "adverse events" fields in our subject tracking databases, from which we generate reports thrice yearly. Thus, we are in a good position to detect statistically meaningful differences between intervention and control groups in terms of adverse events. We will also track whether any adverse events that occur are a result of the study intervention. 
Violation of Confidentiality: Mandatory Reporting 
One serious adversity a participant may encounter is the possibility that staff must report to authorities instances of physical abuse, neglect, or threat of physical harm, whether related to intervention activities or not. To anticipate these concerns, the project has established procedures and guidelines to respond to risk disclosures and crisis situations among subject families. All staff will be trained to recognize risks or crises that require immediate reporting response. Three types of situations require special procedures: 
(1) Suicide thoughts or attempts. Two types of risks will be addressed in the project: (a) ideation or the presentation of thoughts or interest in suicide, and (b) action, which includes both thoughts of suicide as well as the presence of a plan and means to accomplish a suicide act. During treatment sessions, interventionists are trained and required to identify suicidal risks in both the domains of ideation and action. In either situation, interventionists will be required to engage the clinical psychologist on the project to verify the presence of individual risk in the case. 
(2) Abuse. Child abuse concerns may arise from any or a combination of the following sources: (a) the parent or child verbally indicates that abuse has occurred or is occurring, (b) the parent or child answers one or more assessment questionnaire items suggesting the possibility of abuse, (c) the child is observed being treated abusively during an intervention session, (d) the child is observed with bodily injury (e.g., bruises, burns, black-eyes) whose origin appears to differ from the explanation given of the injury. If any of the above indicators of abuse lead staff to suspect abuse or neglect of children, the project’s clinical psychologist is notified to review the information and determine next steps. If abuse is indicated, the psychologist will include a report of abuse to protective services. 
(3) Threat of danger to others. The threat of danger to others includes disclosure of potential physical harm by a participant to others, including members of the participant’s family or other individuals in the community. At any time during the intervention, if any information leads staff to suspect a participant poses a threat of harm to others, staff are trained to obtain additional information and contact the project psychologist. At any time during the intervention, if participants disclose information suggesting the threat of harm to others, the project’s clinical psychologist is notified to review the information and determine next steps. 
Harm to the Youth as a Result of Neglect of the Youth’s Needs or by Misuse of Techniques 
If the safeguards fail to protect an intervention youth from neglect of emotional, psychological, or physical needs or from maltreatment or other harm due to misuse of techniques, the project’s clinical psychologist will assess the situation, consult with the PIs, and develop a plan to address the child’s needs. 
Throughout participation in the study in general and the intervention specifically, referrals to alternative community services will be made at the youth’s or family's request or when it appears to be appropriate. If a youth or parent is embarrassed or uncomfortable talking to the PI, an independent ombudsman (not hired or working for the project or for OSLC) will be available should a participant wish to discuss a grievance. The ombudsman’s contact information and a description of the grievance procedures are made available to participants both orally and in writing during the informed consent procedures. In all situations that are referred to a psychologist, the written report is kept in a participant’s confidential file for future reference. 

Reporting Procedures for Adverse Events 
The anticipated potential adversity inherent to the intervention is limited to those situations described above and is addressed by the timely intervention of a licensed clinical psychologist skilled in risk assessment and mandatory reporting requirements. As a part of the ongoing statistical analyses conducted to evaluate the effectiveness of the intervention trial, the intervention and control groups will be routinely compared on several dimensions, including the occurrence of the type of adverse events described above. With any significant group difference, the relevant covariates will be thoroughly examined in order to understand more completely the relationship between the variables of interest and potential effects of the intervention. The results of our analyses, including the occurrence of adverse events, will be reported both to SDSU and OSLC IRB and to NIDA through annual progress reports. We will also report adverse events to others, as directed by our IRB or NIDA Program Official. 
Reporting Procedure for Serious Unanticipated Adverse Events 
In the event of an unanticipated serious adverse event, the project PIs will ensure that these events are reported to the Program Official within 24 hours by phone, fax, and/or email and will submit a written report to the Program Official no more than two days later. In addition we will notify the Program Official if the adverse event was or was not a result of either the KEEP SAFE or KEEP SAFE+ intervention. We will also notify the Program Official about any and all changes to the study protocols or changes to the DSMP that result from the occurrence of any adverse event. The project staff will also use the following OSLC reporting procedures: 
(1) When the grant staff and/or PI becomes aware of a serious adverse event, OSLC reporting requirements must be implemented in a timely manner. 
(2) PI completes an OSLC Adverse Event Reporting Form and submits the form to the OSLC Human Subjects Officer. 
(3) The Human Subjects Officer immediately distributes the form to the following individuals or groups as required: OSLC Administrator, OSLC Management Committee, and OSLC and SDSU IRB Officials. 
(4) The Human Subjects Officer will convene an expedited meeting of the IRB either on site or via telephone. The IRB, with the input of the PI, will review the study protocol and determine what further action to take based on the best interests of the participants and of the research. 

Oversight 
The OSLC Administration is responsible for general oversight of all grant activities and will inform the grants about changes and requirements for the DSMP. Each intervention grant will have a yearly review of its DSMP by the OSLC IRB during the regular continuing review process, outlining the following points: · Reassessment of the risks and benefits to study participants · Participant recruitment, accrual, and retention · Data quality and confidentiality · Consideration of external scientific or therapeutic developments with impact on the safety of participants or the ethics of the study · Review any adverse events The OSLC Administration will update the general DSMP procedures as needed. 
IRB COMMENT: Discuss how staff in Oregon will provide appropriate referral information for the study’s San Diego-based participant population.
RESPONSE: OSLC Psychologists will make referrals for a child or family through the child's local caseworker and the San Diego PI.

	      
	

	          Confidentiality Procedures
	

	To ensure confidentiality, all information will be coded so that it cannot be associated with any individual's name. Identifying information needed for subject contact, such as names, addresses, telephone numbers, and social security numbers, is kept in locked file cabinets or in our subject database. Clinical files are also kept in locked file cabinets. Access to the OSLC and CASRC computer networks is restricted to those with valid usernames and passwords. Access to the subject database is further protected, being restricted to only those staff members whose jobs require this information for subject contact. These individuals require an additional (and different) username and password. Individual network and database passwords must be changed regularly. All staff members are trained to close password-protected applications or lock their workstations when they are away from their desks. 
All hard copy and electronic data are stored in secure storage, either locked cabinets or restricted areas on our computer networks. The OSLC and CASRC computing systems are protected from outside access by firewall systems. The planned complexity of these systems helps increase the security of the local networks. Servers maintain logs and generate reports of access attempts, which are reviewed by the Network Administrator. 
Access to OSLC and CASRC buildings and offices are restricted. Reception staff supervise public entrances during normal operating hours. All space accessible to the public is separated from research offices by locked, coded doors. All staff entrances are secured with locked, coded doors. Staff entry codes are changed regularly. 
During analysis of the data, all identifying information with the exception of the subject identification number is removed. No information about the identities of study participants will be published or presented at conferences. 
We will apply for a Certificate of Confidentiality to provide further protection of our study subjects and our data. We have received such a certificate for studies currently being conducted and anticipate no difficulties in obtaining one for the proposed study. 



	          Special Considerations for Maintaining Confidentiality
	

	Reportable Disclosures 
We will disclose to authorities information we receive from participants about intended physical harm to potential victims and about injuries to a child caused by other-than-accidental means. In these situations, we will also provide immediate counseling by OSLC-trained clinicians and referrals the San Diego County of Health and Human Services Agency, if necessary. This will be explained to the potential participants both verbally and on the project description and consent forms provided to participants (as described above all participants will be required to read and sign the consent forms prior to participating in the study). In addition, participants will be reminded about confidentiality and the exceptions to those protections before every interview. 
If, during the assessment, the participant is determined to present immediate risk of suicidal action, a clinical psychologist on the project will be engaged to develop a safety plan with the client and to make indicated referrals. If the disclosure is the result of one of the written assessment items in the project, the psychologist will contact the family by telephone. If the disclosure occurs during an on-site session, the staff member will follow through with an in-person interview to clarify the presence of suicidal risk or develop a plan of action. In the most extreme cases of risk, the psychologist then assumes follow-up responsibility for the plan of action with the family. 

Data Coding for Tracking Purposes 
All subjects are assigned a unique identifying code when successfully recruited into the study. The master list of the participant names, addresses, phone numbers and id codes are kept on a password and firewall protected hard disc and in a hard copy form in a locked filling cabinet. This list will be used each year to contact foster and kinship families in an attempt to retain them through the 18 month follow-up. It will be necessary to continue to use this list to be able to contact families by phone and to determine whether the teen is still in the home, and to update family contact information. 

Image and Voice Recordings 
All parenting group sessions will be recorded on to digital cameras (in San Diego County by CASRC group facilitators) for the purpose of supervision of group facilitators and to examine treatment fidelity. All digital recordings are will then be transferred to DVDs, which will be kept in a locked file drawer in a locked office. Only the group facilitators and clinical supervisor will have access to these recordings. Each DVD will be identified by the initials of the group facilitator (JP) and the number assigned to the group (e.g., JP 1). No participate names or codes will appear on the DVDs. Each week a set of DVDs from the parenting groups will be sent via Federal Express to the clinical supervisor at OSLC. This will enable both the CASRC and OSLC staff to track the transport of this material (using a Federal Express tracking number) and to know where in the material is in transport and when it has arrived. The OSLC staff then verifies the arrival of the materials sent from CASRC. OSLC has an extensive 30-year history in the management of confidential video record data obtained from research projects and clinical services. No one outside the KEEP SAFE intervention project be allowed access to these video records. 

Certificate of Confidentiality 
As stated above, we will apply for a Federal Certificate of Confidentiality should the study be approved. We have received such a certificate for similar studies and anticipate no difficulty in obtaining one for this study. 

Transportation of Data

With the exception of the file data collection and coding, all assessments will be conducted by telephone by the trained research staff at OSLC. Data collected in San Diego county, such as school and juvenile court data files will be copied onto discs and personally delivered to OSLC personnel. 
IRB COMMENT: Omit references to reporting information about suspected or known child or elder abuse back to the child’s guardian within the protocol and the consent and assent documents.  Instead it should be stated that CPS, or other appropriate authority will be notified if child or elder abuse is suspected or known.  
RESPONSE: We believe we are ethically obligated to notify parents when we make a report to Child Welfare of an incidence of abuse or neglect concerning a child or elder in their care. We have edited the Consent form to simply state that we will notify them when a report is made, and not to inform the parent prior to a report as was stated in the original Consent form.



	      Costs
	

	No costs are anticipated for participating in this research investigation. Foster and kinship parents are provided with $15.00 to cover weekly travel costs to meet in parenting groups held at a facility within their local community.



	      Compensation/Incentives
	

	Foster Parents 
Assessments:  (Parents in both intervention and control groups): baseline interview - $40; 6-month interview - $50; 12-month interview - $60; 18-month interview - $70. Checks issued by OSLC. Estimated Value: $220 
Travel Costs: (Parents in intervention groups only): $15 (in form of gift card) per session (24 sessions total). Estimated Value: $360 
Foster Youth Assessments: (Youth in both intervention and control groups): baseline interview - $40; 6-month interview - $50; 12-month interview - $60; 18-month interview - $70. Checks issued by OSLC. Estimated Value: $220 
The value of each of the assessment incentives is based on per dollar rate of approximately $20 dollar per hour, with increases in increments of $10 for each subsequent assessment. The travel incentive of $15 is expected to more than compensate the costs of gasoline for driving to and from the group session location, which is typically no more than 5 miles each way. 
We have similar incentive values in the past with foster parents and youth, who have viewed these values as being fair for the work being completed. 



	      Investigator Experience 
	

	Joseph M. Price, Ph.D (Purdue University)., PI, SDSU. Dr. Price is a Professor in the Psychology Department at San Diego State University and Co-Track Leader of the Experimental Psychopathology Track in the SDSU/UCSD Joint Doctoral Program in Clinical Psychology. Dr. Price is also an Associate Director at the NIMH funded Child and Adolescent Services Research Center (CASRC, see www.casrc.org) and an investigator on the NIMH funded Improving Care for Children in Child Welfare Research Network (CAIRN). Dr. Price’s expertise is in the psychosocial functioning of maltreated children and children in foster care, and in parent-mediated intervention approaches for these populations. He has been the PI of a number of investigations of the psychosocial functioning and adjustment of maltreated children and children in foster care. He also directed the clinical portion of Project KEEP intervention in San Diego and oversaw the recruitment of 706 foster and kin parents for participation. He was also responsible for hiring and supervising all project staff and for coordinating and facilitating communication among the community (HHSA) and research partners (OSLC & CASRC). 
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