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B. Collections of Information Employing Statistical Procedures
        
[bookmark: _Toc12183288][bookmark: _Toc14160670]B.1. Respondent Universe and Sampling Methods
In summary, contractors from Westat will recruit and enroll 200 eligible parents to participate in an 18 week intervention and evaluation. Because the Essentials for Parenting Toddlers and Preschoolers (EFP) resource is web-based, recruitment will be done entirely through digital outreach, both through advertising such as with Facebook, and publisher outreach through parent-oriented blogs and message boards. Interested parents will be screened through an online system, and parents who are interested and eligible will be contacted by study staff for consent and enrollment.

Parents will be enrolled through block randomization into two groups, one that is guided through a study-specific version of the EFP website modules in a highly directed order, and one that is free to navigate the study-specific EFP website as they wish. Each block will consist of 20 parents randomized into conditions. Parents will start the study as they are enrolled over the course of approximately one week’s time per block.

Participation will last for 18 weeks for each parent, during which they will explore the website and complete assigned weekly assessments. An automated management system custom designed for the study will provide parents with access to their assigned website content, and deliver scheduled assessments through the website. Reminders about assigned content and assessments will be individualized to the parent’s study schedule, and sent automatically by text or email. 

Because the target population for this study is parents with young children who use the Internet, recruitment will be accomplished through digital outreach. Below are the details of the proposed recruitment plan for the current study. 

Sample and Screening. The primary audience for recruitment is mothers and fathers between ages 18-45 whose oldest child is 2-4 years old, who speak English, have Internet access at home, and who are diverse in geography, socioeconomic status, and race/ethnicity. We will seek a total of 400 parents to ensure enrollment of a diverse group of 200.

A brief online screening questionnaire (see Attachments I1 and J) will be used to capture key demographic eligibility information and ensure that parents are available to complete the study during the field period. Parents who do not meet the screening criteria (e.g., they are over age 45, their oldest child is 5 or older) will be informed immediately of their ineligibility and thanked for their interest. The following criteria, as mentioned above, will be used for eligibility screening:
· Parent is between ages 18-45 years.
· Parent is the biological, adoptive, or step-parent of least one child, the oldest of whom is between ages 2-4 years.
· Parent has internet access at home.
· Parent is willing to commit to intervention/assessment procedures, and 
· Parent speaks and reads English.

Once eligibility is established, the following additional demographic information will be sought to ensure diversity of participants enrolled in the study and to inform recruitment:
· Parent race
· Parent ethnicity
· Household income relative to poverty
· Geographical region of the country
· Parent gender

Parents will be assigned to intervention condition based on randomization of blocks of 20 parents. Within each block of 20 parents, enrollees will be randomly assigned to either the Natural Navigation (NN) or Guided Navigation (GN) arm. If a parent is randomized to the GN arm, the randomization will also determine the order in which modules are presented. Within each block randomization, 10 parents will be assigned to NN, 10 to GN, and within the GN arm, two parents will be assigned to each possible module presentation order based on a Latin square design of module orders. Assignment to condition will be done after a parent consents to participation (see Attachment E: Participant Phone Consent Script) and is officially enrolled in the study. Parents will be informed of their assignment during the enrollment phone call and told to expect an email or text message containing login information. The Post-Screening Introductory Email for Participants and the Post-Enrollment Follow-up Email for Participants can be found in Attachments F and Attachment G, respectively.

Online Recruitment. There are two methods that will be used to recruit participants. The first is advertising through Facebook (see example ads in Attachment H), and the second is by reaching out to social media sites to ask them to promote the study (see sample text for publishers in Attachment H). For the Facebook recruitment efforts, we will use targeted web ads on Facebook to recruit parents of children ages 2-4 and drive traffic to the online recruitment and screening site. For outreach, we will engage online publishers and parenting message board administrators in the United States, asking them to post on their web platform about the study recruitment effort in order to reach parents of toddlers/preschoolers and direct them to the online recruitment and screening site. These approaches are described in more detail below.

Facebook Advertising. Through the use of Facebook’s promoted post ad service, Westat will use ads that include approved study recruitment messages to individuals within the Facebook network who have identified themselves as parents. We will refine this further to ensure that parents whom Facebook’s data have identified as having a child age 0-3 or 4-12 years old are targeted. We will target this audience in every state across the U.S. to reach all regions of the country. At the outset of the campaign we will not target specific income levels, but as the participants begin to enroll, we will work closely with the rest of the study team to see where additional refinements are needed. For example, if we are seeing that interested parents are high income, we can refocus our targeting to lower income audiences in Facebook. We will monitor the advertisement performance data on a daily basis to ensure that we are targeting effectively and reaching our eligibility and diversity goals. 

Publisher Outreach. There are a number of parenting blogs and websites whose audiences include the parents of toddlers and preschoolers, such as 5 minutes for mom, busy dad blog, reddit.com/r/mommit, reddit.com/r/daddit, ahaparenting.com and others. We can engage with the editors and moderators of these sites and request a post about the study on their websites, and/or sharing information about the study via social media. In the case of reddit and other such parenting message boards, we would engage the community of parents to ensure a positive reception and directly post information about the study. 

Publisher outreach messaging will focus on the basics of the study and include links to the information and screening website. Each correspondence will be tailored to the specific publisher and will focus on information about the study that they can share with their audiences. The key messages communicated to publishers will be about the nature and goals of the study, the time commitment involved, the incentives provided to compensate for time spent on the study, and the potential of the study to help parents of young children more broadly. If publishers request pre-scripted content to post about the study recruitment effort, we will provide such content. 

B.2. Procedures for the Collection of Information
[bookmark: _Toc12183291][bookmark: _Toc14160672]Data collection will be conducted by qualified individuals employed by the contractor, Westat. Data will be collected from parents using online assessments. The following steps will be implemented by CDC to safeguard the objectivity of the evaluation: 1) all data collectors will receive human subjects training; and 2) CDC will hold weekly or bi-weekly conference calls with the contractors to provide oversight and discuss data collection procedures. 

As the Westat principal investigator on the Westat IRB protocol, Dr. Nancy Weinfield is responsible for overseeing the scientific and human subjects integrity of the study.

Parents will complete 18 weekly online assessments, cued by on-screen messages as they log into EFP modules, as well as by email or text messages (per participant’s preference). The assessments are aggregated into four groups that reflect what is assessed and when: (1) core assessment, (2) content knowledge and usefulness assessment, (3) detailed assessment, and (4) rotating assessment. 

Core Assessment (see Attachments I3 and J). For a multiple baseline design, the same measures must be completed each week. Thus, each parent will need to complete 18 core assessments. The core assessments are timed to allow the examination of change from pre-, to mid- (day 7), to post-completion (day 14) of each intervention module. To accommodate 3 assessments per module while allowing 2 weeks for parents to complete each module, the post assessment of one module is administered at the same time as the pre assessment for the next. The pre-, mid-, and post-module assessments for module 1 occur on days 22, 29, and 36 of the intervention period. The day 36 assessment occurs on the same day that the parent begins module 2, prior to their exposure to module 2 material. In this way, the day 36 assessment serves as the post-module 1 assessment and the pre-module 2 assessment. 

Content Knowledge and Usefulness Assessment (see Attachments I4 and I5). We will assess module-specific knowledge twice per module—at days 1 (pre) and 14 (post) of the unit—and perceived usefulness of content once per module—at day 14 into the unit (post). Knowledge items from all modules will also be part of the week 1 and week 18 assessments. Usefulness items from all modules will also be part of the week 18 assessment. Each knowledge measure will be a 3-item study-specific true/false quiz tapping the major points of the technique that is being taught in the module the parent is working on. To illustrate, parents will be asked three questions about the features of effective commands during the Giving Directions module, and three features of age appropriate time outs in the Time Out module. Each usefulness measure will comprise 3 module-specific items tapping usefulness, everyday applicability to parenting challenges, and whether the information is sufficiently detailed to be applied.

Detailed Assessment (see Attachments I2 and J). The detailed assessment will be administered at weeks 1 and 18 and is designed to measure child externalizing behavior, parenting behaviors, parenting stress, parenting thoughts, and parent psychological symptoms with validated measures. Demographics items not asked through the screening and enrollment process will also be added to the detailed assessment. 

Rotating Assessment (see Attachments I3 and J). The rotating assessments will be administered during Weeks 2-17. It would be advantageous but too burdensome on parents to administer the detailed assessment weekly to examine intervention effects. Thus, we are administering only some of the measures from the detailed assessment each week, using a planned missingness design (Graham, Taylor, & Cumsille, 2001). The measures can be grouped together in 4 blocks of 9 to 11 items as follows: (1) short forms (Lorber, Xu, Slep, Bulling, & O’Leary, 2014) of the PS over-reactivity and laxness subscales (11 items), (2) CTS-PC corporal punishment and Fragile Families Parenting Aggravation subscales (10 items), (3) Positive Attitudes toward Corporal Punishment Scale and Parental Sense of Competence Scale efficacy subscale (11 items), and (4) the Parent Cognition Scale child responsible subscale (9 items). The order of administration will be counterbalanced with a 4 × 4 Latin square to ensure an equal number of administrations of each measure block with no order confounding.

Website Usage Assessment (see Attachments I6 and J). Currently, the CDC website collects metrics via Google Analytics. Google Analytics collects user information from the website to provide reporting on usage such as page views and average time spent. These same metrics will be applied to the study-specific mock website housed and managed by Westat. However, to answer the research question, “How do parents perceive the website?” we plan to administer a System Usability Scale. The items (e.g., “I would recommend that others use this website”; “I thought the website was easy to use”) tap perceived ease of use as well as usefulness of the website. Because system usability is not module-specific, the Website usage assessment will be administered only during the Week 18 assessment.

B.3.  Methods to Maximize Response Rates and Deal with Non-response
Given the large burden on respondents due to the number of assessments conducted over a substantial amount of time, we anticipate that attrition is inevitable. If we find in early weeks that attrition is higher than anticipated, we may increase the number of respondents who can start the study in a given week from 20 per block to more in later weeks, or we may extend the recruitment of additional blocks into January 2016. 

We plan to use several strategies to retain respondents through the course of the study. First, during the initial screening call, we will make sure the respondents fully understand the requirements of the study, the time commitment involved, when their participation will start, and the incentive plan. Respondents will need to affirm that they are willing and able to fulfill the study requirements before being selected for the study. We believe that this detailed discussion of study requirements will prevent later attrition. Second, we will provide tokens of appreciation after each assessment. Parents will receive a $20 incentive for their first detailed baseline assessment and will then receive a $10 incentive when each subsequent weekly assessment is completed during weeks 2-17. Respondents will receive a $30 incentive for the longer, 1-month post intervention follow-up. A bonus incentive of $40 will be provided to parents who complete each of the assessments within its designated timeframe, given the need for assessments to occur at regular intervals. Receiving these timely tokens of appreciation will help maintain interest in the study. We also believe that retention will be enhanced by making the timing of the assessments as clear as possible and compliance as simple as possible. The short message service (SMS) will send automated reminder emails or texts (depending on the respondent’s preference) when it is time for the respondent to complete each assessment. If a respondent has not completed the assessment within the specific window (such as within 3 days), the SMS will send a reminder text/email emphasizing the importance of participation. We will follow up with a telephone call to respondents who have completed at least 2 assessments but then fail to complete an assessment and do not respond to the reminders. We feel that personal contact will be effective in enhancing retention, particularly when the importance of the study and our appreciation for their willingness to participate is emphasized, as well as the commitment the respondent made to the study at the time of screening. If we are not able to reach respondents through telephone, we will send them a letter that underscores these points. Respondents who fail to complete the first two assessments are unlikely to have developed any level of emotional engagement with the study, and they will be dropped and replaced with a respondent from the reserve sample.
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B.4. Test of Procedures or Methods to be Undertaken
The assessment measures have been developed with the extensive input of expert consultants both internal and external to CDC and Westat. In addition, many of the assessment measures are validated measures that have been used with parents in similar research settings and are those that have strong psychometric properties. 

[bookmark: _Toc14160674][bookmark: _Toc12183305]B.5. Individuals Consulted on Statistical Aspects and Individuals Collecting and/or Analyzing Information 
All instruments and procedures have been reviewed extensively by CDC. The following individuals have worked closely in developing the instrument and procedures that will be used, and will be responsible for data analysis:
· Beverly Fortson, Division of Violence Prevention, CDC
· Colby Lokey, Division of Violence Prevention, CDC
· Nancy Weinfield, Westat 
· Amy Slep, NYU Family Translational Research Group
· Michael Lorber, NYU Family Translational Research Group
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