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SUPPORTING STATEMENT
NATIONAL HYPERTENSION CONTROL INTIATIAVE 

This is an initial OMB submission for revision of data collection under the existing OMB Control # 0990-0482 and related to ICR 202204-0990-002 and ICR 202204-0990-005


A.  Justification

1.  Circumstances Making the Collection of Information Necessary

As part of the federal response to COVID-19, the U.S. Department of Health and Human Services (HHS) has funded a new initiative involving two cooperative agreements with the American Heart Association (AHA) to improve COVID-19-related health outcomes by addressing hypertension (high blood pressure) among racial and ethnic minority populations. According to the Centers for Disease Control and Prevention, having high blood pressure may increase the risk of severe illness from COVID-19.

The $32 million project from the HHS Office of Minority Health (OMH) and the Health Resources and Services Administration (HRSA) Bureau of Primary Health Care will implement a national initiative to improve blood pressure control among the most at-risk populations, including racial and ethnic minorities. The three-year project will support 350 participating HRSA-funded health centers by providing patient and provider education and training for effective hypertension control as well as integration of remote blood pressure monitoring technology into the treatment of hypertension for patients served by participating health centers. The project will also utilize the American Heart Association's targeted media campaigns and collaborating community-based organizations (CBOs) to help reach Black, Latino, and other impacted communities with i) culturally and linguistically appropriate messages, ii) access to blood pressure screenings, and iii) connection to health centers to encourage proper treatment and management of hypertension of screened individuals. This initiative serves to increase the number of adult patients with controlled hypertension and reduce the potential risk of COVID-related health outcomes.

AHA’s objective is to identify promising approaches/best practices that combine new blood pressure measurement technology, lifestyle/behavioral modifications, and locally targeted media campaigns to address uncontrolled – including undiagnosed – high blood pressure, especially in racial and ethnic minority, American Indian/Alaska Native and other at-risk populations, given the association of hypertension with worse COVID-19 health outcomes.

AHA proposed a three-pronged strategy to meet this objective:

1. Community outreach & integration
2. Healthcare professionals training
3. Patient and public education
This OMB ICR request describes data collection activities for each of these three areas involving methods such as: providing information using online data portals, web-based polls and surveys for participants of web-based modules, surveys of health centers, and assessments of participation in program activities. Each data collection method is described in detail in Section 2. 

2.  Purpose and Use of Information Collection
This information request describes data collection activities involving a set of research activities with consumers and professionals from community-based organizations (CBOs) and community health centers (CHCs) to better understand their participation in the NHCI initiative and improving hypertension control in their respective communities. The AHA will use the information collected to improve its implementation of the NHCI initiative and report ongoing outcomes. 
Note: AHA is adding CBOs and CHWs to the survey besides CHCs.

Purpose
AHA’s objective is to identify promising approaches/best practices that combine new blood pressure measurement technology, lifestyle/behavioral modifications, and locally targeted media campaigns to address uncontrolled – including undiagnosed – high blood pressure in racial and ethnic minority, American Indian/Alaska Native and other vulnerable populations, given the association of hypertension with worse COVID-19 health outcomes. AHA will produce reports and publications highlighting lessons learned during program implementation, activity outcomes, and best practices gleaned from the demonstration project.  

The information collected by AHA will also provide formative input and feedback on how best to reach and engage intended audiences for the NHCI project. It will also allow AHA to make appropriate adjustments in content and methodology used in development and testing stages in order to improve the final products.  

The quantitative data collected by AHA will not be used to infer statistical significance or generalize to a broader population. 

The research methods outlined in this supporting statement have three major purposes:
1. Collect information on professionals (CHWs) participating in NHCI community-based education activities and monitor performance. 
2. Assess changes in knowledge, attitudes and behaviors related to blood pressure among CHWs participating in NHCI. 
3. Assess changes in clinical behaviors and practices related to hypertension management and best practices among healthcare professionals participating in NHCI.

How the information will be collected
Data collection methods will be primarily quantitative with some minor qualitative data collection and will include interviews, web-based surveys, and online form completion. 

Specifically, the AHA will engage in:

1. Primary Data Collection
a. CHW Application. Collecting information on participating Community Health Workers (CHWs) to assist with placement in workforce activities related to blood pressure control. (Added IC instrument)
b. CHW Assessment Form. Monitoring the placement and community-based goals of CHWs participating in the NHCI. (Added IC instrument)
c. CHW Program Modules. Administering health lessons to Community Health Workers (CHWs) working with Community-based Organizations (CBOs) and Community Health Centers (CHCs) to assess knowledge, skills, and practices. (Only 7 out of approved 9 Modules will be used)
d. CHC Surveys. Conducting online data collection on participation and use of NHCI services and supports with NHCI CHCs. (Already approved survey, revision in language to prevent duplication of patients.)
Primary Data Collection Details
a. CHW Application.  The CHW Pilot Program aims to equip and empower CHWs to coordinate high blood pressure management in both clinical and community settings. The pilot program provides CHWs with specialized training with the theme Community-Clinical Linkages to Improve Blood Pressure. To help with CHW placement in the community and determine the most suitable CHW placement within a Community-Based Organization or Community Health Center, NHCI is proposing to collect information as part of an application for participation.  The purpose of this application is to collect information on the area of the country the CHW resides in, the potential CBO and CHC partners available to the applicant, as well as some basic demographic and contact information. Information will be used to track the number of CHWs participating in the NHCI program and the areas of the country they are impacting.
b. CHW Assessment Form. As a part of the program described above, the CHWs will be working with staff at CBOs and CHCs on community placements to help with blood pressure control activities, including educating community members and teaching tools and techniques for improved health.  The community placements will be monitored through a supervision process, where the CHWs will work directly with the staff member to review the progress of their community placement activities, and completion of goals.  The CHW Assessment Form will be used by supervising staff at CBOs and CHWs to collect information on placement, hours completed, knowledge and understanding of key concepts and principles related to blood pressure control, health education delivery, blood pressure screening, the referral process, collaboration and communication, professionalism and ethical practice, and overall performance.  The data collected will be used to monitor CHC progress and help improve blood pressure control services to the community. 
c. CHW Program Modules. Building on the success of the work currently being done by the NHCI through delivering Empowered to Serve module health lessons (previous OMH approval granted in 4/2022), AHA will add additional module health lessons to engage CHWs working with CBOs in the CHW Program.  The CHW Program Modules are an education curriculum on hypertension and hypertension-related activities helping CHWs to engage communities and motivate community members to take steps towards creating a culture of health. AHA will collect information from participating CHWs via an online pre-/post- quiz. The quizzes all follow the same structure and in addition to requesting participant basic demographic information, will collect information on the following topics: i) understanding the concept of community/clinical linkages, ii) understanding high blood pressure and its health consequences, iii)identifying individuals at risk for high blood pressure and program implementation, iv)assessing blood pressure and interpreting readings, v)promoting healthy lifestyles to prevent high blood pressure, vi)assessing, navigating, and monitoring social determinants of health, and vii)coordinating care with healthcare providers. 

Data will be aggregated to review the number of participants (CHWs) that completed the curriculum, the number that completed each quiz, and the gain in knowledge and skills.

 The additional requested CHW module health lessons consists of seven training modules and pre/post quizzes:
i. Community Clinical Linkages: Enhancing Collaborative Care
ii. High Blood Pressure Awareness: All about High Blood Pressure
iii. Being Proactive with High-Blood Pressure
iv. Blood Pressure Screenings: Assessing and Interpreting Results
v. Preventative Strategies for High Blood Pressure
vi. Social Determinants of Health: Assessment, Navigation and Monitoring
vii. Care Coordination: Effective Collaboration with Health Care Professionals

d. CHC Surveys. One of the major initiatives of the NHCI is to work with CHCs to improve processes to improve blood pressure control.  To that end, AHA has been administering OMB approved surveys to the CHCs on a variety of topics involving their progress in blood pressure measurement, treatment, and self-monitoring.  AHA is proposing additional data collection from the CHCs in the form of a web-based survey conducted in the same platform that is currently being used by NHCI (the Data Reporting, Evaluation, and Monitoring (DREaM) system).  Specifically, CHCs will provide qualitative and aggregated quantitative data in three areas; i)satisfaction and utility of a third party population health tool a subset of the CHCs have been using to track hypertension outcomes, ii)satisfaction and utility of additional modules related to improving blood pressure control and health outcomes through a partnership with the American Heart Association, and iii)satisfaction and utility of a service NHCI engaged with to implement self-monitored blood pressure in community health centers. Access to the surveys will be via email links sent along with a hardcopy of the surveys. AHA will administer the surveys one-time following OMB approval, and data will be used to help understand the supports and services provided by NHCI to the CHCs, and determine the utility for sustainability going forward. 
The three proposed surveys are:
i. Use of Azara/Population Health Tool 
ii. JumpStart Modules
iii. Uniti Health 
3.  Use of Improved Information Technology and Burden Reduction

Remote, web-based testing is a cost-efficient method to obtain quantitative and qualitative input from a greater number of participants who are more representative of the intended audience, at large. Below is a description of how AHA will use technology, when possible, to reduce response burden. 

The current NHCI approved online data reporting portal (DREaM) will be used for all proposed data collection to reduce burden and simplify completion from CHWs, CHCs and CBOs. The online platform will be pre-populated with available information from administrative data and previously completed CHC/CBO assessments to minimize participant data entry when possible. The surveys will be available via paper copy if requested, however all submission is strongly encouraged through the online platform. Approximately 100% of responses will be electronic.


4.  Efforts to Identify Duplication and Use of Similar Information

It is not expected that any of the information to be submitted to AHA during these formative research studies is duplicative or is already in the possession of the federal government. Specifically, publicly available data sources including the Uniform Data System (UDS) will be utilized to obtain information related to demographics and hospital infrastructure to ensure minimal reporting burden on our CHCs. The proposed information collection will allow AHA to significantly improve their ability to develop and implement the components of the NHCI project among intended audiences. 

5.  Impact on Small Businesses or Other Small Entities

Not applicable. 

[bookmark: _Hlk82173961]6.  Consequences of Collecting the Information Less Frequently

Collecting the information less frequently would impair the ability of AHA to effectively evaluate the formation and community health impact of the NHCI project and make required changes to improve quality. Because NHCI is a 3-year, demonstration project with intended use to broaden findings for larger audiences, it is imperative that quality improvement processes happen frequently within this timeframe. The CHW Application will only be completed one time, while the CHW Assessment will only occur one time in order to help the CHW complete their work.  The CHW Program Modules pre/post quiz data will be collected only a single time pre and a single time post for each of the seven modules from each CHW. The CHC surveys will be collected a single time within one month of OMB approval.  AHA has chosen this distribution schedule to minimize the impact of data collection burden on participants.


7.  Special Circumstances Relating to the Guidelines of 5 CFR 1320.5

Various data collection activities may be conducted under the auspices of this request.
This request fully complies with regulations. 

8.  Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency

60-day Federal Register Notice has been published on December 6, 2023 and no public comments are received in response. [Vol. 88, No. 233, Pages 84822 - 84823, FR DOC #2023-26739]

i. The necessity and utility of the proposed information collection for the proper performance of the agency’s functions 

ii. The accuracy of the estimated burden 

iii. Ways to enhance the quality, utility and clarity of the information to be collected 

iv. The use of automated collection techniques or other forms of information technology to minimize the information collection burden 

9.  Explanation of Any Payment or Gift to Respondent

Individual participants will not receive any payment apart from the grant funds received by the HRSA-funded health center at which they are employed.  Participating Community Health Centers and Community-Based Organizations (CBOs) will receive grant-based awards to assist with their implementation of program activities. 

10.  Information Regarding Confidentiality Provided to Respondents

AHA and their contractors will follow procedures for assuring and maintaining privacy to the extent allowed by law during all stages of data collection.  Respondents will receive information about privacy via on-screen text prior to online survey initiation, in an advance email and verbally prior to initiation of interviews and focus groups. Respondents will be informed that all information will be kept private by the research team and that comments will not be associated with their names and will only be reported at a health center or community-based organization level to inform NHCI program implementation and tailor corresponding program assistance.  Data will be kept private to the extent allowed by law. All data collected and retrieved for the project, such results of surveys, applications, or assessment forms, will be maintained in a secure password-protected environment. Access will be limited to staff working directly on the project that need to use the data for project purposes. 

11.  Justification for Sensitive Questions

No questions will be asked that are of a personal or sensitive nature and will focus on knowledge and behaviors related to hypertension and corresponding NHCI program implementation. In addition, all participants will have the opportunity to opt out of any survey questions they deem too sensitive to answer.

12.  Estimates of Annualized Burden Hours and Cost

A. Burden Hours 

Information collected in years one through three of this project were approved under OMB control numbers 0990-0379 and 0990-0492. The current ICR incorporates lessons learned from year 1 and 2 and the start of year 3 of the project. The total annual estimated burden imposed by this new collection of information is 2,090.0 hours per year over a 1-year period. NHCI plans to implement certain strategies to ensure participant burden is as minimal as possible. Of note, this total annual estimated burden is a high-end estimate as the burden table includes all planned information collection through the end of the project.

AHA is currently engaging a total of 350 CHCs and up to 16 CBOs in NHCI-related activities, as well as up to 300 CHWs.  However, for the purposes of estimating annual burden hours, the number of respondents varies by instrument and are reflected in the time burden information below.

While data collection/entry will be via an online data platform (DREaM system), CHWs, CHCs and CBOs will be sent an electronic printable version containing all possible application, assessment or survey questions. This will allow participants to efficiently review all questions and confirm corresponding answers prior to accessing the online platform, which due to its online display, would present only select questions at a time. Further, any CHWs, CHC and CBO participants will be offered training on how to utilize the DREaM system for to complete data collection. The estimated burden time per response for CHC/CBO quarterly data collection includes any time to research question responses, as well as the time associated with accessing and entering these responses into the online data platform. 

AHA will engage up to 300 consumers respondents (CHWs) in completion of the CHW Application, CHW Assessment and CHW educational health lesson module quizzes/questionnaires. An explanation of how the burden for each of these activities was estimated can be found below:
· CHW Application: A total of 300 respondents (CHWs) will complete the application, which will be collected one-time for each, and is estimated to take approximately 30 minutes to complete.  

300 respondents x 1 application x 30 minutes = 150 burden hours

· CHW Assessment: A total of 300 respondents (CHWs) will complete the assessment, which will be collected one-time for each, and is estimated to take approximately 60 minutes to complete.  

300 respondents x 1 assessment x 60 minutes = 300 burden hours

· CHW Program Module Quizzes: A total of 300 respondents (CHWs) will complete the quizzes at post pre and post module completion across seven different health modules.  Each quiz will take approximately 10 minutes to complete. 

300 respondents x 7 lessons/year x 2 quizzes (1 pre, 1 post) x 10 minutes= 700 burden hours

For the CHC surveys, AHA will engage the CHCs who have participated in the relevant activities related to the topic of the surveys.  The anticipated number of respondents for each of the surveys is below:
· Use of Azara/Population Health Tool – 40 respondents total from the participating health centers
· JumpStart Modules – 350 respondents total from the participating health centers
· Uniti Health  - 350 respondents total from the participating health centers
In order to determine burden for these surveys, please see the calculations below:
· Use of Azara/Population Health Tool – A total of 40 respondents will complete the survey, which will be collected one-time for each, and is estimated to take approximately 60 minutes to complete.  

40 respondents x 1 survey x 60 minutes = 40 burden hours
· JumpStart Modules – A total of 350 respondents will complete the survey, which will be collected one-time for each, and is estimated to take approximately 60 minutes to complete.  

350 respondents x 1 application x 60 minutes = 350 burden hours

· Uniti Health  - A total of 350 respondents will complete the survey, which will be collected one-time for each, and is estimated to take approximately 60 minutes to complete.  

350 respondents x 1 application x 60 minutes = 350 burden hours

	Type of Respondent
	No. of Respondents
	No. Responses per Respondent
	 Average Burden per Response (in hours)
	Total Burden Hours

	CHW: Application
	300
	1
	30/60
	150

	CHW: Assessment
	300
	1
	1
	300

	CHW: Program Modules (Pre-test and Post-test)
	300
	14
	10/60
	700

	CHCs: Use of Azara/Population Health Tool
	40
	1
	1
	40

	CHCs: JumpStart Modules
	350
	1
	1
	350

	CHCs: Uniti Health
	350
	1
	1
	350

	Total
	
	
	
	1890.0



B. Burden Cost (average hourly rate) 

	Type of Respondent
	Total Burden Hours
	Hourly Wage Rate Respondent
	Respondent Cost

	CHW: Application
	150
	$23.99
	$3599.00

	CHW: Assessment
	300
	$23.99
	$7197.00

	CHW: Program Modules
	900
	$23.99
	$16,793.00

	CHCs: Use of Azara/Population Health Tool
	40
	$46.52
	$1861.00

	CHCs: JumpStart Modules
	350
	$46.52
	$16,282.00 

	CHCs: Uniti Health
	350
	$46.52
	$16,282.00 

	Total
	 
	 
	$62,013.30 



The $23.99 hourly wage rate for Community Health Workers (CHWs) is derived from the mean hourly wage across all occupations via the U.S. Department of Labor, Bureau of Labor Statistics May 2022 report “National Occupational Employment and Wage Estimates United States”[footnoteRef:3]. The $46.52 hourly wage rate for CHCs (health care practitioners) is based on the U.S. Department of Labor, Bureau of Labor Statistics May 2022 report “National Occupational Employment and Wage Estimates United States” for Healthcare Practitioners and Technical Occupations. The total estimated cost for this information collection for 1890 hours of reporting time is $62,013.30.   [3:  See https://www.bls.gov/oes/current/oes_nat.htm.
] 


The number of respondents and length of response was determined on the basis of survey length estimates from AHA experiences with other survey instruments, and should serve as accurate estimates of true burden. 

13.  Estimates of Other Total Annual Cost Burden to Respondents and Record Keepers

There will be no new annual capital or maintenance costs to the respondent as a result of this data collection.

14.  Annualized Cost to the Government 

The OMH may incur the following estimated costs annually through NHCI subcontract awards with implementation vendors for the purpose of setting up the NHCI program logistics and evaluation:

· Contract - External Evaluation (Creative Research Consulting, LLC), $ 100,000.00
· AHA Business Technology / Systems Development, $ 217,000.00
· American Medical Association (AMA), $ 50,000
· Ambulatory Data Platform and Maintenance , $ 100,000.00
· Contract/Sub-grant: E-Learning Modules Preparation (Consultant), $ 100,000.00
· Contact/Sub-grant: E-Learning Modules Digitization Vendor, $ 42,000.00
· Contract/Subgrant: CHW and Community Based Organizations $ 500,000.00

	Estimated Annualized Cost to Government: $ 1,109,000

15.  Explanation for Program Changes or Adjustments

There are no program changes or adjustments included in this request.


16.  Plans for Tabulation and Publication and Project Time Schedule 

The American Heart Association will not be employing statistical methods in assessing the National Hypertension Control Initiative (NHCI). There are four data collection activities that will result in tabulations and reporting for internal project purposes and publication. All data collection activities will result in summary descriptive statistics and means testing as appropriate. The data collection will not result in metrics generalizable to the population, but findings will inform future implementation of similar activities. 

The four data collection activities to be conducted are:

1. CHC Application to be completed by Community Health Workers (CHWs) beginning within one month of OMB approval and on an ongoing basis through the end of the NHCI. Data will be reviewed in aggregate quarterly to look at trends.
2. CHC Assessment to be completed by Community Health Workers (CHWs) beginning within one month of OMB approval and on an ongoing basis through the end of the NHCI. Data will be reviewed in aggregate quarterly to look at trends.
3. CHW Health lessons modules/curriculum assessing hypertension awareness, education and corresponding quizzes to be administered to CHWs within 1 month of OMB approval and on an ongoing basis through the end of the NHCI. Data will be reviewed in aggregate monthly to look at trends.
4. CHC Surveys will be completed a single time within one month of OMB approval.  Data will be aggregated to look at summaries of the individual questions.

The units of analyses for the CHW application, assessment and EmPOWERED to Health Lessons are CHWs, while the unit of analysis for the CHC survey will be the individual health centers. AHA will generate descriptive statistics for data collected using these activities/data collection tools.  When possible, the data will be cross-sectioned by urban/rural status, as well as demographic distribution of the CHC populations (gender, race/ethnicity) with T-tests being conducted to determine true differences between sub-groups. For the application, assessment, and CHW surveys, data summaries of respondent answers would be would be presented in a bar chart but could be presented in a line chart once more quarterly data collection periods have been completed. The CHC survey will collect quantitative and qualitative data on participation and satisfaction with NHCI activities, and will be analyzed a single time each to determine engagement, utility, and satisfaction.  All information collected will be synthesized into narratives comparing CHCs and CBOs of different characteristics, for example size (number of participants served), urban/rural location, and type of CBO.

In conclusion, no complex or analytical techniques will be used for the results of the collection of information. Findings from all data collection will be included in individual summary reports. The reports will describe the testing methods, findings, conclusions, implications, and recommendations for use in development and refinement of disease prevention and health promotion messages, materials, and tools. No attempt will be made to generalize the findings to be nationally representative. 

17.  Reason(s) Display of OMB Expiration Date Is Inappropriate

Expiration date display exemption is not requested. 

18.  Exceptions to Certification for Paperwork Reduction Act Submissions

The data encompassed by the projects discussed in this supporting statement will fully comply with all guidelines of 5 CFR 1320.9. No exception is requested to certification for Paperwork Reduction Act Submission.
 
B.  Collection of Information Employing Statistical Methods

Information will not be collected requiring statistical analysis employing statistical methods.

APPENDICES

A. CHW Application
B. CHW Assessment
C. CHW Program Module Surveys 
a. Community Clinical Linkages: Enhancing Collaborative Care
b. High Blood Pressure Awareness: All about High Blood Pressure
c. Being Proactive with High-Blood Pressure
d. Blood Pressure Screenings: Assessing and Interpreting Results
e. Preventative Strategies for High Blood Pressure
f. Social Determinants of Health: Assessment, Navigation and Monitoring
g. Care Coordination: Effective Collaboration with Health Care Professionals
h. CHC Azara/Population Health Tool Survey
D. JumpStart Survey
E. Uniti Health Survey
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