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Part A. JustificationGoal of the study: The goal of this project is to monitor and assess the contributions of current Global Public Health Data Innovation (GPHDI) investments in data modernization and digital public health infrastructure in terms of improving data availability to prevent, detect, and respond to public health threats in the selected countries.
Intended use of the resulting data:: The resulting data will be used by CDC to monitor GPHDI's investments and contributions to digital enablement for enabling data-driven decision making for public health preparedness and response in the selected countries. The resulting data will be used by CDC and its partners to assess and understand how GPHDI's efforts have contributed to enhancing data modernization, strengthening the digital public health infrastructure, and directly influencing improvements in data systems, data utilization, and public health outcomes in the selected countries.
Methods to be used to collect: The purpose of this data collection is to support program monitoring. Data will be collected using unstructured interviews guided by the data collection instrument (Appendix 3). Both quantitative and qualitative data will be collected during the interview sessions and as included in the data collection instrument. The indicators to be collected as shown in the data collection instrument include both structured response-type questions and narrative response-type questions. The narrative response-type indicators will provide additional context to the structured responses-type indicators. CDC contractors, RTI International (RTI) will conduct the interviews and CDC funded implementing partners (IPs) will provide responses to the indicators based on their funded activities. RTI will document the responses from the interviews using an instance of CDC RedCap. Interviews will be conducted in a live one-on-one session between RTI and identified monitoring and evaluation (M&E) point of contacts at the funded IPs. No patient-level or individual level or identifiable data will be collected for this project. 
Subpopulation to be studied: This project is not studying any population. The project is designed only for monitoring GPHDI’s investments in selected countries.
How data will be analyzed: Data collected from IPs will be qualitatively analyzed and summarized into descriptive reports highlighting key contributions of GPHDI across the countries. A combined deductive and inductive approach will be used for the qualitative analysis. A code book will be developed to enable the tracking of key words and themes across implementing partners, including achievements, challenges, best practices, and lessons learned. A predetermined set of codes around achievements, challenges, and best practices will be created using a deductive approach and additional codes will be added using an inductive approach throughout the data review process. Findings will be categorized as GPHDI program components and by country or region of implementation.

[bookmark: _Toc50867351]A.1.  Circumstances Making the Collection of Information Necessary
This is a new information collection request (0920-XXXX), the program is seeking approval for three years.
The Global Public Health Data Innovation (GPHDI) initiative, led by the US Centers for Disease Control and Prevention (CDC), aims to equip government decision makers with timely, accurate, and comprehensive public health data to effectively prevent, detect, and respond to public health threats. Challenges, such as limited data access, non-standardization, workforce limitations, and gaps in data systems and governance, often hinder the optimal use of data in public health response efforts. To overcome these challenges, GPHDI focuses on strengthening global outbreak response, pandemic preparedness, and surveillance through improved data availability and utilization. This is achieved by modernizing data systems and processes at all levels.
GPHDI is made possible by the American Rescue Plan Act passed by the US Congress in 2021 and is rooted in key strategic pillars within CDC, namely the Data Modernization Initiative (DMI)[footnoteRef:3] and the Global Digital Health Strategy (GDHS)[footnoteRef:4]. DMI is an agency-wide initiative aimed at improving data systems infrastructure within the United States, offers valuable insights and artifacts that can be adapted and leveraged for the global context of the GPHDI initiative. The goal of DMI is to get better, faster, actionable insights for decision making at all levels of public health. Complementing this, the GDHS incorporates inputs from a multi-partner engagement process, enhancing the strategic approach of the initiative. [3:  https://www.cdc.gov/surveillance/data-modernization/index.html ]  [4:  US Centers for Disease Control and Prevention (2023) CDC’s Global Digital Health Strategy. Atlanta, GA: Centers for Disease Control and Prevention. Available at https://www.cdc.gov/globalhealth/topics/gdhs/pdf/GDHS_Strategy2022_REV_508.pdf ] 

GPHDI is a current 3-year investment that builds on an existing foundation laid by various country governments, donor agencies, and multilateral organizations. This investment is specifically allocated to advance the initiative in 10 selected countries, including Kenya, Sierra Leone, Uganda, and Zambia in Africa; Colombia and Paraguay in the South American Region; Georgia and Ukraine in Eastern Europe; Thailand in the Central Asia Region; and Honduras in the Central American Region.
Effective monitoring of funded program activities serves multiple purposes, including the ability to make necessary program adjustments, and support host nations in fulfilling their reporting obligations to multilateral organizations like the World Health Organization (WHO). Although reporting on all activities funded by the US government is mandatory, standardizing the reporting process is vital. This standardization not only aids in the interpretation of findings, but also streamlines program responses for improved efficiency. This project is intended to establish a standardized way of monitoring and assessing performance and progress of current GPHDI activities across the countries. It also offers actionable insights and opportunities for continuous feedback and improvement. This data collection is authorized in line with Section 301 of the Public Health Service Act (41 U.S.C.241) appendix 1. If this data is not collected, it will become difficult for CDC to accurately determine the impact of the ARP funds as it relates to global digital health for outbreak preparedness and response. 

[bookmark: _Toc50867352]A.2.  Purpose and Use of the Information Collection

The purpose of this information collection is program assessment and program planning or management. Data will be collected by CDC contractor (RTI International) using the data collection instrument (appendix 3). The respondents are CDC implementing partners (IPs) funded through the American Rescue Plan/GPHDI funds. Collected data will be used by CDC to monitor progress of activities funded through GPHDI’s investments and to understand the contributions GPHDI’s investments are making towards enabling data-driven decision making for public health preparedness and response across the countries GPHDI has invested in. This will also inform progress CDC is making in line with the CDC’s Global Digital Health Strategy. Data collected will additionally help CDC understand how well they are positioned to better respond to future public health threats by understanding what infrastructure, workforce and technologies exists across the supported countries to support CDC’s public health response efforts. If this data is not collected, CDC will not be able to effectively determine the progress made through the GPHDI investments and cannot effectively account for those investments.
Data collection will be completed annually during this project life by GPHDI funded implementing partners. CDC will use the information collected to guide its planning for digital health investments and global data innovation strategies. Information collected through this project will complement the bi-annual progress reports submitted by implementing partners to CDC by identifying additional technical details and specific actions taken by the partners and the resulting outcomes.
Data will be collected on seven core components that are also the organizing framework for monitoring and evaluation (M&E) of GPHDI initiatives, these include: 1) Governance, Leadership, and Policy, 2) Workforce, 3) Data Integration, 4) Data Standards, 5) Cloud Infrastructure, 6) Data Analytic Platforms, and 7) Data Automation and Reporting. Questions are asked to determine actual progress partners are making categorized in line with the seven components listed above. Type of information include: - Type of activities partners are performing in addressing the different components listed above. - Progress partner have recorded across the different activities. Existing gaps and challenges. The interviewers have been trained not to record any personal identifiable information in the narrative sections. Details on the questions being asked are included in Appendix 2
[bookmark: _Toc50867353]A.3.  Use of Improved Information Technology and Burden Reduction

Respondents will be interviewed by a CDC contractor (RTI International). During this interview, RTI International will ask respondents related questions following the data collection instruments (Appendix 2). 100% of respondents’ responses will be documented into an electronic system (RedCap) by RTI International during this interview. Electronic data collection is used for this project in order to reduce burden of data collection on the respondents, improve the quality of data being collected and make it easy for the analysis of the collected data. The interview will also be recorded to allow validation of the documented responses. Computer generated skip patterns will be built into RedCap to allow respondents answer only questions related to their funded activities. This is done to reduce the response burden on implementing partners. 
[bookmark: _Toc50867354]A.4.  Efforts to Identify Duplication and Use of Similar Information

There are currently no similar data or information available to monitor progress funded implementing partners are making in a standard manner. We also did conduct a scan of existing data sources that can provide the required information for monitoring existing digital health investments such as GPHDI, including checking with existing funding mechanisms within CDC in the selected countries and found none. 
[bookmark: _Toc50867355]A.5.  Impact on Small Businesses or Other Small Entities

The information collection is designed in such as a way as to allow small organizations to only answer questions related to their funded activity and skip questions that are not connected to their funded activity. Additionally, the information collection instrument has been held to the absolute minimum required for the intended use of the information. More than 80% of the total burden hours will be attributed to small entities (non-profit organization funded through CDC to implement specific digital health activities in the selected local countries).
[bookmark: _Toc50867356]A.6.  Consequences of Collecting the Information Less Frequently

The respondents will respond to the information collection annually. If the collection is not conducted, CDC cannot accurately determine how the obligated American Rescue Plan (ARP) funds were utilized by the funded implementing partners as well as the impact of such funds as it relates to global digital health for outbreak preparedness and response. There are no technical or legal obstacles to reducing burden.
[bookmark: _Toc50867357]A.7.  Special Circumstances Relating to the Guidelines of 5 CFR 1320.5

This request fully complies with the regulation 5 CFR 1320.5.
[bookmark: _Toc50867358]A.8.  Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency

A. “A 60-day Federal Register Notice was published in the Federal Register, Vol. 89, No. 28, pages 9153-9155 on February 9, 2024 (Appendix 2). CDC received two comments were received and addressed related to this notice.
B. In 2023, consultations were held with academic institutions, and outside consultants to obtain their views on the availability of data, frequency of collection, the clarity of instructions and record keeping, disclosure, or reporting format (if any), and on the data elements to be recorded, disclosed, or reported.  
Table 1: 2023 CDC External Consultations

	Name
	Title
	Affiliation
	
	

	OUTSIDE CONSULTANTS

	Rita Sembajwe
	Program Manager
	RTI International
	
	

	Lavanya Gupta
	
	RTI International
	
	

	Lisa Block
	Project Manager
	Peraton Inc
	
	

	Melanie Lynn Lopez
	Regional Program Lead
	Peraton Inc
	
	

	ACADEMIC INSTITUTIONS
	
	
	
	

	Nancy Puttkammer
	Associate Professor
	University of Washington
	
	

	Yao He
	
	University of Washington
	
	

	Patience Komba
	
	University of Washington
	
	



Table 2: 2023 Consultations with CDC 

	Name
	Title
	Affiliation
	
	

	Xenophon Santas
	Associate Director for IIR
	GHC/OD
	
	

	Manders Eric-Jan
	IT Specialist
	GHC/OD
	
	

	Chinedu Aniekwe
	Public Health Informatics Fellow
	GHC/OD
	
	

	Steven Terrell-Perica
	Epidemiologist
	DGHT
	
	



[bookmark: _Toc50867359]A.9.  Explanation of Any Payment or Gift to Respondents

There are no planned payments or gifts to respondents for this project. Respondents are responding to this data collection as a part of the organizations’ funding requirements and obligation.
[bookmark: _Toc50867360]A.10.  Protection of the Privacy and Confidentiality of Information Provided by Respondents

Activities do not involve the collection of individually identifiable information (IIF). CDC’s Information Systems Security Officer is reviewing this submission and is determining the applicability of the Privacy Act (see the PTA Att 5).
Data will be kept private to the extent allowed by the law.
[bookmark: _Toc50867361]A.11.  Institutional Review Board (IRB) and Justification for Sensitive Questions

CDC has determined that the data/information collection is not research involving human subjects, hence IRB approval is not required. See appendix 4 for project determination document. 
[bookmark: _Toc50867362]A.12.  Estimates of Annualized Burden Hours and Costs

The collection of data is 100% computer-based and will not be the responsibility of the respondents. Data collection will be conducted annually throughout the life of the project. Only one data collection instrument will be used (Appendix 3), and this instrument has several sections that will not apply to all respondents. Respondents will only be required to respond to the sections associated with the activities that they have obligated funds to. 
The proposed respondents are implementing partners of the GPHDI program. Therefore, their business hours have been factored into the funding of the program. The data collection instruments do not have any screening phase before data collection; hence no burden is expected. The burden will be estimated using only this form. 
Based on the number of questions we expect each implementing partner to answer, and with similar activities in the past, we can estimate up to 120 minutes for the data collection for this activity. The data collection time will vary due to the specific GPHDI components implemented by the partners.
Table 3: Estimated Annualized Burden Hours
	Type of Respondent
	Form Name
	No. of Respondents
	No. of Responses per Respondent
	Average Burden per Response 
(in hours)
	Total Burden Hours

	Implementing partners (Monitoring and evaluation point of contacts)
	Monitoring question guide 
	32

	1
	2
	64

	Total
	
	
	
	
	64



Estimates of the annualized cost to respondents for the burden hours for the collection of information is included in table 4 below. Hourly wage was based on the Department of Labor National Occupational Employment and Wage Estimates United States website and hourly wages for computer and information research scientists. 
Table 4: Estimated Annualized Burden Costs
	Type of Respondent
	Form Name
	No. of Respondents
	No. of Responses per Respondent
	Average Burden per Response
(in hours)
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	Implementing partners (Monitoring and evaluation point of contacts)
	Monitoring question guide  
	32
	1
	2
	64
	$65.69
	$4,204.16

	Total
	
	
	
	
	
	
	$4,204.16



[bookmark: _Toc50867363]A.13.  Estimates of Other Total Annual Cost Burden to Respondents and Record Keepers

There are no costs to the respondents and record keepers. Costs to respondents are only in the form of person hours to respond to the monitoring questions which has already been captured in A.12. We do not envision any costs burden on the respondents for any capital and start-up costs as well as any operational and maintenance costs.
RTI will be using CDC instance of RedCap for data management including collection and storage of collected data. There will be no additional costs to RTI for using the CDC RedCap as this is a government property hosted within the US government infrastructure. The cost of setting up and configuring RedCap (which will be done by CDC) for this project is built into the costs to the Federal government in section A.14 below. Additionally, the cost of contracting data collection is also included in A.14 below. No new equipment are purchased for this project by either RTI, CDC or the respondents.
[bookmark: _Toc50867364]A.14.  Annualized Cost to the Federal Government

Total estimates of all annualized costs to the Federal government, including contracts, and personnel costs of federal employees involved in oversight is $372,000. Federal employees providing oversight of this project will put in less than 5% level of effort at an average cost of $18,000. There are no travel costs or any other operational costs such as equipment, overhead, printing, and support staff that will be incurred by the federal employees. $354,000 has been awarded as contract to RTI to cover data collection, data analysis and interpretation, and report dissemination. The contract costs to RTI is calculated to include person hours to this project, operational costs and travel costs.
[bookmark: _Toc50867365]A.15.  Explanation for Program Changes or Adjustments

This is a new data/information collection.
[bookmark: _Toc50867366]A.16.  Plans for Tabulation and Publication and Project Time Schedule

Data collected will be summarized as descriptive reports highlighting key progress of funded implementing partners as well as key contributions of GPHDI’s investments across the selected countries. The table below summarizes the time schedule for the project.
Table 5: Project time schedule
	Project Time Schedule

	Activity
	Time Schedule

	Letters sent to respondents
	1—2 weeks after OMB approval

	Information/Data collection
	1—3 months after OMB approval

	Validation
	3—4 months after OMB approval

	Analyses
	4—6 months after OMB approval

	Report production
	6 months after OMB approval



[bookmark: _Toc50867367]A.17.  Reason(s) Display of OMB Expiration Date is Inappropriate

The display of the OMB expiration date is appropriate.
[bookmark: _Toc50867368]A.18.  Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification. These activities comply with the requirements in 5 CFR 1320.9.





