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Part A:  Justification:

[bookmark: _Hlk56601352]1. Circumstances Making Collection of Information Necessary

This information collection supports federally funded public health projects administered by the Food and Drug Administration (the agency, us or we).  As part of FDA’s efforts to protect the public health, we work collaboratively with State partners to enhance oversight of FDA-regulated products.  Consistent with applicable regulations, we collect information related to an awardee’s progress in completing agreed-upon performance metrics.  The authority for collecting such information is found in 2 CFR 200.301. Similarly, Federal Acquisition Regulation Part 42 Contract Administration and Audit Services, subpart 42.15 - Contractor Performance Information, requires agencies collect sufficient data to support past performance evaluations for contracts. 

The lack of specificity of the reporting mechanisms to the FDA’s program specific data needs imposed a substantial burden on award recipients and FDA internal stakeholders conducting program evaluations. Specific indicators of this burden include turnover in award coordinators responsible for reporting at recipient state regulatory agencies, numerous follow-ups needed for each reporting cycle by the FDA’s funded program managers to get the information to complete their programmatic assessments, and disproportionate hours spent reviewing reports and attempting to extract key program data with poor or unusable results. 
 
Generalized report forms used previously required a substantial time investment for state agency staff to cross-reference program requirements with more ambiguous data entry fields and seek assistance from FDA staff to understand requirements. Despite this level of effort, FDA program staff still received tens of thousands of pages of extraneous information that was not relevant or useful for their assessments. Turnover for state program coordinators magnified this burden on both sides. 

High level generalized reports further contributed to sub-optimal data quality because they lack programmatic specificity and structure. Without specific questions and guidance, FDA has seen the identical questions answered via widely different approaches across awardees within the same program. Every reporting cycle there were numerous instances of submitted reports that had to be sent back to awardees. In addition, regardless of the original format, attachments uploaded to the eRA Commons system are converted to a flattened PDF, which prevented any form of aggregation except manual recognition and extraction of needed data elements by individual FDA program staff. These factors limited the reliability of within and cross-program analyses and FDA’s ability to respond to inquiries on program effectiveness. Cumulative spending reports using the SF-425 that do not distinguish spending by tracks within an agreement or spending by major expense type limit Return on Investment (ROI)/Return on Value (ROV) analysis, program evaluations, and identification of successful funding applications. The FDA tried to work within the constraints of existing data collection mechanisms for years with limited success to satisfy questions on how public health funds are being invested or achieving desired results under these programs using the pre-existing mechanisms.

Related to, but distinct from performance and progress measures and metrics, FDA is seeking to increase its efficiency in analyzing and evaluating program effectiveness and ROI/ROV for the federal partnership projects it administers.  This effort aligns with HHS specific performance measurement requirements described in 45 CFR 75.301. 

To increase our efficiency in evaluating program effectiveness and return-on-investment ROI/ ROV for the federally funded projects that we administer, we developed and established the use of digital forms under a pilot project information collection that contain tailored, standardized questions to capture data elements necessary to measure/track ROI/ROV, best practices, and program effectiveness.  Forms are submitted by email and aggregated into dynamic reports by program for FDA evaluators allowing for quick comparison of program data between report periods and comparable metrics to evaluate program success or lack of performance in a timely manner.  

The following digital forms were established under the pilot project and are currently included under this collection:

•	Animal Feed Regulatory Standards (AFRPS) Program Report
•	Animal Food Contract Quarterly Summary Report
•	Animal Food Safety Inspection Audit Form
•	Corrective Action Plan for Program and Individual Performance Deficiencies 
•	Egg Contract Quarterly Summary Report
•	Emergency Response Course Preregistration Workbook
•	FDA 3610 Field Inspection Audit
•	Flexible Funding Model (FFM) Program Report
•	Food Protection Task Force (FPTF) Program Report
•	General Program Report Form (non-specific for new cooperative agreement and grant programs)
•	Human Food Contract Quarterly Summary Report
•	Laboratory Flexible Funding Model (LFFM) Program Report
•	LFFM Instructions QTR LFFM Chem_LFFM HAF Results Sheet
•	LFFM Instructions QTR Data Template Micro HAF Product Testing
•	LFFM Instructions Sample and Activity Plan Proposal 
•	LFFM ORS Capability Inquiry Template
•	LFFM QTR Chem_LFFM_HAF_Results_Sheet
•	LFFM QTR Data Template Micro HAF Product Testing
•	LFFM Sample and Activity Plan_Proposal Template
•	LFFM_SRP-Lab Agreement Template_HAF Tracks
•	Manufactured Food Course Preregistration Workbook
•	Medical Devices Contract Quarterly Summary Report
•	MQSA MEU and Spending Update Report
•	Produce CAP_Project Plan outline
•	Produce CAP Assessment Template
•	Produce Course Preregistration Workbook
•	Produce Educational Needs Assessment Submission Template
•	Produce Inspection Aggregate Data Workbook
•	Produce Instructions Inspection Aggregate Data
•	Produce Inventory & Education Aggregate Data workbook
•	Produce Instructions Inventory & Education Aggregate Data
•	Produce Program Report
•	Request for Audit Reduction
•	Scientific Conference Program Report
•	State Implementation Agreement and Year End Evaluation
•	Veterinary Medicine Course Preregistration Workbook 

As a result of the success of this pilot, FDA plans to use tailored forms for program performance metrics including ROI/ROV, identification of best practices, and program effectiveness data collection efforts for its current and newly funded public health projects moving forward. We are therefore requesting OMB approval and conclusion of the pilot phase of this project. 

2. Purpose and Use of the Information Collected

Respondents to the information collection are State, local, Tribal and Territorial governments who are recipients of FDA-funded projects who submit required information to FDA.  

Data resulting from the collection will be used to monitor awardee progress towards project goals and objectives, for quality improvement, and to respond to inquiries from the Department of Health and Human Services, Congress, and other sources. Monitoring and assessment of program activities allows FDA to effectively oversee the use of Federal funds. This information collection allows FDA to monitor the increased emphasis on partnerships and programmatic collaboration and is expected to enhance program impact and maximize the use of Federal funds using ROI/ROV metrics specific to the funding purpose of each program. Examples include uniformity in regulatory staff trained under standardized food safety training programs, illumination of specific efforts or programs making outstanding contributions to public health or identification of funded projects that are failing to achieve their original purpose in time to correct course, and facilitating collaborative efforts and sharing of ideas or success stories that further public health on a national basis.   

Respondents complete approximately 2 to 4 reports that include specific questions regarding project updates.  For some projects, an initial report is to be submitted annually.  The initial report is not used to capture progress but ask the awardee for an action plan used to set-up targeted report forms for that year.  Historically, this was accomplished by email or phone communication between the FDA program staff and participants. The initial report provides a standardized format to communicate this information.  

The pilot phase was considered a success after receiving positive feedback under proposed metrics from FDA data users for FDA administered funded public health projects. Specific feedback included a drastic increase in data quality received that provided itemized, uniform data for desired metrics. Significant reductions in the number of report follow-ups necessary to request additional information or clarify responses when compared to the prior unstructured narrative format. The pilot also facilitated the ability to aggregate reporting data quickly into a useful format for programmatic review (which was not possible with narrative reports) and respond effectively to data call requests, greatly decreasing staff response times for these requests. As a result of these forms, project managers are getting the key data points needed to evaluate return-on-investment and return-on-value (ROI/ROV) that were not being reported or reported inconsistently across programs.

Feedback from FDA internal and external stakeholders during the pilot phase confirm the use of standardized forms will reduce the time needed by awardees to complete and submit required progress reports and related performance data, as well as facilitate review of the requisite information.  Targeted questions eliminate ambiguity in responses and allow categorical and quantitative review and evaluation of the reporting data and facilitates FDA’s ability to establish and employ best practices for future program and funding decisions for the public health projects it administers. 

Standardization of data elements and field designations has enabled implementation of an easy-to-use data analysis dashboard for internal use and has greatly reduced burden of review activities for project managers as well.  This system eliminates the need to manually search long narratives for specific indicators of awardee progress toward required performance metrics because applicable progress narratives will be linked as the awardee enters information in a specified data entry field.  The reduction in review time has improved project managers’ response times to awardees and greatly reduced the incidences of requesting additional information due to missed performance metrics (e.g., metrics not addressed in the report by mistake or missed during the review).

3. Use of Improved Information Technology and Burden Reduction

Previously, project performance data was reported in free text and narrative form in PDF submitted by email at the Mid-Year, or in the case of the Annual/End of Year Report via eRA Commons using the Research Performance Progress Report (RPPR), OMB 0970-0334 and Federal Financial Report (FFR) SF-425.  This collection utilizes digital forms in MS Excel or fillable pdf format with standardized reporting elements common to all awardees.  These forms are intended to capture specific data needed to document progress planned and linked to specific performance elements for an individual award at the beginning of each budget year.  Planned progress under action items from standardized forms are captured in an aggregate data management dashboard for easy review and extraction by project managers.  Planned items may also be used to pre-populate data fields in subsequent progress reports for easy reference by respondents. This approach reduces the time and effort burden for awardees by providing previously planned progress action items and a standard structure with labeled data fields for project progress and performance report data that clearly connect progress narratives to the applicable performance metrics for an award.  The addition of drop-down menus for data capture when possible, also reduces the dependence on free-form narrative text and further standardizes progress data. 

Each progress report form includes a customizable section specific to that public health project to ensure that project managers have the flexibility to ensure the performance data types unique to that project award will be captured. Public health funding applications are frequently informed by current risks and significant public health events that require quick and efficient application of funding and prompt development of specific program metrics to monitor effectiveness. Often these programs have short lifecycles and very specific goals compared to other types of funded projects necessitating tailored questions for efficient monitoring of program performance. Customized sections will still include labeled data fields and standard drop-down menus as opposed to free text when possible. 

4. Efforts to Identify Duplication and Use of Similar Information

We are unaware of duplicative information collection.  The RPPR and other forms available from OMB control number 0970-0334 are designed to measure grant or agreement performance in a high level, general perspective and do not capture data needed to evaluate ROI/ROV and program effectiveness metrics FDA must assess.  The format of data submitted using broadly focused generalized questions and free text narrative response structure for both, submissions across a single program and even within a single recipient project is completely inconsistent, preventing uniform data collection and confidence in aggregation for analysis.  The eRA Commons system is also restricted to flattened PDF data outputs, requiring numerous project managers and many hours to review and manually extract data needed for their assessments.  The customized reporting forms instruments in this collection better allow FDA to meet its programmatic evaluation needs with regard to budget funding cycles. 

5. Impact on Small Businesses or Other Small Entities

No undue burden is imposed on small entities as a result of the information collection.
 
6. Consequences of Collecting Information Less Frequently

The information collection schedule is consistent with statutory and regulatory requirements.
7. Special Circumstances Relating to the Guidelines in 5 CFR 1320.5

Federally funded public health project managers are charged with ensuring federal monies are used for their intended purpose and achieving the desired ROI and ROV goals.  The only times this collection may require participants to report the information more often than quarterly or provide a written response in less than 30 days would be for those projects where the data collected via the digitized forms is found to be incomplete at the time of review.  While expected to be rare, the project manager may send a follow-up questionnaire to collect additional data needed to complete their review. 

There are no other special circumstances associated with this information collection. 

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

In accordance with 5 CFR 1320.8(d), we published a 60-day notice soliciting public comment in the Federal Register of July 29, 2021 (86 FR 40853).  No comments were received. Additional comments were received from internal and external stakeholders through our solicitation of feedback external to the PRA public comment opportunity.  
Upon our review, these comments were generally supportive of the piloted forms, and many contained suggestions for additional technical improvements.  At the same time, none of the comments suggested any change to our estimated burden and we have therefore retained those currently submitted.  While we are not making changes to the forms with this submission other than to add PRA Statements, we plan to implement changes based on the feedback received as part of the continuous improvement process for the information collection over the next few years.  Prior to implementation, such modifications will be submitted to OMB for approval, and they will be made available for public review and comment during the standard information collection extension/revision approval process.

FDA received the following information from internal and external stakeholders to date by soliciting feedback external to the PRA public comment opportunity:
· FDA program reviewers:
· The new forms have successfully provided useable program effectiveness data for their evaluation without the need for follow-up.
· Reports that do not use the templates fail to address required program report criteria and lack consistency to generate aggregated reports.
· Reports that use eRA Commons to submit (i.e., End of Year report) are in flattened pdf form require many more hours, days, and weeks to review and confirm requirements are met compared to reports submitted using new templates.
· New forms allow for quick data aggregation (within a day in some cases). 
· Aggregated reports allow for more efficient review because data can be filtered and reviewed by specific criteria or tracks depending on reviewing assignment, numerical data can be quantified and visualized using chart functions.
· Need to be able to document expenses by track and major category for a project to answer questions about how the money is spent and inform ROI/ROV.
· Data quality has greatly increased –getting more of the specific datapoints and information needed, and less superfluous/tangentially related information to sift through. The direct questions we want answered are clear and answered. Now have itemization of things that used to be narrative (trainings, presentations, PTs/exercises, milestones hit for projects, equipment/method implemented, etc.)
· Previously could not aggregate our data at all. Now we can and it has changed things so much for the better.
· As a result of the new forms project managers are finally getting key data points needed to evaluate ROI/ROV that were not being reported at all or inconsistently across programs.
· Using the metric of “total months devoted” to project and “months funded by CAP” appears to be helpful indicator to demonstrate effort from state and association partners and their commitment to public health. Managers want to apply this metric to other programs.
· Participants from programs using comparable forms not subject to the PRA or for established collections.
· The forms reduce or remove the ambiguity from reporting requirements.
· There was a learning curve, just like any new form, but once they got used to working in the MS Excel format they liked it.
· Noticed a couple cases where we asked for the same information in a different way for different programs. Could improve consistency in how we ask for some data across forms for those participating in multiple programs.
· Some data requested is not something they routinely track for their program.
· Would like to see a frequently asked questions or job aid developed for using the MS Excel forms that include things like helpful short keys and avoiding errors.
· The forms will reduce their reporting burden for OP required reports but also be implemented and used for the state agency for program evaluation and recordkeeping purposes.
· Prior methods for reporting were longer and repetitive.
· Would prefer more instructions in some area such as expectations for estimating a percent complete for action items.
· The forms [in this collection] are a good mix of fields with drop-downs/boxes to check and text boxes for narratives. Feels it’s enough to tell a story while making data meaningful.
· Would prefer some text fields to be larger, so they can provide more narrative data.
· Would like clarification on some instruction fields.

· Participants representing programs for which draft forms were shared soliciting feedback referencing the published Federal Register Notices for public comment for this collection:
· Like the pre-population of administrative information such as agreement number and performance period dates, would like more of that where possible.
· Would prefer that fields with pre-populated data from the previous report remain editable so they can fix mistakes at the subsequent submission if needed.
· The excel forms can be difficult to review for internal approval due to display limitations for longer entries.
· Printing excel forms does not work well without adjusting settings.
· Spell check is not automatic in MS Excel.
· Some individuals had trouble copying information into the template.
· Would like text to be visible for printing and less restrictions on formatting so they can format text as needed to show within the cell.
· For some projects the individuals completing the report are different by track. In this case would like to fill out and submit multiple copies of the form from a single agency to avoid waiting for different individuals to complete their sections.

9. Explanation of Any Payment or Gift to Respondents

There are no incentives, payments or gifts associated with this information collection.








10.  Assurance of Confidentiality Provided to Respondents 

In preparing this Supporting Statement, we consulted our Privacy Office to ensure appropriate identification and handling of information collected.

This ICR collects personally identifiable information (PII).  PII is collected in the context of the subject individuals’ professional capacity and the FDA-related work they perform for their employer (e.g., point of contact at a regulated entity).  The PII submitted is name, job title, workplace email address, and workplace telephone number. FDA determined that although PII is collected, the collection is not subject to the Privacy Act of 1974 and the particular notice and other requirements of the Act do not apply. Specifically, the contractor or FDA does not use name or any other personal identifier to retrieve records from the information collected. Through appropriate form and webpage design, FDA limited submission fields and minimized the PII collected to protect the privacy of the individuals.

Under the Freedom of Information Act (FOIA) (5 U.S.C. 552), the public has broad access to government documents. However, FOIA provides certain exemptions from mandatory public disclosure of government records (5 U.S.C. 552(b)(1-9)).  FDA will make the fullest possible disclosure of records to the public, consistent with the rights of individuals to privacy, the property rights of persons in trade and confidential commercial or financial information.

Data will be kept private to the extent allowed by law.

11. Justification for Sensitive Questions

The collection of information does not involve sensitive questions.

12. Estimates of Annualized Hour Burden and Costs

[bookmark: _Hlk56601939]	12a. Annualized Hour Burden Estimate:

	Table 1. – Estimated Annual Reporting Burden1

	Awardee Activity
	No. of Respondents
	No. of Responses per Respondent
	Total Annual Responses
	Average Burden per Response
	Total Hours

	Initial Report; Update Reports; Supplement Reports (if applicable)
	330
	3.303
	1,090
	28.17 hours 
(28 hours and 10 minutes)
	30,700


1 There are no capital costs or operating and maintenance costs associated with this collection of information.

We estimate that 330 respondents will participate in FDA funded projects and agreements annually and will submit 2 to 4 reports within a single yearlong budget period (Table 1). To ensure adequate reporting will be achieved over the course of these projects, the option for a supplement report is included in the estimated reporting burden; however, the need for these reports will be determined on a case-by-case basis with the FDA project manager.  The estimated burden for each of the individual reporting activities was calculated based on the annual number of submissions and distributed among respondents.

	Table 2. – Estimated Annual Recordkeeping Burden1

	Awardee Activity
	No. of Recordkeepers
	No. of Records per Recordkeeper
	Total Annual Records
	Average Burden per Recordkeeping 
	Total Hours

	Initial Report, Updated Reports, or Supplement Reports (if applicable)
	330
	3.303
	1,090

	0.5 hours 
(30 minutes) 

	545



1 There are no capital costs or operating and maintenance costs associated with this collection of information.

Recordkeeping activities include storing and maintaining records related to submitting a request to participate in the project and compiling reports. Respondents should use current record retention capabilities for electronic or paper storage to achieve these activities. We assume it will take 0.5 hour/year to ensure the documents related to submitting a request to participate in the program are retained properly according to their existing recordkeeping policies, but no less than 3 years, as recommended by FDA (Table 2).  The estimated burden for each of the individual reporting activities was calculated based on the annual number of submissions and distributed among respondents.

	Table 3. – Estimated Annual Third-Party Disclosure Burden1

	Awardee-entity Activity
	No. of Respondents
	No. of Disclosures per Respondent
	Total Annual Disclosures
	Average Burden per Disclosure
	Total Hours

	Coordination with partnering entities related to Initial Report, Update Reports, and Supplement Report (if applicable)
	200

	7

	1,400
	8 

	11,200



1 There are no capital costs or operating and maintenance costs associated with this collection of information.

For those funded projects that involve a participant composed of partnering entities in the program, FDA is taking into consideration the time that partnering entities will spend coordinating with each other. We estimate that 200 respondents will work with their respective partnering entities and the average number of partnering entities will be 2. We assume each respondent will spend 8 hours coordinating with each partnering entity on each response for an estimated 7 response or reports each (Table 3).  The estimated burden for each of the individual reporting activities was calculated based on the annual number of submissions and distributed among respondents.
The burden total for this collection is 42,445 hours.

	

12b. Annualized Cost Burden Estimate:
The annualized cost to all participants for the hour burden for the collection and reporting of information is estimated at $997,457 (42,445 hours x $23.50 per hour).  The hourly wage estimate is the average of mean wages received by Agricultural and Food Science Technicians at $22.18, Biological Technicians at $23.87, and Chemical Technicians at $24.44 (May 2022 National Occupational Employment and Wage Estimates United States) who represent the primary roles expected to contribute effort in compiling report information.  See http://www.bls.gov/oes/current/oes_nat.htm.

	Table 4. – Estimated Annual Burden Cost

	Activity
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	Initial Report
	6,665
	$23.50
	$156,627

	Update Reports
	33,130
	$23.50
	$778,555

	Supplement Report
	2,650
	$23.50
	$62,275

	Total
	$997,457



13. Estimates of Other Total Annual Cost Burden to Respondents and/or Recordkeepers/Capital Costs

There are no capital costs or operating and maintenance costs associated with this collection of information. 

14. Annualized Cost to the Federal Government

FDA intends to communicate with all funded project participants to ensure the tailored forms for each project(s) will continue to be relevant to the programmatic data including ROI/ROV.  FDA will work with participants to develop an appropriate schedule for the submission of update reports based on the design and duration of the funded project.
The annualized government cost estimate is $49,690.32 as shown in Table 5, which will be supported by existing FDA program budgets.

	Table 5. – Estimated Government Costs (Using the 2023 Salary Tables)

	Government Personnel
	Effort Commitment
	Average Annual Salary
	Total Costs

	GS-11 (1)
	25%
	$69,107
	$17,276.75

	GS-13 (9 @ 3% each)
	27%
	$98,496
	$26,593.92

	GS-14 (1)
	5%
	$116,393
	$5,819.65

	Total
	$49,690.32



15. Explanation for Program Changes or Adjustments

We are requesting OMB approval for conclusion of the pilot project and continued use of the forms for programmatic data collection needs. There are no adjustments or revisions to the estimated burden. However, this request results in an adjustment decrease in the number of responses, to correct data-entry errors in the database related to the previous submission to OMB.

16. Plans for Tabulation and Publication and Project Time Schedule

This information collected will not be published or tabulated.

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

FDA will display the OMB expiration date as required by 5 CFR 1320.8.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification.

