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Goal of the study: To monitor importation of communicable diseases among arriving international air travelers at select U.S. airports. The program focuses on early detection of communicable diseases of public health concern.
Intended use of the resulting data: To inform early detection of communicable disease importations of public health concern into the U.S. and for program management purposes, including monitoring trends in global circulation of communicable diseases.
Methods to be used to collect:  At select airports, participants voluntarily self-collect two lower nasal swabs after providing informed, written consent and completing a brief anonymous questionnaire. One sample is pooled with samples from other travelers in a batch of ~10 samples. Pooled samples undergo reverse transcription polymerase chain reaction (RT-PCR) testing for pathogens of public health concern, including SARS-CoV-2, Influenza A virus and respiratory syncytial virus (RSV); whole genome sequencing of the identified pathogen on positive samples is performed to determine pathogen lineage. The second sample is reserved and tested if it is associated with a positive pool. Some samples may be sent to CDC for further characterization. Metagenomic testing may be performed in order to expand the breadth of pathogens surveilled in the program. Of note, no human genetic testing is performed under any circumstances.   
Demographic and travel information: All participants complete a brief anonymous questionnaire with their demographic and travel history information. Participation is voluntary following informed consent, and participants may withdraw at any time. 
The subpopulation to be studied: Arriving international air travelers who opt to participate.
How data will be analyzed: To estimate positivity rate and assess variant detection, including across distinct collection periods, by demographic and travel characteristics, and by flight country of origin.

[bookmark: _Toc473880017]Circumstances Making the Collection of Information Necessary
[bookmark: _Hlk101259341]The Centers for Disease Control and Prevention’s (CDC), National Center for Emerging and Zoonotic Infectious Diseases (NCEZID), Division of Global Migration Health (DGMH), requests 3-year approval for information collection from international air travelers who participate in the Traveler-based Genomic Surveillance (TGS) program.
The information collection for which approval is sought is in accordance with CDC DGMH’s mission to prevent, detect, and respond to communicable diseases that impact safe movement to, from, and within the United States. This mission is supported by DGMH’s authorities found in Section 361 of the Public Health Service Act regulations found in 42 Code of Federal Regulations part 70 and 71 that aim to prevent the introduction, transmission, or spread of communicable diseases from foreign countries into the United States or possessions, or from one U.S. state or possession into any other U.S. state or possession. This work is also supported under general authorities imparted by Sections 301 and 311 in the Public Health Service Act (Attachments 1A-1D).
Worldwide, there are currently few systems that conduct pathogen surveillance in the population of arriving international travelers, despite the fact that sentinel surveillance of travelers is known to be an important supplement to traditional clinical surveillance systems.  Surveillance for early detections, new, and emerging pathogens or variant strains among travelers can provide public health officials and researchers data for response action and critical time to collect information about the transmissibility, virulence, and effectiveness of existing vaccines, diagnostics, and therapeutics.
To address this need, in September 2021, DGMH, in collaboration with private partners, implemented an anonymous and voluntary genomic surveillance program with the goal of early detection of novel SARS-CoV-2 variants of concern (VOCs). Then, as now, genetic variants of SARS-CoV-2 have been emerging and circulating around the world.  Of particular concern are variants for which there is evidence of an increase in transmissibility, more severe disease (for example, increased hospitalizations or deaths), significant reduction in neutralization by antibodies generated during previous infection or vaccination, reduced effectiveness of treatments or vaccines, or diagnostic detection failures.  
Testing and sequencing for genetic variants of SARS-CoV-2 continues to decline worldwide, which makes detecting emerging variants of concern in a timely manner increasingly difficult.  Meanwhile, SARS-CoV-2, influenza virus, and other communicable pathogens, especially those with pandemic potential, remain major global public health threats.  TGS has successfully provided early identification of emerging SARS-CoV-2 variants into the U.S. through international travelers on multiple occasions.  TGS has also demonstrated the ability to make important early detections of other communicable pathogens of public health concern.  For example, the first global detection of influenza A(H3N2) subclade K was made by the TGS program.  These early detections accelerated access to samples of SARS-CoV-2 for viral characterization, and influenza antibody response studies have used publicly shared TGS sequences.  
The TGS program is conducted with external partners and offices across CDC, including the Office of Advanced Molecular Detection. The program began at New York’s John F. Kennedy International Airport in September 2021 and later expanded to include Newark Liberty, San Francisco, and Hartsfield-Jackson Atlanta international airports. Since November 2022 the program has been reorganized and expanded.  TGS currently operates the nasal swab program in six international airports in the U.S.: John F. Kennedy International Airport, Miami International Airport, Newark Liberty International Airport, San Francisco International Airport, Seattle-Tacoma International Airport, and Washington Dulles International Airport.  
[bookmark: _Toc473880018]Purpose and Use of Information Collection
The purpose of this information collection is to inform early detection of communicable disease importations of public health concern into the U.S. and fill gaps in global surveillance to monitor trends in global circulation of communicable diseases. To do this we need to understand travelers’ point of origin and gather information that helps characterize the population, inform biases, and understand limitations.
The information collection process occurs as follows: a volunteer sample of adult travelers (18 years or older) from selected international flights are invited to participate in the program. A trained staff member uses language from a script to invite travelers passing by to participate (Attachment 4B). Travelers interested in participating read and sign an informed consent form (Attachment 4A) and fill out a brief questionnaire in the airport. The TGS Participant Questionnaire (Attachment 3) includes travel and basic demographic information. After completing the questionnaire, the participating traveler self-collects two nasal swabs, with instructions as needed by project staff. This should take under two minutes in most cases. Participation is anonymous and participants’ survey data are linked to the results of laboratory data collection from nasal samples through barcodes that cannot be linked back to the individual participant. 
Since approval in 2021, the questionnaire has been reduced from 19 questions to its current 13 questions. Some questions will not be asked of every participant based on skip patterns. The majority of questions are multiple choice or drop-down menus. With the exception of the first few travel questions related to the traveler’s origin, any question can be skipped. Participants can choose to stop participating at any time.   
Travel information is collected for accurate identification of the point of origin for participants contributing samples. Recording traveler origin allows TGS to track pathogen test positivity across different origin countries and regions and to act as an early warning system for where pathogen rates might be growing or new lineages might be emerging. 
The demographic information collected is age category, sex, race and ethnicity, symptom status, and whether the participant currently lives in the United States. All demographic questions are optional. These questions are collected to characterize the population that volunteers to participate in the program, to inform potential biases in our sample, and to understand sample limitations that must be considered and mentioned when drawing conclusions about our results. For this same reason we also ask why the individual volunteered to participate in the program.
The laboratory methods may expand the breadth of pathogens under surveillance. This possibility is described in the consent form and does not impose any additional burden on the participant.
[bookmark: _Toc473880019]Use of Improved Information Technology and Burden Reduction
The questionnaire operates on a digital platform accessed from program tablet devices. The digital platform includes an optional “Stop participating” button at the bottom of every screen and optional “Go back” and “Skip survey to swab” buttons on every screen after the travel information questions to facilitate easy navigation and provide participants the option to decline all subsequent questions but still choose to provide nasal swabs. Two questions include an “Other” response option, which prompts a free response text box.  Using a digital platform improves data quality as well as reduces time burden for participants completing the questionnaire.  The entire encounter, including consent, completing the questionnaire, and self-swabbing, should take four minutes or less of the participant’s time. 
All lab results are automated and electronically linked via barcode to anonymous participant questionnaire data. These data are stored in a secure internal dashboard.
[bookmark: _Toc473880020]Efforts to Identify Duplication and Use of Similar Information
[bookmark: _Toc473880021]Information collected through TGS is unique and complimentary to other surveillance systems maintained by the federal government.  TGS collects travel information and demographic characteristics of inbound international travelers and provides PCR testing and sequencing results for pathogens of public health concern.  These data are not available through any other existing CDC system and support DGMH’s mission prevent, detect, and respond to communicable diseases that impact safe movement to, from, and within the United States.  Data are collected by funded project partners and then shared and managed by CDC DGMH staff.  
Impact on Small Businesses or Other Small Entities
This data collection will not involve small businesses.
[bookmark: _Toc473880022]Consequences of Collecting the Information Less Frequently
[bookmark: _Toc473880023]Information will only be collected when a traveler volunteers to participate in data collection. Collecting the information less frequently would result in a greater gap in global surveillance of communicable diseases that pose a threat to public health.   
Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
This request fully complies with the regulation 5 CFR 1320.5.
[bookmark: _Toc473880024]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 on January 13, 2026, Vol. 91, No. 8, page 1322 (Attachment 2).  CDC received four public comments related to this notice (Attachment 7). 
B. There have been some consultations with groups outside the agency including the companies with which there is a contract agreement (Perimeter and XWELL) and academic collaborators at Northeastern University.
[bookmark: _Toc473880025]Explanation of Any Payment or Gift to Respondents
[bookmark: _Hlk123243389]Participants do not currently receive any gift or payment for voluntarily participating in the program.  Because the program is anonymous, participants do not receive results related to the nasal samples they voluntarily donated to the program. 
There is potential to provide an incentive in the future to expand participation.
[bookmark: _Toc473880026]Protection of the Privacy and Confidentiality of Information Provided by Respondents
CDC’s Information Systems Security Officer reviewed this submission and determined that the Privacy Act does not apply, and a privacy impact assessment is not required because no personally identifiable information (PII) is collected (attachment 5). 
[bookmark: _Toc473880027]Institutional Review Board (IRB) and Justification for Sensitive Questions
Institutional Review Board (IRB)
NCEZID’s Human Subjects Advisor has determined that information collection is not research involving human subjects.  IRB approval is not required (Attachment 6).
Justification for Sensitive Questions
A question on current physical symptoms is asked to characterize program participants and to provide additional context for PCR test results and any unusual variant findings. The question is optional for the participants and anonymous, as are all other questions. 
[bookmark: _Toc473880028]Estimates of Annualized Burden Hours and Costs
A. Estimated Annualized Burden Hours

CDC’s estimated annual burden hours for this information collection is 26,667. The TGS program aims to collect approximately 400,000 nasal samples each year. This goal takes into consideration efforts to expand testing capabilities generally as well as implement seasonal surges (e.g. flu season). CDC expects this may be an overestimate but prefers to be conservative in this estimation. 

	Type of Respondent
	Form Name
	No. of Respondents
	No. Responses per Respondent
	Avg. Burden per response (in hrs.)
	Total Burden (in hrs.)

	Arriving traveler
	TGS questionnaire and swabs
	400,000
	1
	4/60
	26,667

	Total
	
	26,667


*This is likely an overestimate because it includes optional activities associated with potential surges and optional expansions.
B. Estimated Annualized Burden Costs 
Estimated annualized cost to the government is $1,741,888.44.
	Type of Respondent
	Form Name
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs
	Wage rate multiplier
	Fully loaded Cost Burden


	Arriving traveler
	TGS questionnaire and swabs
	26,667
	32.66*
	$870,944.22
	x 2
	$1,741,888.44

	Total
	
	$870,944.22
	
	$1,741,888.44


[bookmark: _Toc473880029]* $32.66 hour rate based on BLS May 2024 Wage Estimates for ‘All Occupations’ (00-0000): Occupational Employment and Wages News Release - 2024 A01 Results
See line one, column two of Table 1.  National employment and wage data from the Occupational Employment and Wage Statistics survey by occupation, May 2024:
All occupations, Mean wages, Hourly: $32.66
Estimates of Other Total Annual Cost Burden to Respondents or Record Keepers
There are no costs to respondents other than their time to participate.
[bookmark: _Toc473880030]Annualized Cost to the Government
Estimated annualized cost to the government is $31,675,139.40.
	Estimated Annualized Cost to the Government per Activity

	Cost Category
	Estimated Annualized Cost

	Contract cost
	$30,000,000

	Staffing & Miscellaneous support
	Quantity 	Salary 	Fully loaded S&B 	 	Total 
GS-12/5	2	$  107,275.00 	$  144,821.25 	 	$  289,642.50 
GS-13/5	2	$  127,564.00 	$  172,211.40 	 	$  344,422.80 
GS-14/5	1	$  150,744.00 	$  203,504.40 	 	$  203,504.40 
 	 	 	 	 	 
 	 	 	 	Total: 	$  837,569.70
	1,675,139.40*

	Total
	  $31,675,139.40

	Based on ATL GS schedule 
(*) x2 fully loaded wage multiplier applied 
	


[bookmark: _Toc473880031]Explanation for Program Changes or Adjustments
CDC has made some minor changes to this information collection package.  The changes are:
· During 2025, CDC used non-substantive PRA approvals to remove some questions from the questionnaire
· The estimate annual burden hours and costs to the public decreased since the last information collection package was approved. 
· Total estimated annual burden hours decreased from 46,250 to 26,667. This is because of a decrease in the estimated number of respondents 
· The change in annual burden hours also decreased the total estimated costs from $1,017,500 to $870,944.22. This decrease in cost burden happened despite the estimated hourly wage increase from $22.00 to $32.66. This package includes a doubling of previous estimated costs to participants to include benefits and indirect costs totaling $1,741,888.44.
· The estimated annualized cost to the government increased from up to $20,687,244 to up to $31,675,139.40. This is because TGS anticipates an increase in costs associated with expanding number of locations and pathogens tested to help protect Americans through early detection of pathogens that pose a threat to public health. 
[bookmark: _Toc473880032]Plans for Tabulation and Publication and Project Time Schedule
	Project Time Schedule

	Activity
	Time Schedule

	Data collection
	February 2025 – February 2028

	Pathogen summary data available on website
	Ongoing (updated weekly) 

	Pathogen sequence data published to public repositories, including NCBI and GISAID
	Ongoing (updated weekly)

	 Quick publications in the event of notable early detections
	Ongoing

	 Descriptive and analytic publications using TGS data
	Ongoing


[bookmark: _Toc473880033]Reason(s) Display of OMB Expiration Date is Inappropriate
The display of the OMB Expiration date is appropriate.
[bookmark: _Toc473880034]Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification.
[bookmark: _Toc473880035]Attachments
1. Authorizing Legislation
a. 42 U.S. Code § 26442 CFR 70
b. 42 CFR 71
c. Section 301
d. Section 311
2. 0920-1406_60-Day FRN
a. 60-Day FRN 
b. Comment and Response 
3. TGS Participant Questionnaire
4. Additional attachments (IRB, scripts, consent forms, etc.)
a. Consent
b. Recruitment Script
5. Privacy Impact Assessment waiver
6. Human Subjects Determination
7.  0920-1406_30-Day FRN
8.  Occupational Employment and Wages News Release
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