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TERMS OF CLEARANCE: This package consolidates all uses of the specimen submission forms and activities into a single collection as directed by the previous terms of clearance for this collection.

A. Justification								

1. Explain the circumstances that make the collection of information necessary. Identify any legal or administrative requirements that necessitate the collection. Attach a copy of the appropriate section of each statute and regulation mandating or authorizing the collection of information.

This is a request for renewal and revision of an existing information collection request. The Animal and Plant Health Inspection Service (APHIS) is asking the Office of Management and Budget (OMB) to approve, for an additional 3 years, its use of the described information collection activities in connection with its efforts to prevent animal disease, run an effective disease surveillance program, and ensure a healthy animal population in the United States.

The Animal Health Protection Act (AHPA) of 2002 is the primary Federal law governing the protection of animal health. The law gives the Secretary of Agriculture broad authority to detect, control, or eradicate pests or diseases of livestock or poultry. The Secretary may also prohibit or restrict import or export of any animal or related material if necessary to prevent the spread of any livestock or poultry pest or disease. The AHPA is contained in Title X, Subtitle E, Sections 10401-18 of P.L. 107-171, May 13, 2002, the Farm Security and Rural Investment Act of 2002 [7 U.S.C. 8301 et. seq.]

Disease prevention is the most effective method for maintaining a healthy animal population and for enhancing the United States’ ability to globally compete in the trade of animals and animal products. Animal disease prevention cannot be accomplished without the existence of an effective disease surveillance program, an activity carried out by the United States Department of Agriculture, APHIS, Veterinary Services (VS). 

The animal disease surveillance program is based on information submitted on VS Forms 10-4 and 10-4A, as well as equivalent informal sources. The VS Forms 10-4 and 10-4A are critical to VS’ mission. They are routinely used whenever specimens (such as blood, milk, tissue, or urine) from any animal (including cattle, swine, sheep, goats, horses, and poultry) are submitted to the National Veterinary Services Laboratories (NVSL) for disease testing. If the information was not collected (or collected less frequently), APHIS would not have the critical information necessary to effectively operate a disease surveillance program and identify the animals and herds from which the specimens were taken, allowing effective disease prevention and eradication.

The Cattle Fever Tick Eradication Program and the National Tick Surveillance Program are based on information submitted on VS Form 5-38. This information identifies the individuals submitting the tick samples as well as the samples’ animal sources.


2. Indicate how, by whom, how frequently, and for what purpose the information is to be used. Except for a new collection, indicate the actual use the agency has made of the information received from the current collection.

APHIS uses the following information activities associated with disease prevention in its efforts to maintain both a disease surveillance program and healthy animal population and for enhancing the United States’ ability to globally compete in the trade of animals and animal products. 

[bookmark: _Hlk69807337][bookmark: OLE_LINK1][bookmark: _Hlk90034536]Specimen Submission (VS Form 10-4) and Continuation Sheet (VS Form 10-4A) (9 CFR 54.8, 54.11(a)(8), 55.8, 71.21, 77.17, 77.33, Part 78, 79.4, 80.3, Part 85, 9 CFR 93.204, 9 CFR 93.304, 9 CFR 93.404, 9 CFR 93.504, 9 CFR 93.106) Part 145, Part 146, Part 156) (Business and State)
The animal disease surveillance programs are based on the information submitted on VS Forms 
10-4 and 10-4A VS Forms 10-4 and 10-4A are completed by State veterinarians or other State representatives, accredited veterinarians, private laboratories, and research institutions. The form accompanies samples collected by accredited veterinarians, APHIS employees, State officials, and certified sample collectors. These authorized individuals obtain samples and complete the form using information obtained through discussions with the animal owners, or other business owners, such as slaughter plant owners. All sample containers must have labels containing the date of collection, the producer’s name, the animal’s species and official ID number, the type of specimen, and the sample ID number, and be submitted with either VS Form 10-4 or an equivalent laboratory submission form. 

This information collected identifies the individual animal from which specimens were taken, the animal’s herd or flock, the type of specimen submitted, and the purpose for submitting the specimen. The form is then sent with the sample to NVSL or another approved laboratory for analysis (if the latter, suspected results go to NVSL for confirmation). These collectors report the test results back to the owners and submitters. The NVSL reports the test results to the submitting approved testing laboratory, the APHIS Veterinary Services District office, and national program staff. The District office forwards a copy of the report to the State.

Without the information contained on this form, NVSL staff would not be able to identify or process the specimens sent for analysis. 

Parasite Submission Form (VS Form 5-38) (9 CFR Part 72, Part 156) (Business and State)
State veterinarians or other State representatives, accredited veterinarians, private laboratories, research institutions, and owners or producers complete VS Form 5-38. The form records the submitter’s name, business name and address, telephone number, email address, and NVSL ID number (this information identifies the individual submitting the tick samples); the host animal owner’s name and address; and identification information for the sample such as an ID number; the date collected; the county, State, and country where the sample was collected; the host animal’s origin location; the host animal species; where the tick was found on the host animal; identification information for the animal; and the number of animals in the lot where the host animal was found and the number of animals infested.

Both the Cattle Fever Tick Eradication Program and the National Tick Surveillance Program are based on the information submitted on VS Form 5-38.
The information on species of ticks determination is critical to personnel with the APHIS Border Ports staff (at U.S. border ports) and the APHIS Cattle Fever Tick Eradication Program, who are responsible for surveillance and eradication of cattle fever ticks (Boophilus spp.). If the information was not collected (or collected less frequently), APHIS would not have the critical tick species information necessary to effectively operate a surveillance and eradication program for cattle fever ticks.

Nonconforming Submissions (9 CFR 54.8, 55.8, 71.21, 77.17, 77.33, Part 78, 79.4, 80.3, Part 85, Part 145, Part 146, Part 156) (Business and State)
Occasionally the time pressures exerted by or field conditions existing during a disease outbreak leave submitters no time to find or fill out the 10-4; thus, they have to use whatever scrap of paper is handy. NVSL accepts these nonconforming submissions in emergency situations as long as they contain the information required on the 10-4.


3. Describe whether, and to what extent, the collection of information involves the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting electronic submission of responses, and the basis for the decision for adopting this means of collection. Also, describe any consideration of using information technology to reduce burden. 

APHIS makes every effort to comply with the E-Government Act, 2002 (E-Gov) and to provide for alternative submission of information collections.

The Specimen Submission (VS Form 10-4) is typically completed onsite by Federal or State/Tribal veterinary authorities. This form has been adapted for electronic submission of slaughter and on-farm surveillance samples by using the Veterinary Services Laboratory Submission (VSLS) system. Electronic submission is required for APHIS personnel and State/Tribal personnel with eAuthentication accounts. Hard copies of VS Form 10-4 or worksheets containing the same information are needed when the form is completed in slaughter facilities, on the flock owner’s property, or in other outdoor locations where computer access is not available or is not practical because of wet conditions. 

[bookmark: _Hlk108533693]The NVSL Laboratory Information Management System (LIMS) requires submission of specimens with hard copies of VS Forms 10-4 and 10-4A (or a nonconforming submission) to ensure proper identification of the samples. Customers also have the option to submit these forms electronically to the National Centers for Animal Health Portal as long as NVSL can unambiguously identify the sample and connect it to the owner and premises of origin. The form is also available as a fillable PDF and may be downloaded from the VS Forms website at https://www.aphis.usda.gov/sites/default/files/VS_Form10_4.pdf and https://www.aphis.usda.gov/sites/default/files/VS_Form10_4a.pdf. These forms require original signatures and must be printed to accompany samples sent to Federal laboratories.

VS Form 5-38 is available electronically at https://www.aphis.usda.gov/library/forms/pdf/VS_Form5_38.pdf; however, the form must bear an original signature and cannot be submitted electronically.


4. Describe efforts to identify duplication. Show specifically why any similar information already available cannot be used or modified for use for the purpose described in item 2 above. 

The information that APHIS collects is not available from any other source. APHIS is the only Federal agency responsible for preventing, detecting, controlling, and eradicating animal diseases from the United States. 


5. If the collection of information impacts small businesses or other small entities, describe any methods used to minimize burden.

APHIS estimates that approximately 50 percent of the business respondents are considered small entities. The information collected is the absolute minimum needed to operate a national disease surveillance program.


6. Describe the consequence to Federal program or policy activities if the collection is not conducted or is conducted less frequently as well as any technical or legal obstacles to reducing burden. 

This is a mandatory information collection request; the U.S. animal disease surveillance programs are based on the information submitted on VS Forms 10-4 and 10-4A, nonconforming submissions, and VS Form 5-38. If the information was not collected (or collected less frequently), APHIS would not have the critical information necessary to effectively operate disease surveillance programs and identify the animals and herds from which the specimens were taken, preventing effective disease prevention and eradication.


7.  Explain any special circumstances that require the collection to be conducted in a manner inconsistent with the general information collection guidelines in 5 CFR 1320.5.

· requiring respondents to report information to the agency more often than quarterly;

· requiring respondents to prepare a written response to a collection of information in fewer than 30 days after receipt of it;

· requiring respondents to submit more than an original and two copies of any document;

· requiring respondents to retain records, other than health, medical, government contract, grant-in-aid, or tax records for more than 3 years;

· in connection with a statistical survey, that is not designed to produce valid and reliable results that can be generalized to the universe of study;

· requiring the use of a statistical data classification that has not been reviewed and approved by OMB;

· that includes a pledge of confidentiality that is not supported by authority established in statute or regulation, that is not supported by disclosure and data security policies that are consistent with the pledge, or which unnecessarily impedes sharing of data with other agencies for compatible confidential use; or

· requiring respondents to submit proprietary trade secret, or other confidential information unless the agency can demonstrate that it has instituted procedures to protect the information's confidentiality to the extent permitted by law.

There are no special circumstances associated with this information collection. This information collection is conducted in a manner consistent with the guidelines established in 5 CFR 1320.5.


8. Describe efforts to consult with persons outside the agency to obtain their views on the availability of data, frequency of collection, the clarity of instructions and record keeping, disclosure, or reporting form, and on the data elements to be recorded, disclosed, or reported. If applicable, provide a copy and identify the date and page number of publication in the Federal Register of the agency's notice, soliciting comments on the information collection prior to submission to OMB. 

APHIS engaged in productive consultations with the respondents listed below. They were contacted by email and phone to discuss the information APHIS collects to administer its sample collection and testing activities. We discussed with them how we and they obtain the necessary data and how frequently as well as how much data is available and the ease (or difficulty) of collecting it. APHIS also took comments and suggestions on recordkeeping. The respondents stated that they had no concerns with any of these items and had no further recommendations.

Dr. Clare Scully, President
American Association of Small Ruminant Practitioners
1130 East Main Street, Suite 302
Ashland, OH  44805
Phone: (419) 496-0696
Email: aasrp@aasrp.org

Dr. Angela Lackie, Assistant Executive Director
Animal Health Programs Texas Animal Health Commission
P.O. Box 12966
Austin, TX 78711
Phone: (512) 719-0705
Email: angela.lackie@tahc.texas.gov 




Dr. Matt Haug, 
IRT
1525 Kautz Rd
Chicago, IL 60185
Phone: (630) 377-2300
Email: mhaug@irt.com

On Friday, January 9, 2026, APHIS published in the Federal Register (Vol. 91 No. 6 pages 953-954) a 60-day notice seeking public comments on its plans to request a 3-year renewal of this collection of information. We received three comments in response to this collection; one comment was composed of 18 detailed subcomments. In response, VS states that the current renewal of this collection represents a consolidation of specimen submission activity previously tracked through multiple separate disease response collections (dealing with, for example, bovine tuberculosis, brucellosis, chronic wasting disease, scrapie, etc.). OMB directed VS to move to “common forms” and eliminate duplicative references to the use of certain forms used across multiple programs; this is VS’ attempt to align with OMB’s mandate. This is merely a consolidation; it is not an expansion of the existing submitter pool beyond what fluctuations in disease onset would account for. The burden estimates account for all users. OMB has previously accepted aggregated estimates and has given no indication it will not continue to do so. With reference to requests to simplify submission, VS is already working on this as well as the modification of forms; continuing emergency situations and staffing shortfalls have necessarily slowed this work. However, VS does allow for an electronic submission through a portal process. All submission forms can be downloaded and stored, enabling electronic data entry of all VS submission forms when the internet is not available. Some of the comments call for work that extends beyond the regulatorily authorized collection of information (analyses, audits, studies, establishment of mobile labs, immediate electronic submission methods, modification of sampling methods, reimbursement programs, etc.). These activities are beyond the scope of this collection. Finally, A Privacy Impact Analysis and Privacy Act statement have been prepared and are in Agency-level review.


9. Explain any decision to provide any payment or gift to respondents, other than reenumeration of contractors or grantees.

This information collection activity involves no payments or gifts to respondents.


10. Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, regulation, or agency policy. 

No additional assurance of confidentiality is provided with this information collection. Any and all information obtained in this collection shall not be disclosed except in accordance with 
5 U.S.C. 552a. APHIS will comply with 5 U.S.C. 552a, Privacy Act of 1974. The APHIS Privacy Officer has reviewed this collection in January 2026, and APHIS is working with the Privacy Office to provide Privacy Act statements for the included forms as appropriate.


11. Provide additional justification for any questions of a sensitive nature, such as sexual behavior or attitudes, religious beliefs, and other matters that are commonly considered private. This justification should include the reasons why the agency considers the questions necessary, the specific uses to he made of the information, the explanation to he given to persons from whom the information is requested, and any steps to be taken to obtain their consent. 

This information collection activity will ask no questions of a personal or sensitive nature. 


12. Provide estimates of the hour burden of the collection of information. Indicate the number of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.

A) Indicate the number of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated. If this request for approval covers more than one form, provide separate hour burden estimates for each form and aggregate the hour burdens in Item 13 of OMB Form 83-1.

APHIS is seeking approval for an estimated 14,860 respondents (affected public: 14,785 businesses, 52 States, and 23 nonprofit entities), 95,060 responses, and 30,930 total burden hours. Burden estimates were developed from discussions with accredited veterinarians, State veterinarians, and other personnel who are qualified to submit specimens for laboratory analysis; as well as herd owners who provide the necessary information. See APHIS Form 71.

B) Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories. 

[bookmark: _Hlk201324774]APHIS estimated the total annualized cost to be $2,027,959.24. APHIS arrived at this figure by multiplying the hours of estimated response time (30,930 hours) by the estimated average hourly wage ($45.88) and benefits of the above respondents and then multiplying the result (1,419,145.73) by 1.429 to capture benefit costs.

	Dept of Labor SOCC Code
	Average Hourly Wage
	Occupation Description

	19-1011
	$42.59
	Animal scientists

	29-1131
	$67.44
	Veterinarians

	11-9013
	$46.75
	Farmers, ranchers, and other agricultural managers

	
	$26.75
	Agricultural inspectors

	
	$45.88
	Average Hourly Salary



The average hourly rates used to calculate the estimate were found at the U.S. Bureau of Labor Statistics website https://www.bls.gov/oes/current/oes_stru.htm.

According to news release USDL-25-02335, released March 14, 2025, benefits account for 30 percent of employee costs, and wages account for the remaining 70 percent.  Mathematically, total costs can be calculated as a function of wages, resulting in a multiplier of 1.429.


13. Provide estimates of the total annual cost burden to respondents or record keepers resulting from the collection of information (do not include the cost of any hour burden shown in items 12 and14). The cost estimates should be split into two components: (a) a total capital and start-up cost component annualized over its expected useful life; and (b) a total operation and maintenance and purchase of services component. 

There are fees associated with the submission of the VS Form 10-4/10-4A. These fees are collected via user fee account, check, money order or credit card payment.


14. Provide estimates of annualized cost to the Federal government. Provide a description of the method used to estimate cost and any other expense that would not have been incurred without this collection of information. 

See APHIS Form 79. The annualized cost to the Federal government is estimated at $984,599.09.


15. Explain the reasons for any program changes or adjustments reported in Items 13 or 14 of the OMB Form 83-1. 

APHIS is seeking approval of a revision of a currently approved information collection request. The currently approved burden for this request is 1,871 total annual respondents, 32,546 total annual responses and 10,390 total annual burden hours. This request for a renewal and revision is for 14,860 respondents, 95,060 estimated responses and 30,930 estimated burden hours.

There are no third-party disclosure burden estimates.


	
	Requested
	Program Change Due to New Statute
	Program Change Due to Agency Discretion
	Change Due to Adjustment in Agency Estimate
	Change Due to Potential Violation of the PRA
	Previously Approved

	Annual Number of Responses
	95,060
	0
	62,514
	
	0
	32,546

	Annual Time Burden (Hr)
	30,930
	0
	20,540
	
	0
	10,390



Change(s) in estimate due to Agency discretion include:
There is a program changes increase of +62,514 responses resulting in an increase of +20,540 burden hours. 

· APHIS has combined all uses of the forms in this collection into one universal “common forms” package. Uses of these forms were formerly spread over six different collection packages.

Change(s) in estimate due to adjustments in estimate include:

· There is an adjustment of +12,989 respondents.


16. For collections of information whose results are planned to be published, outline plans for tabulation and publication. 

[bookmark: _Hlk201324851]APHIS has no plans to publish information collected in connection with this program.


17. If seeking approval to not display the expiration date for OMB approval of the information collection, explain the reasons that display would be inappropriate. 

The current renewal consolidates the forms from 0579-0040, 0579-0090, 0579-0101, 0579-0146, and 0579-0189. APHIS will display the OMB approval expiration date on this form under this OMB control number (0579-0090) only once this renewal package is approved.

APHIS will display the expiration date on the VS Form 5-38.


18. Explain each exception to the certification statement identified in the “Certification for Paperwork Reduction Act.” 

APHIS can certify compliance with all provisions. 


B. Collections of Information Employing Statistical Methods 

There are no statistical methods associated with the information collection activities used in this program.
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