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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.

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.

The regulations governing the export of animal products from the United States are found in subchapter I, Part 153 of Title 9 of the Code of Federal Regulations (9 CFR): Voluntary Inspection and Certification Service. These regulations are authorized by 21 U.S.C. 117, the Animal Industry Act.

The export of agricultural commodities, including animals and animal products, is a major business in the United States and contributes to a favorable balance of trade. As part of its mission to facilitate the export of U.S. animals and products, the U.S. Department of Agriculture (USDA), Animal and Plant Health Inspection Service (APHIS), Veterinary Services (VS), maintains information regarding the import health requirements of other countries for animals and animal products exported from the United States.

Many countries that import animal products from the United States require a certification that the United States is free of certain diseases. These countries may also require that APHIS’ certification statement contain additional declarations regarding the U.S. animal products being exported. This certification must generally carry the USDA seal and be endorsed by a Federal veterinarian. APHIS uses a certificate, hearing requests, notifications, and a letterhead certificate to meet these requirements.

APHIS is asking OMB to approve the reinstatement and use of these information collections for 3 years.




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 to regulate the governing of the export of animal products from the United States.  

Export Certificate for Animal Products (VS 16-4, VS 16-4A Continuation Sheet);
(9 CFR 156.3, 156.6); (Business)
The VS 16-4 serves as USDA’s official certification that rinderpest, FMD, CSF, SVD, ASF, bovine fever, bovine spongiform encephalopathy, and contagious bovine pleuropneumonia do not exist in the United States.

A U.S. exporter wishing to export animal products to another country must complete a section of the VS 16-4 entitled “Description of the Consignment.” The form captures the exporter's name and address; the name and address of the consignee; the quantity, unit of measure, and type of product being exported; the exporter's identification; and the type of conveyance (ship, train, truck) that will transport the products. The form also asks for any declarations the receiving country might require, such as statements concerning where the product originated and how it was processed.

Once the form is completed, the exporter submits the VS 16-4 to VS, which reviews the form for completeness and accuracy before the authorized Federal veterinarian (endorsing official) signs it. The VS 16-4 remains valid for 30 days after the date of signature.

For U.S. exporters who are exporting numerous products, the VS 16-4 does not provide adequate space for the information the importing country has requested. VS uses a continuation sheet, the VS 16-4A, to provide the additional space some exporters need to complete the VS 16-4. Besides the space for the continuation of information, there is a confirmation block. The exporter fills in the additional information, and VS completes the information about the certificate number, the page number, and initials the form.

Letterhead Certificate; (9 CFR 156.3, 156.6); (Business) 
Letterhead certificates vary depending on the commodity and country of destination but should contain the same basic information as the VS 16-4. The exporter must prepare the certificate consistent with the guidance included on the certificate and, if available, the international import regulations or an import permit from the country of destination.

Hearing Request; (9 CFR 156.8); (Business)
VS may refuse to grant a certificate to an exporter if that exporter fails to meet conditions set forth in 9 CFR 156.5 and 9 CFR 156.6. If VS refuses to grant a certificate, the exporter may request a hearing to appeal the decision.

Notification of Tampered Certificate; (9 CFR 156.8); (Business)
VS may issue a denial or withdrawal of service if it determines that a certificate VS has issued has been altered or if parts of the certificate or its marks or devices have been imitated, or that the recipient of the official certificate, mark, or device has used it without authority from the Administrator. An exporter who has been issued a denial or withdrawal of service can appeal this ruling.

Exporters can request either a hearing to appeal a denial of a certificate, or notification of a tampered certificate, by mail or phone to the USDA’s Office of General Counsel (OGC). Exporters can find contact information for OGC’s regional offices and staff on the USDA website at http://www.usda.gov/wps/portal/usda?navid=OGC.


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. 

The VS Form 16-4 and VS Form 16-4A may be downloaded as fillable PDF forms from https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/export/iregs-for-animal-product-exports/ct_iregs_animal_product_exports_home. Exporters can download the forms, complete the appropriate sections, print out the forms if they choose, and submit them to VS via email, fax, or mail. The VS staff then reviews this information and provides a hard copy for the export veterinarian to sign.

The letterhead certificates are drafted for individual cases and are not good candidates for electronic submission.

Exporters can request either a hearing to appeal a denial of a certificate, or notification of a tampered certificate, through mail or by phone to the USDA's Office of General Counsel.


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.

APHIS is the only Federal agency responsible for preventing the spread of certain animal export 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 60 percent of the respondents are small entities. The information collected is the minimum needed to officially certify to the satisfaction of receiving countries that the United States is free of certain animal diseases.


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.

If the information was collected less frequently or not collected at all, many countries would not accept animal products from the United States, creating a serious trade imbalance and adversely affecting American exporters.


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 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.

No special circumstances exist that would require this collection to be conducted in a manner inconsistent with the general information collection guidelines 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 recordkeeping, 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 following individuals concerning the information collection activities associated with this program. They were contacted by email and phone where it was discussed how necessary data was obtained and how frequently; how much data is available; the convenience and clarity of reporting formats and other collection instruments; and the clarity of, and necessity for, any recordkeeping requirements. They stated that they had no concerns with any of these items and had no further recommendations. They did observe, uniformly, that the producers and veterinarians they work with seldom have need to implement the surveillance instruments.

Randy Strait
Director – International Logistics
Tyson Foods Inc.
800 Stevens Port Drive
Dakota Dunes, SD 57049
Email: Randy.Strait@Tyson.com
Phone: 605-235-2333

Kari Moore
Export Manager
APC Inc.
2425 SE Oak Tree Ct.
Ankeny, IA 50021 
Email: Kari.Moore@functionalproteins.com
Phone:  515-289-7639

Judith Pogoda-Leone 
Senior Manager, Technical Affairs 
Global Sera
Life Sciences Solutions 
Thermo Fisher Scientific 
3175 Staley Road
Grand Island, NY 14072
Email: judith.pogoda-leone@thermofisher.com
Phone: 716-774-6731

On Thursday, September 3, 2020, APHIS published in the Federal Register (85 FR 54977) a
[bookmark: _GoBack]60-day notice seeking public comments on its plans to request a 3-year reinstatement of this collection of information (85 FR 54977). One comment was received recommending procedures be established for issuing health certificates for live animals to companies that are exporting or importing animals. The comment is out of scope for this submission which is focused on animal product exports (see APHIS’ International Regulations (IRegs) for Animal Product Exports website at https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/export/iregs-for-animal-product-exports).


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.


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 be made of the information, the explanation to be 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.

· 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-I.

	See APHIS Form 71. Burden estimates were developed from discussions with U.S. exporters of animal products.
 
· Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories.

	APHIS estimates the total annualized cost to respondents to be $2,529,400. This was computed by multiplying the estimated average hourly wage ($34.19) by the total number of burden hours (51,771) needed to complete the work, and then multiplying the result by 1.429 to capture benefit costs.

	The average hourly rate of $34.19 is for sales representative [SOCC 41-4012]. The rate was obtained from https://www.bls.gov/oes/current/oes_stru.htm.

	According to DOL BLS news release USDL-20-0451 released March 19, 2020, employee 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 using a multiplier of 1.429.


13.  Provide estimates of the total annual cost burden to respondents or recordkeepers resulting from the collection of information (do not include the cost of any hour burden shown in items 12 and 14).  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.

No annual cost burden is associated with capital and startup costs, operation and maintenance expenditures, and purchase of services.


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 79. APHIS estimates the annualized cost to the Federal Government to be $3,069,555.


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

	
	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
	160,776
	0
	160,776
	0
	0
	0

	Annual Time Burden (Hr)
	51,771
	0
	51,771
	0
	0
	0



This request for reinstatement includes 42,000 respondents, 160,776 responses, and 51,771 hours of burden. It includes one new activity, Letterhead Certificate, with one response and one hour of burden.


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

APHIS has no plans to publish information it collects 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.

APHIS requests exemption from displaying the approval expiration date on the forms. The forms are downloadable and APHIS cannot readily control version controls if the form is revised or fully automated in the future and the user does not update the downloaded form. Exemption will also remove the confusion that arises when users confuse the OMB approval date with the form’s version date also shown on the front of the form.  


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

APHIS can certify compliance with all provisions of the Act.


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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