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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 Public Health Security and Bioterrorism Preparedness and Response Act of 2002 was signed
into law June 12, 2002. This law is designed to prevent, prepare for and respond to bioterrorism
and other public health emergencies. The law requires individuals possessing agents or toxins
deemed a severe threat to animal or plant health, or to animal or plant products, to be registered
with the Secretary of Agriculture unless they have been specifically exempted. The Act also
requires regulations regarding registration of individuals who possess, use, or transfer these
agents or toxins be promulgated not later than 180 days from the date of its enactment.

The registration process entails the use of a number of separate forms designed to obtain critical
information concerning individuals or entities in possession of certain agents or toxins, as well as
the specific characteristics of the agents or toxins --including name, strain, and genetic
information. This data is needed, in part, to allow the USDA’s Animal and Plant Health
Inspection Service (APHIS) to determine the biosafety level of an entity as well as the entity’s
biosecurity situation. This, in turn, helps APHIS to ensure that appropriate safeguard,
containment, and disposal requirements commensurate with the risk of the agent or toxin are
present at the entity, thus preventing access to such agents and toxins for use in domestic or
international terrorism.

Information to determine that individuals seeking to register have a lawful purpose to possess,
use, or transfer agents or toxins will also be requested as part of the registration process.

Additionally, information required by the Department of Justice to perform required background
checks will need to be submitted.

APHIS is asking OMB to approve, for 3 more years, the use of these information collections,
associated with its efforts to more closely regulate select agents or toxins that could be used to
commit acts of domestic or international terrorism.

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 obtain critical information concerning
businesses and not-for-profit organizations in possession of certain agents or toxins, as well as
the specific characteristics of the agents or toxins, including name, strain, and genetic
information. These data are needed, in part, to allow APHIS to determine the biosafety and
biocontainment level of an entity as well as the entity’s security situation. This, in turn, helps
APHIS to ensure that appropriate safeguard, containment, and disposal requirements
commensurate with the risk of the agent or toxin are present at the entity, thus preventing access
to such agents and toxins for use in domestic or international terrorism. APHIS will also request
information to determine that individuals seeking to register have a lawful purpose to possess,
use, or transfer agents or toxins.

Request for Expedited Access Approval Review (business + not-for-profit) (State and local
government)

APHIS may expedite the access approval for individuals upon a request by the responsible
official and a showing of good cause. APHIS submits the entity request to the Department of
Justice to perform the required background check.

Application for Registration for Possession, Use, and Transfer of Select Agents and Toxins
(APHIS/CDC Form 1) (business + not-for-profit) (State and local government)

This form is designed to assist entities in complying with their legal obligation of notifying the
Secretary of the Department of Agriculture and registering with APHIS to use, possess, or
transfer select agents or toxins. Information requested on this form includes the entity’s name,
address, and telephone number; the agent or toxin for which registration is being sought, a
description of the proposed protocol designed for the agent or toxin, a description of the
biosafety and biosecurity measures in place at the entity where the proposed work is to be done,
and the name of the individual responsible for the entity. This form is also used when an entity
wants to amend its application. Amendments document changes in events that occur subsequent
to registration (replacement of the responsible official, changes in select agent activities).

Request to Transfer Select Agents and Toxins (APHIS/CDC Form 2) (business + not-for-

profit) (State and local government)

This form is used by entities to request authorization from APHIS or CDC to receive or send a
select agent or toxin. A registered entity is required by regulation (7 CFR 331.16, 9 CFR 121.16,
and 42 CFR 73.16) to file this form with either APHIS or CDC and obtain approval prior to
transfer of a Select Agent(s) or toxin. The purpose of this form is to provide a method for the
documentation of the transfer of a Select Agents or toxin. The form must be completed for each
transfer of Select Agents. The completion of this form creates a “paper trail” that enables USDA
to ensure that agents or toxins being moved from one location to another arrive, intact, at their
intended destination point.

Report of Transfer of Proficiency Test (business + not-for-profit) (State and local
government)




A select agent or toxin that is contained in a specimen for proficiency testing may be transferred
without prior authorization from APHIS or CDC provided that, at least 7 calendar days prior to
the transfer, the sender reports to APHIS or CDC the select agent or toxin to be transferred and
the name and address of the recipient.

Report of Theft, Loss, or Release of Select Agents or Toxins (APHIS/CDC Form 3)
(business + not-for-profit) (State and local government)

An individual or entity must immediately notify APHIS or CDC upon discovery of the theft,
loss, or release of a select agent or toxin causing occupational exposure or a release of a select
agent or toxin outside of the primary barriers of the biocontainment area. The theft, loss, or
release must be reported by telephone, facsimile, or e-mail. The following information must be
provided:

the name of the select agent or toxin and any identifying information (e.g., strain or other
characterization information); an estimate of the quantity stolen, lost, or released; an estimate of
the time during which the theft or loss occurred or the time and duration of the release; the
environment into which the release occurred (e.g., in building or outside of building, waste
system); the location (building, room) from which the theft, loss, or release occurred; the number
of individuals potentially exposed at the entity; actions taken to respond to the release; and
hazards posed by the release. A completed APHIS/CDC Form 3 must be submitted within 7
calendar days after the discovery of theft, loss, or release of select agents or toxins. Thefts or
losses must be reported even if the select agent or toxin is subsequently recovered or the
responsible parties are identified.

Reporting the Identification of a Select Agent or Toxin from a Clinical/Diagnostic
Specimen (APHIS/CDC Forms 4A, 4B, and 4C) (business + not-for-profit) (State and local

government)

The APHIS/CDC Form 4, Reporting the Identification of a Select Agent or Toxin, is used by
clinical or diagnostic laboratories and other entities to notify APHIS or CDC of the identification
of a select agent or toxin as the result of diagnosis, verification, or proficiency testing and of the
final disposition of that identified agent or toxin.

Clinical or diagnostic laboratories and other entities that have identified select agents or toxins
contained in a specimen presented for diagnosis or verification are required by regulation to
report the identification within 7 calendar days to APHIS or CDC.

Request for Exemption of Select Agents and Toxins for Public Health or Agricultural
Emergency or Investigational Product (APHIS/CDC Form 5) (business + not-for-profit)
(State and local government)

An individual or entity may apply for an exemption to the registration process. Information

requested on this form includes the entity’s name, address, and telephone number; the agent or
toxin for which exemption if being sought, a description of the proposed protocol designed for
the agent or toxin, a description of the biosafety and biosecurity measures in place at the entity



where the proposed work is to be done, and an explanation concerning why the exemption
should be granted.

The responsible official must report the identification and final disposition of select agents or
toxins contained in specimens presented for diagnosis or verification once identified. This report
must be followed by submission of APHIS/CDC Form 4 within 7 days of receipt.

Appeal of Registration Denial; Surrender of Registration Certificate (business + not-for-
profit) (State and local government)

If an individual’s or entity’s registration application is denied, or if they receive notification that
their registration will be suspended or revoked, they may appeal this decision in writing to the
Administrator. The appeal letter must state all of the reasons why the individual’s or entity’s
registration should not be denied, suspended, or revoked. If an individual or entity is voluntarily
surrendering their certificate of registration to the Animal and Plant Health Inspection Service,
they must notify the agency of their intention to do so and provide the agency with any
information that may be requested to verify that the individual or entity is no longer working
with the agents or toxins of concern.

Report of Identification of Select Agents or Toxins Contained in Specimens Presented for
Diagnosis or Verification (business + not-for-profit) (State and local government)

The responsible official must report the identification and final disposition of select agents or
toxins contained in specimens presented for diagnosis or verification once identified. This report
must be followed submission of APHIS/CDC Form 4 within 7 days of receipt.

Report of Identification of Select Agents or Toxins Contained in Specimens Presented for
Proficiency Testing (business + not-for-profit) (State and local government)

The responsible official must report the identification and final disposition of select agents or
toxins contained in specimens presented for proficiency testing. This report must be followed by
submission of APHIS/CDC Form 4 within 90 days of receipt.

Recordkeeping (business)

The records to be retained are needed to verify that laboratories/entities are maintaining efficient
and reliable data to ensure that appropriate safeguard, containment, and disposal requirements
are being followed. Records should be retained for 3 years.

Inspection of Facilities (business + not-for-profit) (State and local government)



APHIS must be allowed to inspect any site at which activities regulated under this part are
conducted and must be allowed to inspect and copy any records relating to the activities covered
by APHIS’ regulations.

Prior to issuing a certificate of registration to an individual or entity, APHIS may inspect and
evaluate their premises and records to ensure compliance with APHIS’ regulations.

Application for Permit to Import or Transport Controlled Material or Organisms or
Vectors (VS 16-3) (business)

Any individual or entity planning to import or engage in the interstate transportation of VS or
overlap select agents or toxins must apply to APHIS for a permit to do so. The permit application
asks for such information as the applicant’s name, organization, address, telephone number, and
the name of the individual who will receive and be responsible for the imported material; the
name and address of the producer/shipper, a description of the material to be imported --
including the country of origin and the country in which processing occurred; the quantity and
frequency of the importation and the expected completion date; the proposed use of the imported
material, the treatment the material underwent prior to being imported into the United States, and
the method that will be used for disposing of the imported material.

Additional Information for Cell Cultures and their Products (VS 16-7) (business)

This is a supplemental form to VS Form 16-3. It requests additional information concerning
specific material that requires the use of cell cultures, including monoclonal antibodies,
recombinant products, extracts, and viruses. This form asks for the cell line or reference number,
the cell line’s country of origin, the cell line’s passage history, the type of culture media used for
the cell line, the names of any animal viruses studied in the laboratory where the cell line
originated, the address of the laboratory where the material originated, and the potential use of
the imported cells or products.

Application and Permit to Move Live Plants or Noxious Weeds (PPQ 526) (business)

Any individual or entity planning to import or engage in the movement of PPQ select agents or
toxins deemed a severe threat to plant health or plant products must apply to APHIS for a permit
to do so. The permit application asks for such information as the applicant’s name, organization,
address, and telephone number; the type of agents or toxins to be moved and their scientific
names, what kind of host material will accompany the agents or toxins, the shipment’s port of
arrival and destination within the United States, the approximate date of arrival or movement of
the agents or toxins, the number of shipments, the supplier, the intended use of the agents or
toxins, the methods that will be employed to prevent agent or toxin escape, and what method will
be used to dispose of the agents or toxins.

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 APHIS/CDC forms below can be found on the National Select Agent Registry at the
Web site address as follows: http://www.selectagents.gov

Application for Registration for Possession, Use, and Transfer of Select Agents and Toxins
(APHIS/CDC Form 1)

Request to Transfer Select Agents and Toxins (APHIS/CDC Form (APHIS/CDC Form 2)
Report of Theft, Loss, or Release of Select Agents and Toxins (APHIS/CDC Form 3)

Reporting the Identification of a Select Agent or Toxin in a Clinical or Diagnostic Specimen
(APHIS/CDC Forms 4A, 4B, and 4C)

Request for Exemption of Select Agents and Toxins for Public Health or Agricultural
Emergency or Investigational Product (APHIS/CDC Form 5)

The Import Permit Application (VS 16-3) is automated as a PDF and is downloadable at:
http://www.aphis.usda.gov/library/forms/pdf/VS_16_3.pdf

Additional Information for Cell Cultures and their Products (VS 16-7) is automated as a PDF and
is downloadable at:  http://www.aphis.usda.gov/library/forms/pdf/VS_16_7.pdf

Application for Permit (PPQ 526) is automated as a PDF and is downloadable at:
http://www.aphis.usda.gov/library/forms/pdf/PPQ_526.pdf

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 will be collecting in connection with this program is not available
from any other source, since APHIS is the only Federal agency responsible for controlling
agricultural select agents or toxins that present a potential but severe threat to animal or plant
health.

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

APHIS has no small entities involved with this information collection.


http://www.selectagents.gov/

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, APHIS’ efforts to more
aggressively prevent a bioterrorism event in the United States would be compromised.

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;

There are no requirements of quarterly reporting of information.

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

The responsible official must report the identification and final disposition of select
agents or toxins contained in specimens presented for diagnosis or verification once
identified. This report must be followed by submission of APHIS/CDC Form 4 within 7
days of receipt.

A select agent or toxin that is contained in a specimen for proficiency testing may be
transferred without prior authorization from APHIS or CDC provided that, at least 7
calendar days prior to the transfer, the sender reports to APHIS or CDC the select agent
or toxin to be transferred and the name and address of the recipient.

An individual or entity must immediately notify APHIS or CDC upon discovery of the
theft, loss, or release of a select agent or toxin causing occupational exposure or a release
of a select agent or toxin outside of the primary barriers of the biocontainment area. The
theft, loss, or release must be reported by telephone, facsimile, or e-mail. The following
information must be provided:

The name of the select agent or toxin and any identifying information (e.g., strain or other
characterization information); an estimate of the quantity stolen, lost, or released; an
estimate of the time during which the theft or loss occurred or the time and duration of
the release; the environment into which the release occurred (e.g., in building or outside
of building, waste system); the location (building, room) from which the theft, loss, or
release occurred; the number of individuals potentially exposed at the entity; actions
taken to respond to the release; and hazards posed by the release. A completed
APHIS/CDC Form 3 must be submitted within 7 calendar days after the discovery of
theft, loss, or release of select agents or toxins. Thefts or losses must be reported even if



the select agent or toxin is subsequently recovered or the responsible parties are
identified.

The APHIS/CDC Form 4, Report of the Identification of a Select Agent or Toxin, is used
by clinical or diagnostic laboratories and other entities to notify APHIS or CDC of the
identification of a select agent or toxin as the result of diagnosis, verification, or
proficiency testing and of the final disposition of that identified agent or toxin.

Clinical or diagnostic laboratories and other entities that have identified select agents or
toxins contained in a specimen presented for diagnosis or verification are required by
regulation to report the identification within 7 calendar days to APHIS or CDC.

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

There are no requirements for 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 three years;

As per the regulations, (7 CFR 331.17 and 9 CFR 331.17), an individual or entity
required to register under this part must maintain complete records relating to the
activities covered by this part. All records created under this part must be maintained for
3 years and promptly produced upon request.

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

There is no statistical survey associated with this information collection.

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

Any and all statistics data classification is always 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

There will be no pledge of confidentiality in this information collection.

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.



Respondents will not be required to submit proprietary trade secret, or other confidential
information for this information collection.

There are no other special circumstances requiring that the collection of information be
conducted in a manner inconsistent with the guidelines established in 5 CFR 1320.5.

8. Describe efforts to consult with individuals 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 in 2010:

Andrea Harness
AGDIA, Inc.
30380 CR6
Elkhart, IN 46514
(574) 264-2014

Paul Rubock

Columbia University

630 West 168" Street

New York City, NY 10032
(212) 305-1506

Janet Peterson

University of Maryland
3115 Chesapeake Building
College Park, MD 20742
(301) 405-3099

On Tuesday, May 24, 2011, pages 30092 - 30093 11444, APHIS published in the Federal

Register, a 60-day notice seeking public comments on its plans to request a 3-year renewal of
this collection of information. No comments from the public were received.

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
5U.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 individuals 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 researchers, as
well as personnel at universities, research and development organizations, and diagnostic
laboratories.

* 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 the above respondents to be $119,607. APHIS
arrived at this figure by multiplying the total burden hours (2,290) by the estimated average
hourly wage of the above respondents ($52.23). The average hourly wage is based on salaries of
State, and local government, health care officials, and professional scientific and technical
services.

$52.23 is the hourly rate derived from the U.S. Department of Labor, Bureau of Labor Statistics;
National Compensation Survey: Occupational Wages in the United States, May 2009. See:
http://www.bls.gov/news.release/ocwage.t.03.htm



http://www.bls.gov/news.release/ocwage.t.03.htm

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.

There is zero annual cost burden associated with capital and start-up, operation and maintenance,

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.

An estimate of the annual cost to the Federal Government is $32,573. (See APHIS 79.)

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

ICR Summary of Burden:

Program Clapae
9 Program Change Change Due to Due to .
Change . - - Previously
Requested Due to Agency Adjustment in Agency | Potential
Due to New . ’ . N Approved
Statute Discretion Estimate Violation of
the PRA
Annual
Number of 1,164 0 409 0 755
Responses
Annual Time 2,290 0 1,004 0 1,286
Burden (Hr) ' ' '
Annual Cost
Burden ($) 0 0 0 0 0 0

The respondents registering agents and toxins for this program has increased from 655 to 1,163;
an increase of 508 respondents participating in the registration process. This has resulted in an
adjusted increase of + 409 annual responses and 1,004 hours for this collection.

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.



Since APHIS CDC Forms 1, 2, 3, 4 (A, B, and C), and 5 are used in one information collection,
APHIS has no plans to seek approval for not displaying the OMB expiration date on its forms.

APHIS will display the expiration date on the PPQ 526 and VS 16-7 but is requesting exemption
for not displaying the expiration date on the VS 16-3 form because it is used in 6 collections.
18. Explain each exception to the certification statement identified in " Certification for

Paperwork Reduction Act."

APHIS is able to certify compliance with all the provisions in the Act.

B. Collections of Information Employing Statistical Methods

No statistical methods will be used in connection with this information collection.



