Guidance Document for the Completion of APHIS/CDC Form 1

Prior to completing APHIS/CDC Form 1 please ensure that you are using the current, OMB
approved form and/or tables. Submissions using expired forms or tables will not be
accepted. The current, approved form and tables can be downloaded from
http://www.selectagents.gov/registrationForm.htm.

If you are completing the APHIS/CDC Form 1 for the first time please review this document in
its entirety before completing and submitting your application for registration to APHIS or
CDC.

If you are a registered entity and are submitting an amendment to your registration, please
review the Registration Amendments section of this document to determine the submission
requirements for the particular type(s) of amendment(s) you are requesting.
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Since all communication between a registering individual or an entity and APHIS and/or the
CDC are completed through the Responsible Official (RO) or alternate RO (ARO), it is
imperative that the RO and ARO contact information is kept current and accurate. If any
Section 1 information changes, you must immediately report the change(s) to APHIS or the
CDC by submitting an update using the current OMB approved APHIS/CDC Form 1. Verbal
change requests cannot be accepted.

When completing Section 1A, please refer to the definitions listed below for selecting the type
of entity.

= Academic (Private) — a university that is run without the control of any government
entity. This entity would need to identify individual(s) that own or control the entity.
For example, if the individual is in a managerial or executive capacity with regard to
the entity’s select agents or toxins or with regard to the individuals with access to the
select agents or toxins possessed, used, or transferred by the entity, this individual
would be considered someone who owns or controls the entity.

= Academic (State) — a university that is predominantly funded by public means through
the government. Public accredited academic institutions are exempt from the entity
security risk assessment requirement.

= Commercial (Profit) — a privately owned company including partnerships and those
corporations either privately held or whose shares are traded on the open market.
This entity would need to identify individual(s) that own or control the entity. For
example, 1) if an individual owns 50 percent or more of the entity, or 2) is a holder or
owner of 50 percent or more of its voting stock or 3) an individual is in a managerial or
executive capacity with regard to the entity's select agents or toxins or with regard to
the individuals with access to the select agents or toxins possessed, used, or
transferred by the entity, this individual would be considered someone who owns or
controls the entity.

= Government (Federal) - an entity that is part of an agency of the Federal government.
These entities are exempt from the entity security risk assessment requirement.

= Government (State/Local) — an entity that is part of an agency of a State or Local
government. An example would be a state or local laboratory that provides certain
medical and environmental laboratory services (testing, consultation and training) to
the public and is predominately funded by a state or local government. These entities
are exempt from the entity security risk assessment requirement.

= Private, Non-Profit - a privately owned company including partnerships and
corporations no part of the income of which is distributed to its owners, directors,
officers, members or stockholders and whose principle purpose is for charitable or
benevolent purposes. This entity would need to identify individual(s) that own or
control the entity. For example, 1) if an individual owns 50 percent or more of the
entity, or 2) is a holder or owner of 50 percent or more of its voting stock or 3) an
individual is in a managerial or executive capacity with regard to the entity's select
agents or toxins or with regard to the individuals with access to the select agents or
toxins possessed, used, or transferred by the entity, this individual would be
considered someone who owns or controls the entity.
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Emergency Telephone Numbers (RO and ARO)

When completing the required information for the RO and the ARO (Sections 1B and 1C)
providing an emergency telephone number is also required. The purpose of this field is to
provide APHIS or the CDC an emergency contact number for these individuals. Generally,
this would represent an after-hours emergency number, whether that is a cell phone or a
home phone is at your discretion. The phone number will only be used in emergency
situations (e.g., natural disasters) when APHIS or the CDC is unable to reach the RO at
his/her designated business number.

Update entity, RO, and/or ARO contact information
1. Submit a cover letter stating the change(s) being made,

2. an updated Section 1, and
3. acomplete Section 2 with signatures from the RO and all AROs.

Change RO, add an ARO, or change an ARO:

To designate a different RO or a different ARO, the current RO must mail, fax, or email their
agency contact at the same agency that the original application was filed with (APHIS or
CDC), a signed statement on an official entity facility letterhead requesting such changes. In
addition, the new RO or ARO must submit completed Sections 1, 2, and 4 of APHIS/CDC
Form 1.

In the event that an entity loses the services of its RO, an entity may continue to possess,
use, or transfer select agents or toxins only if it appoints as the RO another individual who
has been approved by the APHIS Administrator or HHS Secretary following a security risk
assessment (SRA) by the Attorney General and who meets all other requirements of the
select agent regulations. The owner of the entity must mail, fax, or email to the appropriate
agency a signed statement on an official entity facility letterhead requesting such changes. In
the event that the entity is exempted and does not have an identified owner/controller, a
senior representative from the entity would submit the information. In addition, the new RO
or alternate RO must submit completed Sections 1, 2, and 4 of APHIS/CDC Form 1.

Signature Requirements:

= |If submitting registration documents for the first time, or if your entity does not have a
current registration with either APHIS or the CDC, you must submit signatures from
the RO and all AROs using Section 2 of APHIS/CDC Form 1.

= If submitting an amendment to a current registration to change the RO, add an ARO,
change an ARO, or to update entity, RO, or ARO contact information you must submit
signatures from the RO and all AROs using Section 2 of APHIS/CDC Form 1.

= For all other amendments to your entity’s current registration, only a signed cover
letter from the RO or ARO that is acting on behalf of the RO stating the change(s)
being made, along with the applicable Sections of APHIS/CDC Form 1 is necessary.
See the Registration Amendments section of this document for further details.
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New registration or renewal:
On a separate line for each select agent or toxin, complete the Select Agent/Toxin column of
the table to indicate each select agent (genus and species) or toxin (above the aggregate
regulated amount; http://www.selectagents.gov/toxinLimits.htm) which is currently in
possession at the entity. Also include all select agents and toxins not currently in possession
but which the entity plans to possess in the future.
Select Agent /Toxin

= List only one select agent or toxin per line

= Do not abbreviate the name of a select agent or toxin

= Enter select agents or toxins exactly as they appear on the current, approved Select
Agent/Toxin List (http://www.selectagents.qgov/agentToxinList.htm)

= Do not list any biological agents or toxins that are not on the current, approved Select
Agent/Toxin List (http://www.selectagents.gov/agentToxinList.htm)

Note: You do not have to complete the Laboratory Area Bldg, Laboratory Area Room, or
Principal Investigator columns. The information in these columns is captured in other
sections of the form. Therefore, to decrease the burden of entering duplicate data and to
help ensure data consistency throughout all sections of APHIS/CDC Form 1 we do not
require these columns to be completed in Section 3. However, if you do choose to complete
these columns you must 1) indicate whether the buildings and rooms listed are where the
select agents will be used or where they will be stored (do not list both storage and use
buildings/rooms, list either storage building/rooms or use building/rooms) and 2) ensure that
all information listed in Section 3 accurately reflects the information listed in Sections 5 and 6.

Amendment to add or remove a select agent(s)/toxin(s):
1. Submit a cover letter signed by the RO or ARO stating the change(s) being made,

2. an updated Section 3 with the select agent(s)/toxin(s) the entity currently possesses or
may possess in the near future,
Note: You do not have to complete the Laboratory Area Bldg, Laboratory Area Room,
or Principal Investigator columns. (See note above for details.)

3. and an updated Section 6 listing the select agent(s)/toxin(s) the entity currently
possesses or may possess in the near future.
Note: Either a complete Section 6 for your entity or a Section 6 for each Principal
Investigator’s inventory may be submitted.

Complete this section by providing the information for the RO, alternate RO, owners of the
entity, as well as each person who is authorized to have access to select agents and toxins at
the entity. An individual will be deemed to have access at any point in time if the individual
has possession of a select agent or toxin (e.g., ability to carry, use, or manipulate) or the
ability to gain possession of a select agent or toxin [42 CFR § 73.10(b)].
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Last name, first name, and date of birth

The last name, first name and the date of birth for individuals listed on the Section 4 table
must be identical to that provided on the FD-961 Form submitted to CJIS for each individual.

DOJ Unique ldentifier Number

If you are submitting an amendment to add a new individual(s) leave the DOJ identifier
number blank in the amended Section 4 table.

Once the entity has submitted an amended Section 4 listing new persons requiring a
SRA, the RO receives the individual's unique Department of Justice (DOJ) identifying
number from APHIS or the CDC and forwards to the individual to complete the SRA
information (FD-961 form and fingerprint cards).

After the receipt of the DOJ identifier number by APHIS or the CDC, the RO should
include this number for the individual(s) on all future correspondence or Section 4
submissions.

If an entity wishes to add an individual as a visitor to the entity’s registration, the RO
should use the DOJ number provided by the originating entity on the Section 4
submission. For detailed instructions relating to visitors, please see the Security Risk
Assessment Frequently Asked Questions located at
http://www.selectagents.gov/sra.htm#sec1g5.

Job Title

When completing the Job Title section for all individuals, please use only the following titles.
Do not include your institutional job titles or codes.

Responsible Official (RO) — the individual designated by an entity with the authority
and control to ensure compliance with the select agent regulations

Alternate Responsible Official (ARO) — the individual(s) designated by an entity with
the authority and control to ensure compliance with the select agent regulations in the
absence of the Responsible Official

Owner/Controller — 1) an individual who owns 50 percent or more of the entity 2) a
holder or owner of 50 percent or more of the entity’s voting stock 3) an individual who
is in a managerial or executive capacity with regard to the entity's select agents or
toxins or with regard to the individuals with access to the select agents or toxins
possessed, used, or transferred by the entity are all considered to be someone who
owns or controls the entity

Principal Investigator (PI) — the individual who is designated by the entity to direct a
project or program and who is responsible to the entity for the scientific and technical
direction of that project or program

Laboratorian — an individual who performs the work listed in Section 6B, Item #1
and/or directly handles select agents or toxins

Support Staff: (specific role) — an individual who provides an indirect service in
support of the direct work with select agents or toxins, does not directly handle or work
with select agents/toxins, but could potentially gain access to select agents/toxins
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Examples:

Support Staff: IT Support Staff: Animal Care
Support Staff: Security Support Staff: Maintenance
Support Staff: Administrative Support Staff: Janitorial

Visitor — an individual who has access approval at a registered entity other than yours
and will temporarily work with or receive select agent/toxin training at your registered
entity

Principal Investigator

For each individual listed on the Section 4 table you must list the Pl or Pls who
control(s) the use of the select agents and toxins that the person will work with or
provide support services for.

If an individual works with or supports more than one PI, list all of the Pls in the PI
column for that individual.

If the person will work with or support all Pls, the term "All PIs" should be listed in the
PI column for that individual.

Note: If multiple pages are submitted, the RO only needs to sign the last page.

Section 5

This section must be completed by the RO during the initial request for a certificate of
registration and resubmitted as an amendment any time there is a change in the
entity’s procedures noted in Section 5 for any or all Pls.

Completion of Section 5 is to indicate that your entity and its PIs have implemented
plans and procedures to ensure compliance with the requirements of 7 CFR part 331,
9 CFR part 121, and 42 CFR part 73.

A separate entry in Section 5 must be completed for each PI identified in Section 4. If
multiple or all Pls at your entity are registered for the same laboratory, you may use
multiple names or the term "All Pls" in the Principal investigator section.

If the information provided in Section 5 applies to all laboratories at your entity, you
may use the term "All Laboratories" in the laboratory building and laboratory room
number section.

Section 6A
Select Agent /Toxin

List only one select agent or toxin per line
Do not abbreviate the name of a select agent or toxin

Enter select agents or toxins exactly as they appear on the current, approved Select
Agent/Toxin List (http://www.selectagents.gov/agentToxinList.htm)

Do not list any biological agents or toxins that are not on the current, approved Select
Agent/Toxin List (http://www.selectagents.qgov/agentToxinList.htm)
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Note: Section 6A does not request the further characterization of select agents and toxins
into regulated genomic elements, recombinant nucleic acids, or recombinant organisms
as was requested in the previous APHIS/CDC Form 1, Section 4A. However, this
material is still regulated and must be documented in section 6D. For more detailed
guidance regarding the application of the current select agent regulations to those who
create and use synthetic genomic products please refer to the document titled “Synthetic
Genomics” available at http://www.selectagents.gov/complianceAssistance.htm.

Strain Designation

= List the strain designation(s) for all select agent(s) and toxin(s) listed in table 6A only if
known, otherwise leave blank.

Note: For the purposes of the APHIS/CDC Form 1, a strain is defined as a group of
organisms of the same species, sharing certain hereditary characteristics not typical of
the entire species but minor enough not to warrant classification as a separate breed
or variety (e.g., Ames strain of Bacillus anthracis). For select viral agents, if a unique
phenotypic/genotypic marker is purposely used to differentiate a virus from the parent
strain then this needs to be recorded as a “unique” strain on the strain table. For
viruses that have been genetically modified due to passage of the virus and have not
been differentiated from the parent virus, the virus would not necessarily need to be
recorded as a separate strain on the strain table.

Resistance to specific antibiotics is a feature of certain strains of bacteria. For select
agents that have been genetically modified such as introduction of an antibiotic
resistant gene, you would note that in the strain designation column. In addition, you
would need to provide information regarding these experiments in Section 6D. If your
entity does not perform strain designation, then you would list “N/A” for this column or
leave it blank.

If your entity’s strain designation information exceeds fifty (50) entries you may provide
this information to APHIS or CDC in a separate document (e.g., Excel spreadsheet).
Updated strain information should be 1) maintained on a real time basis 2) submitted
quarterly if strain related changes in your entity’s inventory occur 3) or submitted
annually if no strain related changes have occurred in your entity’s inventory since
your last submission. Please note, at any time APHIS or CDC may request an
accurate listing of all select agent and toxin strains possessed by your entity. One
document containing the strain information for your entity’s complete inventory or
individual documents listing the strain information for each Principal Investigator’s
inventory may be submitted.

There are three options for initially providing strain designation information to APHIS or

CDC. (See the Registration Amendments section of this document for instructions on

submitting updates to your entity’s strain related inventory.)

Option 1

a) Complete Section 6A as the current instructions indicate, including strain designations
and all bldg/room/P1 combinations
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Option 2
a) Complete Section 6A for all agents possessed to include all bldg/room/PI

combinations but do not include strain designations and their bldg/room/PI
combinations

b) List “see attached” in the strain designation column and provide a separate document
(e.g., Excel spreadsheet) along with the Section 6A table that lists all strain
designations for each select agent or toxin listed in the Section 6A table. You do not
need to list all of the bldg/room/PI combinations for each strain. When providing strain
designations as a separate attachment, list only the strains; do not provide the
Laboratory Bldg/Room, Storage Bldg/Room, and/or Pl combinations.

Option 3
a) State “see attached” on Section 6A

b) Provide a separate document (e.g., Excel spreadsheet) that includes all blocks listed
in Section 6A

Note: If you choose Option 3 the document provided must adhere to the following
standards.

o0 All columns on the current, OMB approved APHIS/CDC Form 1, Section 6A
table must be included and completed

o No additional columns/information can be included in your document
o Column headings must repeat at the top of each page
o All pages must be sequentially numbered

Laboratory Area
= Enter only one building for each row entry on the Section 6A table.

= |tis acceptable to enter more than one room in a single row entry on the Section 6A
table.

Storage Area
= Enter only one building for each row entry on the Section 6A table.

= |tis acceptable to enter more than one room in a single row entry on the Section 6A
table.

= For buildings/rooms that are only used for storing and not actively working with select
agents or toxins, do not complete the “Laboratory Area” column and enter either
“storage” or the appropriate laboratory safety level in the “Laboratory Safety Level”
column.

= For rooms that are used only for decontamination/destruction purposes (e.g. irradiator
room, autoclave room, “cook tank” room, incinerator room, etc.):

a) do not complete the “Laboratory Area” column,
b) enter the building and room designation in the “Storage Area” column, and

C) enter the appropriate room description in the “Laboratory Safety Level” column
(e.g. irradiator, autoclave, incinerator, cook tank, etc.)

Note: For decontamination/destruction rooms, you do not need to list the strain
information since the select agents and toxins will be destroyed.
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Laboratory Safety Level

= Selecting from the safety levels listed at the bottom of the Section 6A table; list the
laboratory safety level for each select agent or toxin and bldg/room combination listed
in the Section 6A table.

= Only enter one laboratory safety level for each row entry on the Section 6A table.

Principal Investigator

For the purposes of the APHIS/CDC Form 1, a Pl is defined as the one individual who is
designated by the entity to direct a project or program and who is responsible to the entity for
the scientific and technical direction of that project or program.

= The “All PIs” designation allows access to rooms and agents for all PIs currently listed
on the registration. For the Section 6A table, this designation should only be used for
common areas (e.g., storage rooms, irradiator rooms, decontamination rooms,
incinerator rooms, etc.).

= For select agents/toxins and bldg/room combinations where the “All PIs” designation is
not applicable we recommend entering only one PI for each row entry on the Section
6A table.

Sections 6B — 6l

These sections are used to provide a description of the work for each select agent or toxin
listed in Section 6A under the control of the PI, including a description of the methodologies
or laboratory procedures that will be used. Please note that all items in Sections 6B — 61 may
need to be completed unless otherwise indicated in each individual section.

= Complete these sections for each Pl at the entity.

= Complete only sections as appropriate for the select agents and toxins in use under
the control of each PI.

See guidance listed on pages 3-4 of APHIS/CDC Form 1 for detailed instructions on
completing Sections 6B — 6.
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Registration Amendments

A certificate of registration may be amended to reflect changes in circumstances (e.qg.,
replacement of the RO or other personnel changes, changes in ownership or control of the
entity, changes in the activities involving any select agents or toxins, or the addition or
removal of select agents or toxins).

Prior to any change, the RO must apply for an amendment to a certificate of registration by
submitting the revised relevant section(s) of APHIS/CDC Form 1. If the registered entity is
submitting documents to amend its registration, the entity must indicate whether the
documents submitted are “an amendment to an existing registration” or an “update to
amendment #”. If the entity is submitting documents as an update to a previously submitted
amendment that is currently under review by APHIS or the CDC (i.e. an “open” amendment),
please indicate the amendment number. (The amendment number is the reference number
provided to the entity when they submit a request to amend its certificate of registration.) If
the entity does not have this information, the entity may obtain this information from the
entity’s File Manager or the RO or ARO can leave this information blank. The RO will be
notified in writing if an application to amend a certificate of registration has been approved or
denied. No change may be made without such approval.

Personnel amendments (excluding Pls, ARO, RO, owners/controllers):

1. Submit a cover letter signed by the RO or ARO stating the changes (addition, removal,
name change of individual(s)) being made and the reason(s) for the change(s), and

2. submit an updated, signed Section 4.

Addition of a Principal Investigator (PI):
1. Submit a cover letter signed by the RO or ARO stating the changes being made,

2. an updated, signed Section 4,

3. an updated Section 5 (if needed), and

4. acomplete, updated Section 6 or an updated Section 6 listing for the additional
Principal Investigator(s).

When adding a Principal Investigator (Pl), curriculum vitae (CV) may be requested by
APHIS or the CDC.

Removal of a Principal Investigator (PI):

1. Submit a cover letter signed by the RO or ARO stating the changes being made and
the disposition of select agents or toxins for the Pl that is being removed,

2. an updated, signed Section 4,
3. an updated Section 5 (if needed), and

4. acomplete, updated Section 6.

Note: For those entities that submit an individual Section 6 for each PI, submission of
an updated Section 6 for the PI being removed is not required.
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Update entity, RO, and/or ARO contact information

1. Submit a cover letter stating the change(s) being made,
2. an updated Section 1, and
3. acomplete Section 2 with signatures from the RO and all AROs.

Change RO, add an ARO, or change an ARO:

1. The current RO must submit to the same agency that the original application was filed
with a signed statement on official entity facility letterhead requesting the RO and/or
ARO changes.

2. The new RO or ARO must submit complete, updated Sections 1, 2, and 4.

Note: In the event that an entity loses the services of its RO, an entity may continue to
possess, use, or transfer select agents or toxins only if it appoints as the RO another
individual who has been approved by the APHIS Administrator or HHS Secretary following
a SRA by the Attorney General and who meets the requirements of the regulations. The
owner of the entity must mail, fax, or email to the appropriate agency a signed statement
on official entity facility letterhead requesting such changes. In addition, the new RO or
alternate RO must submit Sections 1 and 2.

Amendment to add or remove a select agent(s)/toxin(s):
1. Submit a cover letter signed by the RO or ARO stating the change(s) being made,

2. an updated Section 3 with the select agent(s)/toxin(s) the entity currently possesses or
may possess in the near future, and

Note: You do not have to complete the Laboratory Area Bldg, Laboratory Area Room,
or Principal Investigator columns. The information in these columns is captured in
other sections of the form. Therefore, to decrease the burden of entering duplicate
data and to help ensure data consistency throughout all sections of APHIS/CDC Form
1 we do not require these columns to be completed in Section 3. However, if you do
choose to complete these columns you must 1) indicate whether the buildings and
rooms listed are where the select agents will used or where they will be stored (do not
list both storage and use buildings/rooms, list either storage building/rooms or use
building/rooms) and 2) ensure that all information listed in Section 3 accurately reflects
the information listed in Sections 5 and 6.

3. an updated Section 6 listing the select agent(s)/toxin(s) the entity currently possesses
or may possess in the near future.

Note: Either a complete Section 6 for your entity or a Section 6 for each Principal
Investigator’s inventory may be submitted.

Update strain designation information:
1. Submit a cover letter signed by the RO or ARO stating the change(s) being made and

2. an updated document (e.g., Excel spreadsheet) that lists all strain designations for
each select agent or toxin listed in the Section 6A table for each PI. In this document
you need only to list the strains and PI; you do not need to provide the Laboratory
Bldg/Room and/or Storage Bldg/Room combinations.
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Note: Updated strain information should be 1) maintained on a real time basis 2)
submitted quarterly if strain related changes in your entity’s inventory occur 3) or
submitted annually if no strain related changes have occurred in your entity’s inventory
since your last submission. Please note, at any time APHIS or CDC may request an
accurate listing of all select agent and toxin strains possessed by your entity.

Addition of a laboratory or storage area:
1. Submit a cover letter signed by the RO or ARO stating the change(s) being made,

2. an updated Section 5,

3. and a complete, updated Section 6 or an updated Section 6 listing for the Principal
Investigator(s) who is/are associated with the laboratory and/or storage areas.

Removal of a laboratory or storage area:

1. Submit a cover letter signed by the RO or ARO stating the change(s) being made and
the disposition of select agents and/or toxins used or stored in the laboratory and/or
storage area(s) being removed, and

2. acomplete, updated Section 6 or an updated Section 6 listing for the Principal
Investigator(s) who is/are associated with the laboratory and/or storage areas.
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