eFSAP Information System
(eFSAP)

May 2024 Updates

EEEEEEEEEEEEEEEEE
NNNNNNNNNNNNNNNNNN

_/é [37@ UsDA



eFSAP May 2024 Updates - Overview

e Simple Registration Withdrawal
e Automated co-Principal Investigator (Pl) removal
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Simple Registration Withdrawal
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Simple Registration Withdrawal

* eFSAP has an additional Amendment Selection
a m e n d m e nt ty p e : Welcome to the Form 1 Amendment page. Before we get staried we need a ittle information

Below are the types of Amendments available for this form and actions specific to the Amandment
(( . e [
Request Registration Withdrawa

I ” Select the type of Amendment you would like to perform

Section 3 - Add Select Agent or Toxin
Section 3 - Reactivate Select Agent or Toxin
Section 4 - Add/Remove/Modify/Reapply Personnel
Section 4 - Change Responsible Official
Section 54 - Modify Entity-Wide Security Assessment and Incident Response
Section 5B - Modify Entit x Biosafety/Biocontainment
Section 5C - Modify Entry Requirements for Federal Select Agent Programs Inspectors
Section 6 - Add New Building
Section 6 - Add New Room or Suite
Section & - Modify Building
Section & - Modify Room or Suite
Section & - Remove Building
Section TAC - Add New Work Objective
Section 7AC - Modify Work Objective and/or Aftachment(s
Section TAC - Remove Approved Work Objective
Section 7B - Add/RemoveMadify Strains and Serolypes
Replace Principal Investigator
{ 2zt Change of Lead Agency




Simple Registration Withdrawal sice 2)

* Users select a reason for Smencment Selection
Wit h d ra Wa I fro m th e Welcome 1o the Form 1 Amendment page. Before we get started we nead a fittle information

Below are the types of Amendments available for this form and actions specific to the Amandment

d ro p d OW n I i St Select the type of Amendment you would like to perform

Registration Withdrawal w

Reason for Registration Withdrawal

Enfity no longer possesses any select agents or toins [Section 7(k)]
Enfity no kg uses any sakect agents of towing [Section (k)|
Entity on

oszess excluded strainis

se55 sirain(s) recenily excluded

Agent{s) in possession no longer included in the select agents and loxins list

Lack of funding to conduct select agents and loxins work

Enfity never possessed selacl agents and foxins

Regulation changes

Ability o use registered space more freely for non-zelect work

Low number of select agents and toxing received for confiomation in the past 5 years

Mo plans bo conducl any research relaled lo select agents and foains in the foreseeable future

Lack of instilulicnal support by
of maintaining BSL-VABSL-3 facilites

Enfity unable to meet Tier 1 requirements

g to meet Tier 1 requirements




Simple Registration Withdrawal sice 3)

e Users select a reason for
withdrawal from the
dropdown list

e Users complete a cover letter
section to include any
additional information
pertinent to the request

Amendment Selection

Welcome lo the Form 1 Amendment page. Before we get started we need a fittle information
Below are the types of Amendments available for this form and actions specific to the Amandment

Select the type of Amendment you would like to perform

Registration Withdrawal

Reason for Registration Withdrawal

Complete your cover letter for this amendment:

The: Pl working with the selecl agent has refired and there are no plans to continue their research. All strains are currently scheduled to be desiroyed

OO ()



Simple Registration Withdrawal ice 4)

1 1 1 Certification of Registration Withdrawal Page
- B efo re t h e re g I St ra t I O n Ca n b e W I t h d ra W n ) Responsible Official Ceﬁi‘icetigr: of Registration ",'-,-"lthuzlrg,-\'
| certify that the following requirements are in effect and contain all information required by the Check when

the user Signs a nd attests that: Select Agent regulations [TCFR 331, 9CFR 121, and 42 CFR 73] completed

s | certify that all select agents and toxins that were in our possession have been

O AI I Select age nts a n d tOXi ns have bee n destroyed/inactivated/rendered non-functional and/or transferred
Supporting documentation of final disposition has been provided. If applicable

d ESt rOVEd/i n a Ctiva te d/re n d e red n O n N certify any select toxins in possession are under the regulated amount.
fu n Cti O n a | a n d/o r tra n Sfe rrEd = | certify that registered locations where select agent and toxin work was

performed are decomtaminated and documentation has been provided. If

GiRegISIEENIRCcAtiONS WITERESGEIENEZ NI NC | sooicabe, oo a ek ssessment was condhsed forrocms here
toxin work was performed are
decontaminated

® | certify that the entity is no longer in possession of regulated matenals

Responsible Official Name Date

o The entity is no longer in possession of s 22023
regU|atEd materials Please type name as above

* User uploads files in support of the N |

. & Missing signature
gLLEstation

® Upload a file

® Upload

w0 err————_—SS95TS.
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B Amendment Cover Letter

* At the amendment review and discussion o | o
page’ eFSAP indicates if there are StiII resuearcI;.AII s?ri.a’ins arec;rrentlgscheduledtohedestroyed. ’

strains/serotypes listed on Form 1 Section
7b

o All strains/serotypes must be removed | sz e
from Section 7b before the
amendment can be submitted g

| There are still strains/serotype in possession in TB |

Bi Form(s) open for this registration

Form 2 - T-F2-010505

o
Form 3 - TLR-F3-000242 S - o
Form 4B - CID-F4-010473 revious =
Form 44 - Section AB - CID-F4-010468

Form 4A - Section CD - CID-F4-010448

Bi Inspection(s) open for this registration

7963

O O e



Simple Registration Withdrawal sice )

B Amendment Cover Letter

At the amendment review and discussion . | —
page’ eFSAP indicates if there are StiII res:earch.AII strainsarec;rrentl-,-'scheduledtohedestroyed.
strains/serotypes listed on Form 1 Section

7b

o Once all strains/serotypes are
removed from Section 7b, the
amendment can be submitted e oo

Bi Form(s) open for this registration

19848 of 20000 characters left

Form 2 - T-F2-010505
Form 3 - TLR-F3-000242

5
Form 4B - CID-F4-010473 ) n
A N 1 Previous Mext
Form 44 - Section AB - CID-F4-010468 m

Form 4A - Section CD - CID-F4-010445

Bi Inspection(s) open for this registration

7963
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Simple Registration Withdrawal ice 7)

Bi Amendment Cover Letter General Discussion _
* The amendment review and discussion S ———
The Pl working with the select agent has retired and there are no plans to continue their _
%

page will also indicate if the entity has not | e s se e seieai e sorores
completed and signed the attestation, and
if there are any “open” Form 2s, Form 3s,

Form 4s, and inspections ;

19848 of 20000 characters left

o The amendment can be submitted
with these open items T

Bi Form(s) open for this registration

Form 2 - T-F2-010505
Form 3 - TLR-F3-000242

Form 4B - CID-F4-010473 — n i
Form 4A - Section AB - CID-F4-010468 ENR i m

Form 4A - Section CD - CID-F4-010445

Bi Inspection(s) open for this registration

7963
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Simple Registration Withdrawal sice s)

Bi Amendment Cover Letter General Discussion

* The amendment review and discussion e [—
page will also indicate if the entity has not | =" rrermeememeee
completed and signed the attestation, and
if there are any “open” Form 2s, Form 3s,
Form 4s, and inspections .

o The amendment can be submitted
with these open items [ st

Bi Form(s) open for this registration

o However, all Form 2s, Form 3s, Form |

4s, and inspections must be “closed,” = = =
and the attestation signed, before Bspeconts) g for i gt
FSAP can approve the registration h

withdrawal

A Route

T T A S
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B Amendment Cover Letter General Discussion

 Once the attestation has been
com p|eted and signed’ and all Al e i At |
Form 2s, Form 3s, Form 4s, and
inspections are be “closed,”
FSAP can approve the
registration withdrawal e e

B Conversation Mode

Bi Form(s) open for this registration

B Inspection(s) open for this registration

Previous n Mext m

A Route
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* Upon approval of the amendment, eFSAP
will automatically: e
0 m::(m r?t"sopen technical N prretew
o “Terminate” all individuals from Form 1 Section TAC - Add e
Section 4 Section 7AC - Modify ...
o Update the status of all current work Section 7AC - Add Ne...

objectives to “removed”

o Change the entity’s status to
“withdrawn”

o Deposit an official registration
withdrawal certification letter into the
entity’s document collection

Section TAC - Add Me._..

Date Approv.= | Status « -

Before
Number -~
00333968 10/18/2023
00333883
00333877
00333376 08/14/2023
00333872 08/14/2023

Approved

Pending
Pending
Approved

Approved
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Simple Registration Withdrawal sice 12)

* Upon approval of the amendment, eFSAP After
WI” aUtomatlcally Amendment Type <~ Number ~ Date Approv.x Status -~
o Withdraw all open technical ‘ | ,
Section TAC - Add Ne_.. | 00333968 10/18/2023 Approved
amendments
o u-l-erminaten a” indiViduaIS frOm Form 1 Section TAC - Add Me... | 00333883 Deactivated
Section 4 Section TAC - Modify ... | 00333877 Deactivated
o Update the status of all current work Section TAC -Add Ne 00333876  08/14/2023 Approved

objectives to “removed”

o Change the entity’s status to
“withdrawn”

o Deposit an official registration
withdrawal certification letter into the
entity’s document collection

Section TAC - Add Ne... | 003333872 08/14/2023 Approved

OO ()



Simple Registration Withdrawal e 13)

* Upon approval of the amendment, eFSAP Before
Wi ” d Utomatlca I Iy: Last Name . First Name .x |DOJ# « ~ Approval 5ta.». Roles
O W|thdraw a” Open techn|ca| Bierre Anastasia ABOT0962 Approved Laboratorian, Principal Inv. ..
amendments Gorilla Carey CG070991 | Approved Animal Care Staff
O ”Ter_minate” all individuals from Form 1 mmp Click s S pra— T
Section 4
Simmons Gabriel GS070959 Approved Owner/Controller
o Update the status of all current work | o |
Canales Justino JCO71190 Approved Principal Investigator

objectives to “removed”

o Change the entity’s status to
“withdrawn”

o Deposit an official registration
withdrawal certification letter into the
entity’s document collection

OO ()



Simple Registration Withdrawal sie 12)

* Upon approval of the amendment, eFSAP

will automatically:

O

O

Last Name ~. First Name .=

Withdraw all open technical Bierre Anastasia
amendments Gorila Carey
“Terminate” all individuals from Form 1 mmp Click
Section 4

Simmons Gabriel
Update the status of all current work

Canales Justino

objectives to “removed”

Change the entity’s status to
“withdrawn”

Deposit an official registration
withdrawal certification letter into the
entity’s document collection

After

DOJ# =
ABOT0962

CGO70991
Cl070997
3070959

JCOT1190

= | Approval Sta.x

Merminated

Terminated
Terminated
Terminated

Terminated

Terminated

Roles

Laboratorian, Principal Inv....
Animal Care Staff

IT

Owner/Controller

Principal Investigator

OO ()
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* Upon approval of the amendment, eFSAP
will automatically:

o Withdraw all open technical
amendments

o “Terminate” all individuals from Form 1
Section 4

o Update the status of all current work
objectives to “removed”

o Change the entity’s status to
“withdrawn”

o Deposit an official registration
withdrawal certification letter into the
entity’s document collection

Before

Work Objective: Status: Date Approved: Li]
WO002333.001 08/02/2023 Active Work
None Verified: branch Verify
chief 8/2/2023
Principal Work and Storage [ View
Investigators: Michael Cornwall works with B. cersus biovar anthracis Modify
Michael
Cormwall
AQBI"IS"TO’“”S: ) . &7 Required Attachments: E ‘ ‘ ‘ ‘
Bacillus cereus Biovar anthracis Buildings/Rooms: Biosafety
HG Building Levels:
-12345\5 BSL3
Work Objective: Status: Date Approved: Li]
WO002331.001 08/02/2023 Active Work
Inactivation 1u"elrified :. branch Verify
chief 8/2/2023
Principal Work and Storage [ View
Investigators: Work with botulinum neurotoxins and C. botulinum. Modify
Anastasia Bierre
Agents/Toxins: &7 Required Attachments: a .a ‘ ‘ ‘
Botulinum neurctoxin producing . .
. . Buildings/Rooms: Biosafety
species of Clostridium o
Botulinum neurotoxins HG Building Levels:
-12345\2 BSL3

-12345\5
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* Upon approval of the amendment, eFSAP After
Wi | | a uto m ati Ca I Iy: Work Objective: Status: Date Approved: Date Removed: i}

WO0002333.001 Removed 08/02/2023 1012712023 Active Work
o Withdraw all open technical s e
d chief 8/2/2023

a m e n m e nts Principal Work and Storage [ View

" b 1)) s Jn Investigators: Michael Cornwall works with B. cersus biovar anthracis Modify
o “Terminate” all individuals from Form 1 vichadl

1 Agents/Toxins: ; .
S e Ct I O n 4 Bacillus cereus Biovar anthracis fselqlnred Aﬂaclh ents: E ‘ ‘ ‘ . ‘
uildings/Rooms: Biosafety

o Update the status of all current work — o
objectives to “removed”

H )
o Change the entity’s status to B
e i ” Work Objective: Status: Date Approved: Date Removed: o
withdrawn WO002331.001 Removed 08102/2023 1002712023 Active Work

Verified: branch

o Deposit an official registration pectieon R
Principal Work and Storage O View

W it h d ra Wa | Ce rt i fi Cati O n | ette r i nto t h e Investigators: VWork with botulinum neurotoxins and C. botulinum. Modify

Anastasia Bierre

entity’s document collection PTpw— pc ¢

Botulinum neurctoxin producing

species of Clostridium Blﬂl(hqgg.‘Rooms: Biosafety

Botulinum neurotoxins HG Building Levels:
-12345\2 BSL3
-1234515

OO ()
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* Upon approval of the amendment, eFSAP Before
will automatically:

o Withdraw all open technical

amendments
g ”Termlnate” d ” IndIVIdua IS from Form 1 _/ USDA Federal Select Agent Program Information System :

Section 4 -' -"Zt'(a ﬁ =r:s-uu!:sﬁbl:—;:;:ii:éjz%?jpsas.cm
o Update the status of all current work o Sign Ou

O bj eCtives tO 1 re m OVEd” G Form 1 Form2  Form3 Form4  Inspections  Admin Center
o Change the entity’s status to —>

“withdrawn” ATL Laboratory

LEAD AGENCY: CDC REGISTRATION STATUS: Approved REGISTRATION EXPIRES: 07/31/2033 &

o Deposit an official registration
withdrawal certification letter into the
entity’s document collection

OO ()



Simple Registration Withdrawal e 1s)

* Upon approval of the amendment, eFSAP After
will automatically:
o Withdraw all open technical
amendments
o “Terminate” all individuals from Form 1 |
F ; —/C uSDA Federal Select Agent Program Information System ®
Sect|0n 4 \ -'}( — responsible.official@dev.cdcipsas.com

o Update the status of all current work
objectives to “removed”

o Change the entity’s status to —>
“withdrawn” ATL Laboratory

o Deposit an official registration
withdrawal certification letter into the
entity’s document collection

REGISTRATION STATUS: Withdrawn

{responsible official)

® Sign Out

REGISTRATION EXPIRES: 07/31/2033 X

OO ()
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* Upon approval of the amendment, eFSAP
will automatically:

O

O

Withdraw all open technical

amendments ® Upload a file

#® Upload

“Terminate” all individuals from Form 1

= Cul:iﬁu Archived Files
Section 4 B
Update the status of aII”cu rrent work oA P —
objectives to “removed C
Change the entity’s status to
”W |t h d ra W n 1 [ F1-Entity Withdrawal Documentation-10/27/2023 11:20.37 AM-2023-Reqg . ..

Deposit an official registration C
withdrawal certification letter into the )
entity’s document collection

F4-010471-919/2023 4:23.18 PM-Form 4 Compliance Letier-test-TEST do. ..

|-7947-42-15-00100-915/2023 12:47:18 PM-post-Response to Dispute of ...

< Uploaded Date

Start Date

End Date

1072742023 11:20 AM

9/19/2023 4:23 PM

9152023 12:47 PM

OO ()
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* Upon approval of the amendment, eFSAP
will automatically:

O

O

Withdraw all open technical
amendments

“Terminate” all individuals from Form 1
Section 4

Update the status of all current work
objectives to “removed”

Change the entity’s status to
“withdrawn”

Deposit an official registration
withdrawal certification letter into the —>
entity’s document collection

Department of Health and Human Services U.S. Department of Agriculture USDA
Centers for Diseasze Control and Prevention Animal and Plant Health Inspection Service =———=
Division of Select Agents and Toxins Division of Agricultural Select Agents and Toxins _
Atlanta, GA Riverdale, MD

October 27, 2023

RE: Federal Select Agent Program Registration: ATL Laboratory Registration Number: 20230802-153611
ATL Laboratory request to withdraw its registration with the Federal Select Agent Program (FSAP) for the
approved possession, use, and transfer of select agents and toxins became effective on October 27,
2023

Be advised that all records created under the select agent regulations, 7 CFR Part 331, 9 CFR Part 121,
and 42 CFR Part 73, must be maintained for 3 years from the date of their creation.

If you have questions, contact CDC at 404-718-2000 or Irsat@cdc.gov/AgSAS at 301-851-3300, option 3
or agsas(@usda.gov.

A,
6@%«\/\&)‘! 5. &JW A ﬁ, [} L/}r_,»;,

Samuel 5. Edwin, PhDD Jacek Tamewski, DVM

Dhrector Director

Division of Select Agents and Toxins Division of Agricultural Select Agents and Toxins
Centers for Disease Control and Prevention Animal and Plant Health Inspection Service
Department of Health and Human Services United States Department of Agriculture

=



Automatic Co-Principal Investigator (Pl) Removal
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Automatic Co-Principal Investigator (Pl) Removal

e Automatic co-Principal Investigator (Pl) removal

o Upon removal of a Pl from Form 1 Section 4, eFSAP will automatically
remove that Pl from any work objective on which that Pl is listed in
conjunction with other Pls

* This prevents entity users from having to submit multiple technical
“Modify Approved Work Objective” amendments to remove a co-PI

OO ()



www.selectagents.gov

APHIS Contact Information
Division of Agricultural

CDC Contact Information
Division of Regulatory Science
and Compliance Select Agents and Toxins
DASAT@usda.gov
301-851-2070

L RSAT@cdc.gov
404-718-2000

00600

The findings and conclusions in this report are those of the authors and do not necessarily represent the official
‘55}11 IC JES
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position of the Centers for Disease Control and Prevention or the Animal and Plant Health Inspection Service.
&
: il37@ USDA
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http://www.selectagents.gov/
mailto:LRSAT@cdc.gov
mailto:DASAT@usda.gov
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