eFSAP and Entity Inspections:
What Can We Expect?

Federal Select Agent Program
Thursday, July 25, 2019




eFSAP Landing Page

(= Sign Out

Federal Select Agent Program Information System
Entity: RO 2's Entity

(20 acenor: RIS ISR Approved 0412512022

Facility Address: 426 Beaver Ruin Rd, Duluth, GA 33333-1234
Responsible Official Name: Allen Smith Responsible Official Title: If Responsible Official Address: 22 all, Idl, AL 93939

Registration #: 20190425-130706 Application #: cc94af9d-0413-e711-80cd-001ddB8003fe2 Type Status: Commercial - Profit

A Notifications

Current @ Archived O Flagged O H Archive Selected

From ¥ Type ~ Date And Time “  Notification

Agency User Inspections View 5/14/2019 1:21:47 . Inspection #7338 has been scheduled.




Navigating to Inspections
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Home
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Federal Select Agent Program Information System

Entity: RO 2's Entity

APHIS Appraved 04/25/2022
Facility Address: 426 Beaver Ruin Rd, Duluth, GA 33333-1234

Responsible Official Name: Allen Smith Responsible Official Title: If Responsible Official Address: 22 all, Idl, AL 93938

Registration #: 20190 5 Application #: cc94af9d-04132 80cd-001dd8003fe2 Type Status: mmercial - Profit

A Notifications

Archived O Flagged

W Archive Selected

~  Type ~ Date And Time ¥ Notification

Agency User Inspecticys \ S1412019 1:21:47 Inspection #7338 has been scheduled.




Navigating to Inspections
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Navigating to Inspections

A Notifications

Current ® Archived O Flagged O

B Archive Selected

w W

From ~  Type ~ Date And Time ~  Notification

Agency User Inspection’ View 1142019 1-21:47 . Inspection #7338 has been scheduled.

< Inspection List
Inspection Details

[ INSPECTION # [F&XE] DRSS 07/09/2019 - 07/11/2019

Scheduled

The Lead Inspector and Co-Inspectors listed above are credentialed representatives of the either the Director of CDC or the APHIS Administrator. Failure to allow FSAP
inspectors into a registered entity to conduct an inspection would be a violation of Federal law and could result in the imposition of civil penalties. This could also result in
suspension or revocation of your registration for select agents and toxins (42 CFR. Part 73, 7 CFR Part 331, and 9 CFR Part 121).

A Notifications

From ¥ Type ~ Date And Time ¥ Notification

Current ® Archived O

Agency User Inspections View 514/2019 1:21:47 .. Inspection #7338 has been scheduled. -




Inspection Detalls Page

Inspection Details

CEEEET 7338 TTETNTINEY 07/09/2019 - 07/11/2019

LEAD INSPECTOR CO-INSPECTORS OTHER AFFILIATES

Scheduled

The Lead Inspector and Co-Inspectors listed above are credentialed representatives of the either the Director of CDC or the APHIS Administrator. Failure to allow FSAP

inspectors into a ered entity to conduct an inspection would be a violation of Federal law and could result in the imposition of civil penalties. This could also result in

suspension or revocation of your registration for select agents and toxins (42 CFR Part 73, 7 CFR Part 331, and 9 CFR Part 121).

A Notifications

Current ® Archived ) Flagged O

From v Type ~ Date And Time ¥ MNotification

Agency User Inspections View 51412019 1:21:47_.. Inspection #7338 has been scheduled.

0 Inspection number, dates, status and inspectors (including affiliates)
0 Authorization for inspectors to conduct an inspection



Inspection Details Page

Inspection Details
[ nsPECTION # REXX

LEAD INSPECTOR

Scheduled

Resources . .
Assigned Checklists

Amendment History

Form 1 Section 1

42CFRT3:
Biosafety: BSL-3

Form 1 Section 2

Form 1 Section 3

Form 1 Section 4

42CFRT3:
Registration and
Restricted

Experiments =

Form 1 Section 5A

Form 1 Section 5B

Form 1 Section 5C

Form 1 Section 6

Form 1 Section 7TATC

Form 1 Section 7B

Form 2

Form 3

Form 4

1 07/09/2019 - 07/11/2019

CO-INSPECTORS

42 CFR 73 : Incident
Response =

42 CFR 73 : Records

=

42CFRT3:
Responsible Official
and Theft, Loss, or

Release =

OTHER AFFILIATES

Inspection Resolution




Inspection Checklist View

Assigned Checklists

42 CFRT73:
Biosafety: BSL-3

Inspections - Checklist

7338 42 CFR 73 - Biosafety: BSL-3

CFRi/Section Description

RT3
In addition to meeting BSL-2 requirements, laboratory has two
In addition to meeting BSL-2 requirements, laboratory
Laboratory has ducted ventilatio
In addition to meeting BSL-2 requirements, laborato does not reverse under fail

In addition to meeting BSL-2 requirements, a visual monitoring ce is present to allow verification irectional airflow

Return to
Inspection Details




AFTER THE INSPECTION




Notification of Released Findings

Inspection Details
INSPEC £ 7338 | INSPE Firsi= 07/09/2019 - 07/11/2019

LEAD INSPECTOR CO-INSPECTORS OTHER AFFILIATES

Scheduled

The Lead Inspector and Co-Inspectors listed above are credentisled representatives of the either the Director of CDC or the APHIS Administrator. Failure to allow FSAP inspectors into a regh: entity fo duct an inspection would be a
violation of Federal law and could result in the imposition of civil penalties. This could also result in P ior or r tion of your regi ion for select agents and toxins (42 CFR Part 73, 7 CFR Part 331, and 9 CFR Part 121)

A Notifications

Current ® Archived O Flagged O

From > | Type * Date And Time ¥ Mofification

Agency User Inspections View 511412019 2:46:42... Inspection #7338 UID:47 44040090 4 o stotios =0 yectfor Information has
been released for entity review.

Agency User Inspections View 5;14/2019 2:.46:41... | Inspection #7338 UID:42-12-26000 with Departure Type of Final has been released
for entily review.

Agency User Inspections View si42019 2:46:41.. Inspection #7338 UID:42-19-00400 with Departure Type of Immediate Action has
been released for entity review

Agency User Inspections View siq42019 1:21:47.. Inspection #7338 has been scheduled.

Agency User InSpections VIEW 5145019 1:13:30... Inspection #7331 status changed from Inspection Resolution to Scheduled.
<

I« 1 13+ M 25 «  items per page 1-250f 321 items

Resources z : " TR
Assigned Checklists Inspection Resalution
Amendment History




View Released Findings

Inspection Details
INSPECTION # EKE] BL Bz eyl RirRi2l 07/09/2019 - 07/11/2019

LEAD INSPECTOR CO-INSPECTORS OTHER AFFILIATES

Scheduled

4

The Lead Inspector and Co-Inspectors listed above are credentisled representatives of the either the Director of CDC or the APHIS Administrator. Failure to allow FSAP inspectors into a regh: entity fo t an inspection would be a
violation of Federal law and could result in the imposition of civil penalties. This could also result in P ior or r tion of your regi ion for select agents and toxins (42 CFR Part 73, 7 CFR Part 331, and 9 CFR Part 121)

A Notifications

Archived O Flagged O

> | Type * Date And Time ¥ Mofification

Agency User Inspection: View | 11412019 2:46:42... Inspection #7338 UID:42-14-01802 with the status of Requestfor Information has
been released for entity review.

Agency User Inspections View 5;14/2019 2:.46:41... | Inspection #7338 UID:42-12-26000 with Departure Type of Final has been released
for entily review.

Agency User Inspections View si42019 2:46:41.. Inspection #7338 UID:42-19-00400 with Departure Type of Immediate Action has
been released for entity review

Agency User Inspections View siq42019 1:21:47.. Inspection #7338 has been scheduled.

Agency User InSpections VIEW 5145019 1:13:30... Inspection #7331 status changed from Inspection Resolution to Scheduled.
<

I« 1 13+ M 25 «  items per page 1-250f 321 items

Resources Inspection Resalution

Assigned Checklists
Amendment History




Inspection Resolution Splash Page

Animal and

Pursuant to the Public Health Security a temrorism Prepared

Department of Health and Human Servi HHS) and the Unite

established regulatc equirements for the possession, uze, and transfer of biological agen
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on findings, you have 30 calendar days to provide a written statement that c
sputed depmurPs ) to be in error. You may include documentafion in support of your
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Divisions of Select Agents and Tox Agriculture Select Agent Sen,
Department of Health and Human Animal and Plant Health In
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Inspection Resolution

Home

| n S pectlon Reso I u tl O n € Return to Inspection Details Page

The findings be sented in order of their relative severity — highest to lowest. Repetition of departures, as shown on future inspections, will be considered more serious and may
result in compli

& Print Findings & Print Findings and Responses

Inspection Findings Departure Type Departure Status

All (6) @ Request For Information (1) O
Departure (3) Amendment Concern _ e Action (1) O

General Concemn (1) O

0  Print Capabilities
o Toggles:

= Inspection Finding
= Departure Type
= Departure Status



Immediate Action Release

Departure UID: 42-19-00400
Departure Type: Severity: Initial Response Due: Repeat Departure:

Immediate Action Serious 08/09/2019 No

Current Response Due:
08/09/2019

CFR/Section Requirement

al ure or release
of a selec or tox biocontainment area, an
ividual or y must *HIS. / mpleted APH :DC Form
nust be submitted

Observation

vas opened for repair out first running a

mplemented
mplemented to

Entity Response




Moderate Severity Departure

Depariure UID: 4;
Severity: Initial Response Due: Repeat Departure: Status:
! No Open

Moderate

Departure Type:
Final
Current Response Due:
09/06/2019

Requirement

CFR/Section
er under this part mus

part. Such ords m
intentionall

Observation
unting of all anim: i t agent.

Inisolated ca not maintained an a

Corrective Action:
urate, current accounting of z im 1 infected with a selec

Entity Response




Change in Response Due Date

Departure  UID: 4

Departure Type: Severity: Initial Response Due:

Final

Current Response Due:

Departure  UID: 42-17-01100

Departure Type: ity: Initial Response Due: Repeat Departure: Status:

Final rate 09y } No Open

Current Response Due:
10/10/2019




Low Severity Departure

Departure UID: 4

Departure Type: Severity: Initial Response Due: Repeat Departure: Status:
Final Low 09/06/2019 No Open

Current Response Due:
09/06/2019

CFR/Section Requirement

ect agent or

Observation

Room A has an unsealed wall surf: [BEMBL: (BS

Corrective Action:

Provide confirmation that the wall surface in Room A h. 2en repaired to produce a sealed smooth finish that can be v cleaned and dec

Entity Response




General Concern UID: 42-14-01801

CFR/Section

42 CFR 73 - 14(0)

Observation

The incident resp
revision of referenc

General Concerns

Requirement

nclude how

and evaluated the plan, any proble t were identified and comrect

and the names of registered entity nel paricipants.

weral S0Ps. The enfity does not document the re and revision of the SOPs

o No Due Date

0 Observation Only
= Usually includes a consideration

0 No Response



Amendment Concerns

Amendment - 00500

CFR/Section Requirement
42 CFR 73 -

or control of the enti
addition or removal

f the registration appl
n to amend a
Approval of the ame
additional information,
uments re
approval.

Observation

ty submitted an amendment to add Room B VO 30041.001. This work is for w and storage of select agent. During the inspection, staff stated
m B would be used only for storage o agent.

Corrective Action:

Submit an amendment to add a storage-o vork obj to Room B.

0 Not considered part of the inspection
= No response required in the inspection module

o Corrective action is addressed within the pending amendment



o 0O 0O O

Request For Information (RFI)

Request For Information UID: 4.

Initial Response Due:
09/06/2019

Current Response Due:
09/06/2019

CFR/Section Requirement

FR 73 {f) The plan must be revi
the plan. The plan
nd after any
incident. Drills or
and evaluated the
and the names of re

Observation

The & conducted a drill of the incident respon: lan the Monday prior to the n start date. Provide the finalized mentation of the drill.

Entity Response

RFI
No Severity
Due Date

Response
= FSAP will make a final compliance determination upon the entity’s submission of data




Note about Released Findings

Note that findings in addition to those listed above may be released until the status of the inspection status is closed.

# Return 1o Inspaction Details Page

0 Findings may be released at various times depending upon the type
= Example: Immediate action items are released prior to other severities
= Example: Response to an RFI could lead to a new compliance determination

0 Check the notification board for any additional items
o Items will not be released after the inspection status is closed



Uploading Responses

® Upload an Entity Document

o Theupload center is
located at the bottom
of the page

Non-Form * 0T a MUSt InCIUde the
imspection " : Departure uibD |n the
2 cherscters e description

Step 1: Identify Document Data

Sub-Category

Postnspection Documents

Description

(Must include Departure UID)

Step 2: Select the Document Departure UID: 42-12-26000

file naming rules

Departure Type:




eFSAP Resource Center

https://lwww.selectagents.gov/efsap.htmli

- oo
{(_m FEDERAL SELECT AGENT PROGRAM ~ USDA

eFSAP RESOURCE CENTER

Contents Overview

me to the eFSAP Resource Center! you will find everything you need to gain access to and use the
tronic Federal Select Agent Progi portal,

Click here to log on to th

ion system, eFSAP, and explains how the system will
d entities.

Using eFSAP provides training materials, reference guides, and answers to frequently asked questions to
st eFSAP users.

Updates provides the latest information abo features and system roll-out.

Contact Us if you have any questions or needs regarding eFSAP that are not covered in any of the online
resources.

We will be posting regular update: dditional phases of the system, and new material

Please note: As with every eFSAP system update, users must clear their internet browser cache in order for
the system to function properly. Instructions can be found on the eFSAP Resource Center page.




Discussion

www.selectagents.qov

CDC.: Irsat@cdc.qov or 404-718-2000

APHIS: AQSAS@aphis.usda.gov or

301-851-3300 option 3 (voice only)



http://www.selectagents.gov/
mailto:lrsat@cdc.gov
mailto:AgSAS@aphis.usda.gov
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