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Electronic Import Permit Program (elPP) System Basics

= Two-way portal released in 2018.

= All applications must be submitted in
https://eipp.cdc.gov/.

@ A
= Maintains comprehensive history of Importﬁer‘ﬁ. -; rOgréf“! I
applications, correspondence, permits, and
inspections. 0 © 9

= Review status can be monitored in real time
with daily email summaries when changes
ocCcur.



https://eipp.cdc.gov/

New Inspection Module Overview



Inspections

= To access the Inspections Module, the permittee must log in to elPP and then
click “Inspections” on the homepage.

{C Hello UATpermittee@uat.com! Log out

Home Manage Templates Inspections

Import Permit Program (IPP)

W Notifications
e

= “Inspections” tab only displays after the first inspection is scheduled in elPP.




Inspections Tables

= Starting in late 2021 the Inspections Table includes current and previous
inspection.

= Data will display once inspections are scheduled.

Inspections

Inspection ... = Application Num,.. Permit Expiratia,.. Inspection.. | Inspection Category .. Start Date... = Stop Date... LeadInspect..  Inspection Status w o e
Start Date Start D; Start Di
End Date End Da EndDa

0012021 20210820-0098H, . | 08/28/2022 Announced | On-Site Verification Hybrid | 08/17/2021 02/17/2021 _ Inspection Closeout Act . | B =ETEE History

001202 20210628-0088H, .. | 0B/20/2022 Announced | Remote ogtsizoz1 | oznsizozt | o=

History

001182 20210625-00824 MA (pre-approval) | Announced | On-Site Vierification 0842021 | 0&1TI2021 _ Inspection Resalution

= The table includes inspection number, inspection type, start date, stop
date, lead inspector and inspection status.



Inspection Status Events

= For each status change described below, the permittee receives a notification in
elPP, and a daily email summary based on actions executed by IPP.

Scheduled — Inspection is scheduled but has not occurred.

In Progress — Inspection is currently in progress based on beginning and end dates.
Inspection Closeout —Inspection has occurred and is under internal review.
Inspection Resolution —IPP has released at least one finding for entity review.

Inspection Closed — A final determination has been made on inspection
observations (i.e,no open observations).

Closed Conditionally —One or more departures have been closed conditionally
and there are no open observations.

Canceled — Inspection has been canceled.



Inspections Details Page

= Click “Details” to access comprehensive information on a specific inspection.
— Inspection correspondence, checklists, and findings.
— Respond to an inspection report.

Inspections

Inspection ... =~ Application Num,.. Permit Expiratia,.. Inspection.. Inspection Category .. Start Date... = Stop Date... LeadInspect..  Inspection Status w o e
Start Date Start D; Start Di
End Date End Da EndDa

001202.1 20210628-0088H. .. | 0812012022 Announced | On-Site Verfication Hybrid | 031772021 | 0317202t | nseecton Cioseoutact . N [REETEN N [ Hictory

001202 20210620-0098H,... | 06/20/2022 Anncunced Remote 08/15/2021 D8/15/2021 History

001188 20210628-0082A WA (pre-approval) | Announced On-Site Verification 08/14/2021 Da/17i2021 _ Inspection Resolution

History



Inspections

= The resources section provides quick access to application information.

( R Y
esources : :
Asmgned Checklists Inspection Resolution
Section A
Section B
42 CFR 71.54 : ACL1 42 CFR 71.54 : BSL3
Section C = View = View
Section D 42 CFR71.54: 42 CFR71.54:
Mycobacterium Influenza viruses
tuberculosis = View
Section E = view
Section F
Section G
L 4




Checklists

= |nspection checklists are listed on the Inspection Details page. Only checklists
applicable to a scheduled inspection will display.

Resources

Assigned Checklists Inzpection Resolution

Section A
Section B

42 CFR71.54 : ACL1 42 CFR71.54 : BSL3
Section C = View = View
Section D 42 CFR71.54 : 42 CFR71.54 :

Mycobacterium Influenza viruses

tuberculosis = view
Section E = vView
Section F

Section G




Checklist Details

A description for each checklist item will display allowing entities to see what
items will be assessed.

Inspections - Checklist

[ insPECTION #: JUUIRE] 42 CFR 71.54 - BSL3

uIiD CFR/Section Description
42-71-54-012000 42 CFR 71.54 The laboratory supervisor enforces the institutional policies that control safety in and access to the laboratory [EMBEL: (BSL3) A1]
()3
42-T1-54-012100 42 CFR 7154 The laboratory supervisor ensures that laboratory personnel receive appropriate fraining regarding their duties, potential hazards,
(b)) manipulations of infectious agenis, necessary precautions to minimize exposures, and hazard/exposure evaluation procedures (e.g.,
physical hazards, splashes, aerosolization) and that appropriate records are maintained. [EMEL: (BSL3) A2]
42-T1-54-012200 42 CFR 7154 Personnel receive annual updates and additional training when equipment, procedures, or policies change. [EMBL: (BSL3) A2]

(b))




Notifications

= Asinspection findings are released and additional information is requested, a
notification will display on the Inspection Details.

(¢ =8
: A Notifications

Home Inspections Filter:
B Archive Selecied Current ® Archived O Flagged O
Select All | £rom ~  Type ~ | Date And Time ~  Notification
< Inspectio n Li ]

Inspection Details ] Sys Admin Inspections View  g/10/2021 12.18:10 PM All inspection findings have been released for Inspection #001152.1. m
R 001204 e porkone tiow

O SysAdmin nspections View| g/10/2021 1218:06 PM | Inspection #001152.1 UID:42- 71 54-035500 w Ih the status prpI catio m
Application Type: Concarn has been released for parmittes
Agents

O SysAdmin Inspections View  ¢/10/2021 12:18:06 PM | Inspection #001152.1 UID:42- 71 54-037000 with me status omppncauon m
i Eitraas Concemn has been released for permittee

= elPP can share compliance information faster. With elPP, departures can be

released as soon as they are finalized, and the user can get the information that
they need to be compliant quicker.




Inspection Resolution

= The Inspection Resolution page details inspection findings.

Resources : :
i i I tion Resolut
Assigned Checklists e e
Section A
Section B
42 CFR 71.54 : ACL1 42 CFR 71.54 : BSL3
Section C = View = View
Section D 42 CFR 71.54 : 42 CFR 71.54 :
Mycobacterium Influenza viruses
tuberculosis = View
Section E = View
Section F

Section G




Inspection Resolution (cont.

When you navigate to
Inspection Resolution, you

will see a splash page. To view
inspection findings, click
“Acknowledge and View
Inspection Findings”.

DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service
Centers for Disease Control
and Prevention (CDC)

Atlanta, GA 30329-4027

The Centers for Disease Control and Prevention (CDC) Import Permit Program (IPP) regulates the importation of
infectious biological materials that could cause disease in humans in order to prevent their introduction and spread into
the U S.. Regulatory authority for the program is given to the Secretary of Health and Human Services through the Public
Health Service Act.

The regulations for the importation of infectious biological agents, infectious substances, and vectors (42 CFR 71.54)
require the implementation of biosafety measures commensurate with the hazard posed by the infectious biclogical
agent, infectious substance, and/or vector to be imported, and the level of risk given its intended use, see 42 CFR
71.54(b)(3). CDC IPP inspects facilities to evaluate whether they meet the regulatery requirements set forth in 42 CFR
Part 71. The above referenced regulations and supporting guidance information may be found at
www.cde.govicprippfindex. htm

An inspection of your facility was scheduled in response to your request to import and conduct work with infectious
biolegical agents, substances and/er vectors. The purpose of the visit was to assess whether the importer's facility has
implemented biosafety measures commensurate with the hazard posed by the infectious biological agent, infectious
substance, and/or vector to be imported, and the level of risk given its intended use

The Import Permit Pragram will provide inspection findings through elPP. Inspection findings may include departures
from regulatory requirements, general concemns, application concerns, requests for additional information, or issues
under review. Inspection departures fall within two categories: immediate actions, and final. Descriptions of each type of
inspection finding are available here.

Sincerelv.

Chief. Program Service Branch

Division of Select Agents and Toxins
Center for Preparedness and Response
Centers for Disease Control and Prevention

=3




Inspection Resolution Page

= The Inspection Resolution page lists findings by severity. Users can filter
information by status, departure or compliance determination. The status filter
will show open departures, requests for information (RFI) and items under
review.

& Print Findings & Print Findings and Responses

Inspection Findings Departure Type Departure Status
® All(8) (O Under Review (1) @ Al (8) ® Al
() Departure (€) () Final (6) () Open (6)

(:) General Concern (1) O Closed (1)




View and Respond to Inspection Findings

= On the Inspection Resolution page, the permittee can view and respond to
findings.

= Currently, no other individuals can respond on behalf of the permittee.

s Note: If the permittee departs from the
organization prior to closure of the inspection,
then please contact elPP Support at
https://www.cdc.gov/cpr/ipp/support.htm or
email importpermit@cdc.gov.

AAAAA

Observation

= For items identified as application concerns, please complete the corrective
action through the application.


https://www.cdc.gov/cpr/ipp/support.htm
mailto:importpermit@cdc.gov

Upload Inspection Documentation

= The permittee can upload supporting documentation for an inspection from the
Inspection Resolution page.

& Print Findings 8 Print Findings and Responses

Inspection Findings Departure Type Departure Status
@ AlIE) (O Under Review (1) @ All (6) @ All (7)
(O Departure (6) (O Final (6) (O Open (6)

O General Concern (1) O Closed (1)

= The upload section is at the bottom of the page. Click “upload” button to begin.

® Upload a file

® Upload

(i dgiEl  Archived Files

Send to Archive




Upload Document

= |dentify document data and upload. D

Step 1: Identify File Data

= Avoid any special symbols in the file

name- Non-Form* [ Inspection "]
Inspection #° [ 001152 ]
= File names can be repeated, but :
. . Inspection Documents [ Biosatety Manuaiisop v|
that is discouraged.
= Unique file identifier is il
automatically assigned to S

differentiate file uploads.

® Upload Close



Response Notification

= A notification will appear on the entity home page and the Inspection Details
page when a response is submitted.

0 Permittee  Inspections View  g/10/2021 11:58:53 AM Inspection #001152 UID:42-71-54-037000 has been responded to by the m I
permittee.




Inspection Details — Upload Center

The uploaded files will appear in the Upload Center on the inspection.

Details page and on the entity home page.

® Upload a file

® Upload

Archived Files

Send to Archive

iﬁle“ Original Name ~ ~ | Unique File Iden::. Uploaded Date .x Uploaded By

"8 Start Date
End Date
O Biosafety Plan pdf 0011529100202 | 91072021 12:02 PM | | Fermitiee

e

File Category

Inspection

~  Review Status

Mot Reviewed



Mark as Resolved Notification

= If IPP staff identifies observation has been resolved, the permittee will receive a
notification in elPP and a daily summary email.

SelectAll  prom v Type v Date And Time v Notification w v
3

O SysAdmin Inspections View  9/10/2021 12.04:03 PM Inspection #001152 UID:42-71-54-037000 has been resolved. I




Hybrid Inspections

B Archive Selecied Current @ Archived O Flagged ©

eIPP now Iinks an initial SEIT':C‘IA" From v Type v | Date And Time ~ | Notification

.o [ ] [ ]
remote InSpeCtlon Wlth an O | SysAdmin Inspections View g/1p202112.05:32 PM I

on-site follow-up visit.

Follow-up inspections are

denoted with a “.1”

appended to the original N .
inspection number. R == " =
Inspector’s checklists alert — _——= _— ==
them to items previously

assessed remotely to reduce

redundance during the

follow-up visit.




Departures and Concerns from Biosafety
Requirements

= Departures and concerns from biosafety requirements display the specific
applications/permits to which the findings are related.

= Provides greater context of departures and concerns.
= Allows permittees to identify issues specific to non-overlapping permits.

Application Concern UID: 42-71-54-037000

Initial Response Due: Status:
09/15/2021 Closed

Current Response Due:
09/15/2021

Iﬁ\ssiﬁned Aeglicaticmisl: 20210730-0200H '

CFR/Section Requirement
42 CFR 71.54 - (b)(3) - Unless excluded pursuant to paragraph (f) of this section, a person may not import into the United States any infectious biological agent,
ABSL3 infectious substance, or vector unless: The importer has implemented biosafety measures commensurate with the hazard posed by the

infectious biological agent, infectious substance, and/or vector to be imported, and the level of risk given its intended use.



Enhancements to Uploads for Supporting

Documentation

= Each departure or request for
information contains an
“upload” button that
automatically associates the
document with the correct
unique identifier (UID).

= This feature allows uploaded
documents to be linked to
specific observations.

Entity Response

< Upload”
button

The biosafety cabinet has been re-certifisd. Attached is the certification record |

® Upload a file

Step 1: Identify File Data
= Rex

J
l

Post ments Response to Final Departure
,,,,,,,,,,, : ‘ - * Checklist UID
Unique Identifier 42.71-54-035500

:1 Pre-populated



Closed Conditionally Status for Inspections and
Departures

Inspections
= elPP supports a "Closed
Conditionally" status for e Inspection
inspections and departures. L Status

Unannounced

= [Inspection will have the "Closed
Conditionally" status if one or
more departures are not fully
resolved, but no further action is
needed at that time. Departure
= However, it may be necessary in Status
the future to fully close the

requirement if there is a change in 8 T ol AT
work plans by the permittee.



Closed Conditionally Status for Departures

Application Concern  UID: 42-71-54-035500

= Possible reasons a departure may be |
closed conditiona"y: 09/20/2021 I Closed Conditionally I StatUS fOI'

Current Response Due:

departures
-— Re m ova I Of I a bo rato ry S pa ce o r Assigned Application(s): 20210730-0200H

safety level e g

42CFR7154-(b)3)-  Unless excluded pursuant to paragraph (f) Hh on aparsn not import into the Uni |dS|| any infectious biological agent,
Ly L] [ ABSL3 infectious substance, or vector ul \ s: The impo d h as \mpl ente d b safety measures comm rate with the h rd posed by the
— Modlflcatlon or removal infectious biological agent, infectio hlnoead ector 1 be imported, and the level of ri kg n its intended u

of a wo r k o bj e ct ive The director was not able to provide the emergency evacuation plan with the animal facility.
— Withdrawal of a pending

Provide the measures implemented to meet the regulations

application l

10/2021 12:22 PM
This finding has been closed conditionally for the following reason: Request Withdrawn. Note from Branch Chief: Permittee requested to withdraw permit

— Revocation of a permit

] ) L. CDC response with justification
= |PP will provide a justification when a

departure is closed conditionally.



Additional Contact Information

= For technical assistance with elPP, or for assistance with the
Secure Asset Management System (SAMS), please submit a
help request ticket at elPP Customer Support Request Form,
email elPPSupport@cdc.gov, or call 1 (833) 271-8310.



https://www.cdc.gov/cpr/ipp/support.htm
mailto:eIPPSupport@cdc.gov

For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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