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Learning Objectives

* Importance of De-Registration
 When to De-Register

* De-Registration Document Types
* Demo of CDER Direct

* Challenge Question
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Importance of De-Registration

* Preserve integrity of the system when
companies are no longer manufacturing

e Assists the agency in inspection planning

— Rely on database for internal and external programs

* Alerts business partners when changes are
made
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* Expedited registration updates to be provided
within 30 calendar days of a change
(21 CFR 207.29)

When to De-Register
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Document Types for
Establishment De-Registration

* Establishment De-Registration SPL

e (Qut of Business Notification SPL
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Establishment De-Registration SP

e De-register because the firm
is no longer manufacturing
drug products for commercial
distribution in the US
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Out of Business Notification SPL

* Firmis no longer in business

WE'RE CLOSED
But Still
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https://direct.fda.gov

DEMO
of
CDER Direct
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https://direct.fda.gov/
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Submission

VIEW SPL DOWNLOAD SPL

Note: Click on the Data Element Name for each field below fo display instructions and helpful hints for filling out this Establishment Registration submission for

== HEADER DETAILS

Document Type: *  ESTABLISHMENT REGISTRATION

v

SetiD: * 438cdB0c-5447-4ach-2054-001441Ba759

www.fda.gov

Version Number: *

CREATE NEW VERSION




SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE << RETURN

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Establishment Registration submission form. Red asterisk indicate required fields.

== HEADER DETAI

Document Type: ESTABLISHMENT REGISTRATION

438cd80c-544

Tache0bA-00144ff8a759 Generate New Version Number: * 2

7¢340527-672d-d083-053-299 1ab0abfad | Generate New Effective Date: ¥ 09-15-2020

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE << RETURN

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Establishment Registration submission form. Red asterisk indicate required fields.

== HEADER DETAILS

e IVIEIN T KEATID N Marvn o

RLESTABLISHMENT DE-REGISTRATION

SetID: * Slam enerate New

Root ID: * 7¢34d527-672d-d083-6053-2991ab0abfad Generate New Effective Date:*  09-15-2020
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‘ SUBMIT SPL . SAVE AS DRAFT DELETE m

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Establis rRedisiration submission form. Red asterisk indicate required fields.

== HEADER DETAILS

Document Type: * | ESTABLISHMENT DE-REGISTRATION
SetID: * 438cdB0c-5447-4ac6-6054-00144ff8a759 | Generate New Version Number: * 2

Root ID: * 7¢34d527-672d-d083-053-2991ab0abfad Generate New Effective Date:* | 09-15-2020

‘ SUBMIT SPL . SAVE AS DRAFT

N —
Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Establishment Kegistration submission form. Red asterisk indicate required fields.

== HEADER DETAILS

Document Type: * QUT OF BUSINESS NOTIFICATION

SetID: * 438cdB0c-5447-4ac6-6054-00144ff8a759 | Generate New Version Number: * 2

Root ID: * 7¢34d527-672d-d083-2053-2991ab0abfad Generate New Effective Date:*  09-15-2020
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[ R 1 Tl £ S TABLISHMENT REGISTRATION

SetID: * 438cd80c-5447-4ac6-e054-00144ff8a759  Generate New Version Number: * 2
Ro 7¢34d527-672d-d083-e053-2991ab0abfad Generate New * 09152020
= REGISTRANT DETAILS

Registrant Name: * | Core

Registrant DUNS: * 777777777

REGISTRANT CONTACT DETAILS REGISTRANT CONTACT ADDRESS

Contact Name: * | Troy : United States

Contact Email: * | troy@email.com Street Address: * 123 FDA Drive

Contact Phone: * 555-555-5555 Format

Contact Phone: DRLS

Phone Extension: state:* Maryland
Postal Code: * 20904

- ESTABLISHMENTS

row(s)1-2of2

ECTADI ICLMEMT NV IMC ECTARI ICUMEMT EC1 ECTADI ICURMEMT MARME

987654321

123456781 12




ESTABLISHMENT DETAILS
Establishment Name: * Test
Establishment DUNS: * 123456781
Establishment FEI:

ESTABLISHMENT CONTACT DETAILS

[] same as Registrant Contact Details and Addl

Contact Name: * Troy

Contact Email: * troy@email com
Contact Phone: * 555-555-5555
Phone Extension:

SAVE EsTABUISHMENT

ESTABLISHMENT ADDRESS
Country: * United States
Street Address; ™ Erasd
e i ® aed A
Stata- X Delaware
Message from webpage X
4]
o Are you sure you want to delete the Establishment?
|DRESS
d States
DA Drive
City: * DRLS
Ly State: * Marvland

DELETE ESTABLISHMENT '

|
Rl

Note: Enlet the one or mote rug manufactixing and processing operations perfoemed at e establishment. Cck On + Dution 10 selec mulliple business operations, of allermatively srporters

BUSINESS OPERATION(S)
+ BUSINESS OPERATION

R | MANUFACTURE

V] | MANUFACTURES HUMAN OVER-THE-COUNTER DRUG PRODUCTS PRODUCED UNDER A MON/¥|

QUALIFIER
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—
‘ SUBMITSPL ) SAVEAS DRAFT

cave o VaLDATE e |

Note: Cack on the Data Eement Name for each feld bofow %0 dspy nstuctions ang help Bing out this Estabishment Registration submession form Red astansk Indicago requirod felds

=~ HEADER DETAILS

Document Type: *  ESTABLISHMENT REGISTRATION | v|

SetiD: * 438cal0c-544 7 4act-e054.00144NM8a 759 Genslale New Varsion Number: * 2

RootID: * 1344527 .6724-0083.£053.299 1ab0ablad Generate New Effective Date: * 08.15.2020 i

»+ REGISTRANT DETAILS

Registrant Name: *  Core

Registrant DUNS: * 777777777

REGISTRANT CONTACT DETAILS REGISTRANT CONTACT ADDRESS

Contact Name: * Troy Country: * United States v

Contact Email: * troy@@amail com et Aok 123 FOA Drive

Contact Phone:*  555-555-5556 Farmat
City: * DRLS

Fhons Srmelon: State: * Maryland 4
Postal Code: * 20904

~ ESTABLISHMENTS

—m—s e eosscuT MAME
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Challenge Question

How do | de-register one of the three establishments on
my Establishment Registration SPL?

A. Submit an Establishment De-Registration SPL
B. Submit an Out of Business Notification SPL

C. Delete the entire Establishment Registration SPL from
CDER Direct

D. Delete the particular Establishment | want to de-register
from the Establishment Registration SPL and submit
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Summary
* De-register on time —it’s easy!

* Submit an Establishment De-Registration or an Out
of Business Notification SPL to de-register all
Establishments in an Establishment Registration

* Do not submit an Establishment De-Registration or
Out of Business Notification to de-register only one
of many establishments
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Thank You for De-Registering!

Contact Us:
eDRLS@fda.hhs.gov



mailto:eDRLS@fda.hhs.gov
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