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1. Purpose/Scope

This document provides additional instructions to support the procedures
for managing human and animal drug registrations as listed in FMD 92, to
be followed by ALL district offices, Office of Medical Products and
Tobacco Operations (OMPTO)/Division of Medical Products and Tobacco
Program Operations (DMPTPO) in monitoring and processing
registrations from Center for Drug Evaluations and Research (CDER) and
Center for Veterinary Medicine (CVM) and updating FACTS FMS (Field
Management Services).

2. Responsibility

It is the responsibility of the District OEI Coordinator, District Drug Monitor,
Drug Registration Coordinator or designee to manage drug registrations in
accordance with this work instruction.

District includes both domestic and foreign areas.

Note: The document refers to District Registration Monitor throughout, but
is referring to the above statement.

3. Background

The Generic Drug User Fee Amendments of 2012 (GDUFA) requires that
human generic drug facilities, and certain sites and organizations
identified in a generic drug submission, provide identification information
annually to FDA (self-identification). This information assists in
constructing an accurate inventory of facilities, sites and organizations

For the most current and official copy, check QMiS.
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involved in the manufacture of generic drugs, setting annual facility fee
amounts, and targeting inspections. GDUFA establishes application fees
(for ANDAS, prior approval supplements (PASs) to ANDAS, and drug
master files (DMFs)), annual facility fees.

Although most facilities that are required to self-identify are also required
to pay an annual facility user fee, certain types of generic facilities, sites
and organizations are not required to pay the annual facility user fee.
These include facilities, sites and organizations that solely manufacture
positron emission tomography (PET) drugs; clinical bioequivalence or
bioavailability study sites; in vitro bioequivalence testing or bioanalytical
testing sites; API/FDF analytical testing sites; and repackagers.

CDER and CVM: The registration number is the nine digit DUNsS number
assigned by DUN and Bradstreet. The FEI number is an optional data
element included with registration. Firms are encouraged to include it with
their registration submission if they know it, but it is not required.

4. Procedure
4.1 Human Registration Data Download from CDER

Step 1: Go to “Inside FDA”, “CDER?”, scroll to the bottom of the page and
“Electronic Drug Registration and Listing System”

@ DQCP Home - WindGWE TREmel e — - - — T || (5] s

“‘_.‘)\. @) 1o fdagov. 17-500:1:4277476352747485 ~[ 4 | x |[=] aing oo~

File Edit View Favorites Tools Help
x_ ®icomvert v B select
Realtime Parent Portal &3 | wet sllery = 8 | Customize Links &3 | Free Hotmail & | Microsoft Tech Net (gl Windows Marketplace €2 | Windows Media & | Windows

% -| 3 eDRIS Home & DOCP Home & DQcP Home x S - B - < @ v Page~ Safety~ Tookw i@~

@E&’C | Drug Quality & Compliance Portal
/ Protacting and Pramating Your Health

Request a Feature

FDA Intranet
36,539

CDER Home Page
———————
mew! Resease Notes:
0432013

CURRENT PRODUCTS
TOP INGREDIENTS
REGISTRATION TREND

»»»»»

zzzzz

[§]
w

Done & Local intranet | Protectad Mode: OFf

FPEELUECS -ToN T

For the most current and official copy, check QMiS.



http://edrls.fda.gov/pls/edrls/f?p=105:1:3424185368970891

/Y WORK INSTRUCTION DOCUMENT NUMBER
3 17
FDA OFFICE OF REGULATORY AFFAIRS OPRM-W1.001 PAGE 3 OF
TITLE:
District Implementation of Drug (Human and Animal) ORIGiNAL EFFECTIVE DATE:
Registrations

Step 2: Select “Standard Reports” from the tool bar.

Step 3: Select the “Districts” tab. A list of establishments will populate the
screen. Immediately above the list is a red rectangle with the word
“Actions” within.
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Step 4: Click on “Actions: and a drop down menu will appear. Select the
“Filter” option and a filter dialogue box will appear.

For the most current and official copy, check QMiS.
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Step 5: Filter first by “Country” and click “Apply” and then second by
“State Name” and click “Apply”.

Hint: if you filter by State and instead of “equal to” you filter by “in”, you
can select multiple states. Include additional filters for status to build multi-
filtered reports. (See examples)
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Step 6: The returned data is sorted by “Load Date”, which is the date the
registration data was received, with the most current information first.
Data goes back to inspection of electronic registration in 2009.

A report can be generated that will automatically run weekly or monthly
that will come in an email format. (See 4.2)
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Step 7: Download the data using the above reference “Actions” pull down
menu
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Step 8: Choose the Excel (csv) option.
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Step 9: Review the data for firm status (see Section 5 for definitions)

Example A: This is an example of the spreadsheet
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Example B: Here is what the data would look like (line breaks added).

For the most current and official copy, check QMiS.
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Example C: This report is filtered for “Status” = “New” and will help find
new registrants.
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Example D: This report is filtered for “Status” = “Out of Business” and tells
which firms declared themselves out of business and could impact work
planning for drug inspections.

Note: Remember that some firms set original registration information to
OOB and then re-enter it. This list could give you wrong information.

For the most current and official copy, check QMiS.
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4.2

Animal Drug Registration Download

Generate a report within the eDRLS system to identify those facilities that
have self-identified as animal drug manufacturers.

Note: the self-identification “Operation Qualifiers” are voluntary at this
time. Some firms may choose not to self-identify and therefore will only be
found using the query described in step 4.1

Step 1: Sign into DQCP (http://dgcp.fda.gov)

Step 2: Click on the “eDRLS” tab
Step 3: Click on “Ad Hoc Search”
Step 4: Click on “Est/Reg”

Step 5: Click on “Actions” then “Select Columns”

For the most current and official copy, check QMiS.
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Step 6: Move over “Operation Qualifiers” to the “Display on Screen”
section. You can also remove “FMLS FEI NUMBER?”, if you don’t need it,
to make space for the new column and then click “Apply.”
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Step 7: Click on the magnifying glass to specify the column (next to the
search box on the left) you want to search on which is “Operation
Quialifiers”. Select “Operation Qualifiers” from the drop down list.

For the most current and official copy, check QMiS.
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Step 8: Then in the search box enter “animal”
Drug Quality & Compliance Portal
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Step 9: Click “Go” in order to perform the search

4.3  Subscribing to a Report

Step 1: Subscribe to the report you have created and have it emailed at a
particular frequency (daily, weekly, monthly, etc.) for the newly registered

For the most current and official copy, check QMiS.
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or updated firms in your district. This report will only include firms that
have made changes (new, update, dropped, etc.) since the time specified.

Step 2: Apply a load date to a report that you will save as a
weekly/monthly registration report. Select Actions, Filter and Load Date.
In this example, a load date of “is in the last” “1” “weeks” was selected.
Now click “Apply”.
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Step 3: Once you apply this field to your filter, it should reduce the number

of firm’s returned to just those that have been entered in the system in the

last one week.
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Step 4: Save the report

For the most current and official copy, check QMiS.
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|Q Reports 1 Primary Report

H Save Report

Name | NWJ-DO Registrations

Description |Weekly Registration Report ‘

Bl N7 STATE = 'New Jersey (NJY
7 COUNTRY = United States (USAY
7 LOAD DATE is in the last 1 weeks
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DATE

100 W Forest Ave Ste E (Old: 150
Commerce Rd. )

024625239 MISSHA US, INC.

Praxair Distribution Mid Atlantic
LLC

879317022 | 2221032 425 Avenue P

038153735 3003926965 HOVIONELLC 40 Lake Drive

Englewood (Old: New Jersey 07631 (Old: United States 19-DEC-2014

Upd

Carlstadt) () 07072) (usA) 08:19

New Jersey United States 19-DEC2014 | Mo
Newark 07105

() (UsA) 06:12 chal
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Step 5: Create a Subscription. Go to Actions and at the bottom of the list

of values is “Subscription”. Click on “Subscription”
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Step 6: The following screen should appear. Change the frequency to

weekly:
|Q BN rReports 1 NWI-DO Registrations -

[>4] Add Subscription

Email Address ‘ |

Subject ‘NWJ—DO Registrations |

Frequency Weekly «

Starting From | 19-DEC-14 01 ~ AM - ;lﬁm Enging -NoEnd Date- ~ Day ~
E = saved Report = "NWJ-DO Registrations™ =27

7 COUNTRY = "United States (USAY ~ %

N7 STATE = New Jersey (NJY *

7 LOAD DATE is in the last 1 weeks %

—

1-150f29 (2)

For the most current and official copy, check QMiS.
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4.4

Step 7: Insert your own email address. The report that is sent to your e-
mail will change dynamically depending upon the frequency you set so
that you don’t see the same facility in subsequent reports. Once you have
done this, click “Apply” and you should begin receiving weekly registration
reports.

Identify firms which should receive “GDF” identifier.

Step 1: Go to “Inside FDA”, “CDER?”, scroll to the bottom of the page and
“Electronic Drug Registration and Listing System”. Click on “Portal home”

%8 cDRLS Home - Windaws Internet Expioror T e T TR e |

File Edit view Ffavorites Tools Help
X @convert = Mselect
[ Favorites | s Realtime Parent Portal @8] Wets Siice Gallery v &8 Customize Links @3] Free Hotmail &2 Microsoft Tech Net (g Windows Marketplace @ Windows Media @] Windows

== - | @ eDRLS Home &2 DQCP Home & eDRLS Home x Mo+ B - & w0 -~ Page~ Safety~ Tools~ i@~

Current Products.

L ICE =l Wl
Step 2: Click on “UFFDM”

@E‘]&C Drug Quality & Compilance Portal

Prespeting and Promoting Faur Haalty

#0RLS UFFDM SUBMISSIONS MANAGER Quick Linky -

eDfLS o Flkm::m;

UFFDM Qu ?}ﬂs Actess

Request A l
1

Requesta

FDA infranet

CURRENT PRODUCTS
TOP INGREDIENTS
REGISTRATION TREND

CDER Home Page

sty m

r
w

For the most current and official copy, check QMiS.
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Step 3: Click on “Facility”, then “Standard Reports”
QSI8C) o e i s USER FEE FACILITY DATA MANAGEMENT

TS P PORTAL HOME

Fineal Yaar 2015 [=

Step 4: Click on “Actions” and then “Select Columns”

Step 5: Under “Do Not Display”, click on “Facility Address”, “Facility City”,
and Facility State”. Click the buttons in the middle to move these
categories to the right under “Display in Report”. This is important
because ORA is interested in “Facility Address” and not “Business
Address”. (Other changes can be made as desired). Use the up and
down arrows on the list to change the order of the columns. Click on

“Apply”.

@Ej Drug Quality & Compliance Portal

Protecting and Promoting Your Health

IOME » STANDARD REPORTS p FACILITY USER FEE BASELINE REPORT

Facility User Fee Baseline Report Aooutthis Report

Note: Primary Repc ontains all Fiscal Years. Current Fiscal Year is 2015 and Open Period Is 05-01-2014 to 06-01-2014

| Q | Reports 1. Primary Report - m|

= Select Column,

Do Mot Display Display in Report
FACILITY CONTACT EMAIL B FACILITY NAME -
FACILITY CONTACT PHONE FACILITY DUNS B
FACILITY CONTACT FAX Qu FEI NUMBER & i
FACILITY ADDRESS #® | BUS” FSS ADDRFSS = ¢
FACILITY CITY ¥\ T [IONS 3
FACILITY STATE @ |FAL memearomY ™S
FACILITY ZIP E &K BUSINESS QUALIFIER DESCRIPTION 1 @
FACILITY COUNTRY CODE L SUBMISSION DATE
FACILITY COUNTRY MAME = FISCAL YEAR =

[corce [l o

For the most current and official copy, check QMiS.
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Step 6: Continue running the query by applying filters as described in
4.1.Steps 5-7, first filtering by “Country”, and then either individual states
or all states within District boundaries.
a. District Registration Monitors may also want to filter by “Current
Fiscal Year”. If not, the export will include data from previous fiscal
years.
b. By running the query with all the current fiscal year and the previos
fiscal year, the District Registration Monitor will be able to
determine which firms have not self — identified duringt the current
cycle and may delete the GDUFA identifier to FACTS/FMS.
@@&C' mm:w:w Y Mm USER FEE FACILITY [i:'l'l:::;:AG:M.::
gl: Primary Report contains lII 'I.;:::Tr.l:':":::::;::r" 2015 and Open Period is 0'!-01 <2014 to 06-01-2014
B =
4.5 Registration maintenance in FACTS

Step 1: At least annually, the District Registration Monitor will run
ORADSS canned report “REG4_RegistrationforDrugs” for the district.

Step 2: Export the results to EXCEL (in .csv format), and sort by
“Registration Date”.

Step 3: Review firms that do not have current registration information in
FACTS/FMS.

For the most current and official copy, check QMiS.
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Step 4: The District Registration Monitor should follow up on these firms
to determine if the firm is still involved in an FDA regulated activity and
update FACTS/FMS as appropriate.

5. Glossary/

Definitions

CDER: Center for Drug Evaluation and Research

CVM: Center for Veterinary Medicine

CFEN: Central File Number

eDRLS: Electronic Drug Registration and Listing System

FEI: Field Establishment identifier

FACTS: Field Accomplishment Tracking System

GDUFA: Generic Drug User Fee Amendments

OEl: Official Establishment Inventory

UFFDM: User Fee Facility Data Management

Status:

a. New: this is the first time a firm has registered using the
electronic registration process. A firm may have been
previously registered using the former paper-based system.

b. Update: the firm has performed an update of a previously
filed electronic registration.

HINT: If a firm has multiple locations and updates the
information on one location, all locations will be designated
as “Updated”.

“CTIOmMmMOoOOw>

c. Out of Business: the establishment ceasies to exist as a
business entity.
Note: There are some fields in eDRLS that once completed
by the firm may not be changed. If a firm finds they entered
a labeler code wrong or certain other information they have
to set the firm to OOB and then re-create it. If you run
across this, you should call the registrant and get the details
to understand what process took place and whether the firm
is really OOB.

d. De-registered: the firm is still viable but has ceased activities
in those areas requiring registration.

e. Dropped: an expected annual update was not performed by
a firm. The firm may have neglected to do the update, or
could be out of business, or could have stopped handling
items which require registration.

For the most current and official copy, check QMiS.
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6. Supporting
Documents
A. EMD 92 “Agency Establishment Reqistration and Controls
Procedure”
B. FMD 130 “OEI Development and Maintenance Procedure”

7. Document History
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For the most current and official copy, check QMiS.
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