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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 
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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 DUNs 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 
 Human Registration Data Download from CDER 4.1

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

 

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

 

Step 4: Click on “Actions: and a drop down menu will appear.  Select the 
“Filter” option and a filter dialogue box will appear.  
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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) 

 
Step 7:  Download the data using the above reference “Actions” pull down 

menu 
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Step 8: Choose the Excel (csv) option. 

 
Step 9: Review the data for firm status (see Section 5 for definitions) 

Example A: This is an example of the spreadsheet 

 
Example B: Here is what the data would look like (line breaks added). 
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Example C:  This report is filtered for “Status” = “New” and will help find 
new registrants.   

 
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.  

 



 

 

WORK INSTRUCTION 
FDA OFFICE OF REGULATORY AFFAIRS 

DOCUMENT NUMBER 
OPRM-WI.001 PAGE 8 OF 17 

TITLE: 
District Implementation of Drug (Human and Animal) 

Registrations 
ORIGINAL EFFECTIVE DATE: 

7/6/15 

 

 

For the most current and official copy, check QMiS. 

 
 
 

 Animal Drug Registration Download 4.2
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://dqcp.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”  

http://dqcp.fda.gov/
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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.” 

 
 

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 
Qualifiers”. Select “Operation Qualifiers” from the drop down list.  
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Step 8: Then in the search box enter “animal” 

 
 

Step 9:  Click “Go” in order to perform the search 
 
 

 Subscribing to a Report  4.3
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 
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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”. 

 
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. 

 

 
 
Step 4:  Save the report 
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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”. 

 
 

Step 6:  The following screen should appear.  Change the frequency to 
weekly: 
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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. 4.4

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”  

 
Step 2:  Click on “UFFDM” 

 
 

http://edrls.fda.gov/pls/edrls/f?p=105:1:3424185368970891
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Step 3: Click on “Facility”, then “Standard Reports” 

 
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”.  
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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. 

 
 

 Registration maintenance in FACTS 4.5
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. 
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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 

A. CDER:  Center for Drug Evaluation and Research 
B. CVM: Center for Veterinary Medicine 
C. CFN:  Central File Number 
D. eDRLS:  Electronic Drug Registration and Listing System 
E. FEI:  Field Establishment identifier 
F. FACTS: Field Accomplishment Tracking System 
G. GDUFA:  Generic Drug User Fee Amendments 
H. OEI: Official Establishment Inventory  
I. UFFDM:  User Fee Facility Data Management 
J. 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”. 

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. 
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6. Supporting 
Documents 

A. FMD 92 “Agency Establishment Registration and Controls 
Procedure”  

B. FMD 130 “OEI Development and Maintenance Procedure” 
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