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Learning Objectives

e Create a listing SPL

 Enumerate data elements required for
drug listing

« Explain the timing for initial drug listing
to FDA
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https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia?utm_medium=email&utm_source=govdelivery

“Who”

 Each registrant must list each drug that it
manufactures, repacks, relabels, or salvages for
commercial distribution (21 CFR 207.41).

— Contract manufactures (CMOs) must list under their
own labeler code.

— CMOs who manufacture for private label distributors
(PLDs) must also list for PLDs, using the PLD’s labeler
code. PLDs may list their own products if they act as an
authorized agent.
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“What”

Drug listing requirements are different for:
- Manufacturers (21CFR 207.49)

- Repackagers and relabelers (21CFR
207.53)

. Notably, the Source NDC

- Drug Salvagers (21CFR 207.54)
« Notably, the lot number and expiration date
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“When”

e Initial- Listing information must be submitted
within 3 days of the initial registration (21 CFR
207.45)

 Updates- You can update any changes to the k
listing every June and December, preferably
ASAP (21 CFR 207.57)

« Annual listing certification- Certifies there were no A
changes to a previously listed drug (21 CFR
207.57)
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Live Demonstration FDA

oA FDA

CDER Cosmetics

LOGIN

Username:

Password:

Quick Links:

WARNING: This warning banner provides privacy @nd securlly nolices consistent with appicabis lederal kws, dieciives, and ofher federal guidance for sccessing tis Govermment system, which includes il devices/iomge meda altached o this System. This system i provided for Govermment aulhorized use only. Unsuthorzed of imgroper wse of this
system is prohibled and may resull n decipinary achon and/or oivil and Ciiminal penales. Al any Bme, and tor any lawlul Govemment purpase, the Government may mondor, record. and aude your sysiem usage andior intercept. search and 5e@e any communicabon of data ransing of stored on this system. Theredone, you have no reasonable expect
of privacy. Any communication of data ransiing of stared on this system may be disclosed of Used o any bwlul Govemment purpase
FDA me | ErowserRequrements | Resowres | Tulorials | COER Diect Melp Desk | Cosmetc Diect Help Desk | FAGS
Follow DA | FOAVoiceBlog | Frivacy | Vulnerability Disclosure Policy
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Summary

e Listing allows FDA to maintain an inventory of all
drugs commercially distributed in the U.S and
their representative labeling

 Listing data Is also used by the public including
healthcare providers and other organizations in
academia and industry

« Keep a standard operation procedure or system
In place to verify the accuracy of listing at least
twice a year
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Drug Listing
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Do’s
* Unless exempted, registrants must list all drugs they
manufacture

e Check listings at a minimum every June and
December for accuracy and updates

* Private Label Distributors (PLDs) may list own drug

* Include the complete supply chain under
“Establishments”

* Include inactive ingredients (can be marked
confidential)
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Don’ts FDA

=

 Don't list non-drugs with CDER i

 Don’t make assumptions

 Don’t omit/change data to pass automated
validations

e Don’t include multiple email addresses when
requesting for assistance
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In Brief

o Goal of this presentation is to help registrants
submit accurate, compliant product listings k

e Accurate listings facilitate compliance and
efficient engagement with FDA
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Helpful Resources FOA
 Electronic Drug Reqistration and Listing instructions

(https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/electronic-drug-registration-
and-listing-instructions)

e Strength Conversion in Druq Listing

(https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system- edrls/strength-
conversion-drug-listing)

e QOTC Active Ingredients

(https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-
federal-register-notices-ingredient-references-and-other-regulatory)

e Electronic Code of Federal Requlations

(https://www.ecfr.gov/current/title-21/chapter-l/subchapter-C/part-207?toc=1)

e edris@fda.hhs.qov
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https://www.fda.gov/drugs/drug-registration-and-listing-system-drls-and-edrls/electronic-drug-registration-and-listing-instructions
https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/electronic-drug-registration-and-listing-instructions
https://www.fda.gov/drugs/drug-registration-and-listing-system-drls-and-edrls/strength-conversion-drug-listing
https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/strength-conversion-drug-listing
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.ecfr.gov/cgi-bin/text-idx?SID=24bd12b55721210e31bb9921427d9390&mc=true&tpl=/ecfrbrowse/Title21/21cfr207_main_02.tpl
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-207?toc=1
mailto:edrls@fda.hhs.gov

Challenge Question #1

True or False: A product listing can be listed
with or without labeler code

e True
e False
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Challenge Question #2 FDA

True or False: You must provide an active
establishment information in product listing

e True
e False
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Challenge Question #3

True or False: There's no limit to how many
products you can submit within the same
SPL file.

. e True

. e False
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