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Registration and Listing by the Numbers

New Establishment Registrations by Month

2500

2000

1500

1000

500

das-1¢
any-T¢
INf-12
unf-1¢
Aein-T¢
Jdy-T¢
JeN-TC
q94-1¢
uer-Teg
29Q-0¢
NON-0T
00-0¢
das-0¢
8ny-0t
Inf-02
unr-og
AeinN-0¢
1dy-0t
1eN-0C
q24-0¢
uer-0g
290-6T
NON-6T
P0-6T
das-6T
any-6T1
INf-6T
unr-61
AeN-6T
Jdy-6T
JeN-6T
094-61
uer-6T

New Registrations

Source: eDRLS

www.fda.gov



R

Registration and Listing by the Numbers

New Product Listing Submissions by Month*
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Registration and Listing by the Numbers

New Labeler Codes Assigned by Month
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Registration and Listing by the Numbers
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New Marketing Categories

Emergency Use Authorization C96966

* Implemented in Summer of 2021

* Prior to that, drug products under an EUA agreement had to be listed under
UNAPPOVED DRUG, OTHER, including vaccines

* Only after a company has applied for, and been granted, an EUA by FDA can this
product be used.
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New Marketing Categories

Outsourcing Facility Compounded Human Drug Product C181659
(Exempt From Approval Requirements)

* Implemented in September of 2021 for the current 503B outsourcing facility reporting
period and moving forward.

* Prior to that, compounded human drug products had to be reported under UNAPPROVED
DRUG, OTHER

Beginning in January 2022, after the completion of the 2021-2 product reporting
period, FDA intends to begin including human compounded drugs that are
assigned a valid NDC in the NDC Directory

www.fda.gov 10



Over-The-Counter Monograph User Fee Program
(OMUFA)

Does your company have a
user fee obligation under
OMUFA?

Latest Ne

;;;;;;;;;;;;;;

CAPT Matthew Brancazio (USPHS) presents on the OMUFA program first
thing after the lunch break today!

www.fda.gov
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OTC Monograph Reform

Over-the-Counter (OTC) Drug Review | OTC
Monograph Reform in the CARES Act

The CARES Act replaces the rulemaking
process with an administrative order process
for issuing, revising, and amending OTC
monographs.

FDA created a new public facing web-
portal, OTC Monographs@FDA, that
provides the public with the ability to view
OTC monographs and proposed and final
administrative orders that add, remove, or
change conditions for an OTC monograph.

12


https://www.accessdata.fda.gov/scripts/cder/omuf/index.cfm

OTC Monograph Reform

OTC Monographs@FDA

Displays a current list of
OTC Monograph Final
Orders.

Shows the list of
proposed and final
orders and their status

www.fda.gov

13



Future of the NDC

You may recall...
* Published a Federal Register Notice in August 2018
* Conducted Public Hearing on November 5, 2018

* Suggested 4 possible options
— A: Maintaining the current practice and regulation without modification
— B:Same as option A but transitioning on a specified date in the future to 6 digits labeler codes
— C: Adopting the 11-digit HIPAA format and transitioning to 12 digits later

— D:Harmonizing NDC by adopting a 12-digit 6-4-2 format

www.fda.gov
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Future of the NDC

Summary of Stakeholders Comments From the Docket

 There was a vast majority of support for Option D, a single 12-digit standard

* There were a few individual suggestions for use of alternative code such as GTIN, or to allow the
use of alphas.

 Many expressed concern over the timing of the transition:

* Give plenty of time and notice for industry to plan and implement change (labels, databases, etc).
Some requested as much as 10 years.

¢ Give formal notification of when less than 10000 labeler codes are left.
* Allow for a voluntary period to comply.

*  Wait until after DSCSA implementation.

www.fda.gov
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Agenda Highlights

Wednesday, October 13, 2021

9:15 - 9:25
FDA Website: Resources Available to You
Topacs include dernorsiatons of Don Duggan
o Avwalkitvough of the [IRLS wetste inclhudng Tesm Lead Meiptesk Operations Team (40T)
The Netorud Drug Code (NDC) Deectory DRLE | DLRUD | OUDLC | CDER
Drug Eslatashmonss Curmant Rogramton Site
(OF.CRS)
S030 F ncibtes
o SPL setoeon
o Whaooe 1o find halpfud iInformabion without havang 10 sond an
emml
9:25 - 10:05
Drug Registration 101 - The Basics
Topses Inclute deenonsiratons of Regle Samuel
o How 10 creste and subal vnous regrtrabon and ksting Techrwew mirmation Speciskst
subeissions using COER Diroct inchuding MOT { DIRLE | DLRUD | OUOLE | CDER
o Estatishmont Registraton mnd Updales Vikas Arora
s E inhrnont Devoge Farmacss
= Labelor Code Request Offcn of Progran and Regutatory Opesations (OPRO)
*  Q&A session OC | COER
Puli Huder
H{ mErmaton Specats!
HOT | DRLE | DUAUD | OULE | COER
10:05 - 10:55
Drug Listing 101 - The Basics
Topcs mcluce demonsiatons of $00 Jin Park
o Drug Listng ~ including content of labeding LCOR, USPHS
o Daolsdng Repualory Offices
e NDC Resorvabon David Mazyck
o Blarsat No Change Certification Cansumer Safety Offonr
*  Q&A seasion
Troy Cu
Tectnesl inftemation Sosciks!

DALS | DLAUD | OuDLC | COER
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Agenda Highlights

Wednesday, October 13, 2021
1110 - 11:30
The National Drug Code (NDC): Rules for Assigning and Changing
Topecs inchade So00 Jin Park
« A cescripton on the structuss of the NDC LCOR. USPvs
When 10 assgn a new NDC and whuch segenant 10 change Reguanyy Ofcer
: Q4A Sossion Data Guatty and Complance Team (DOCT)
DRLS | DURUO | OUOLE | COER
11:30 - 12:00
5038 Human Drug Compounding Outsourcing Faciilty Registration and
Product Reporting 101 - The Basics
Topscs inchade demonsiratons of Troy Cu
o HOow 10 Creats and subend regesrmbon and 5.monih product Tecea MRYImaton Specassr
opost submissons usieg COER Dwact #HOT | DRLE | DUAVD | OUOLE | COER
*  Q&A seasion
| 12:00~12:30: LUNCH BREAK |
12:30 - 12:45
OMUFA Fees for Registered OTC Drug Manufacturers
Topics nchade Matt Brancazio
o An overview of e Owse The Coumer Monogragh Usae Feg CAPT_USPHE
Program (OMUFA) Brancn Cvet. Poscy ang Opeasom Brason
u  Which opeeahions am subioct 10 lns Davaion of User Fae Masagement (DUFW)
o Whon foes ore due Ofice of Management (OM) | COER
* Q44 Session
12:45-1:30
Tips, Techniques, and Common Mistakes with Submissions
Topscs inchude Tasneem Hussain
o Qusck presectations fOCUsg ON COmmon &mors and SS00s Frarmacst
with submasmons. Bciudng Troy
o incomedt stength Techasa MUrmaton W\c.“d
¢ How o Ooale o M kstng
s C product desgr Paul Losbach
o Reguesting gvermades Dwveckr
* Q44 sossion DRLE ; DUAUD | OUOLC § COER
1:30-1:45
Topics inchade Leyla Rahjou-Esfandiary
o AN owervew of regsiealion wnd BSHng comphence peograen Tone Losdt
DQCT | DR | DLHUD | DUOLE | CDER

N AEOLENG NBCOIMN SubmMIssons 10 tha Agancy
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Agenda Highlights

2:00-2:15

Registration and Listing Deficiency Letters

Topics include: Tasneem Hussain
* How the move forward with corrections and possible Pharmacist

submission errors DQCT | DRLB | DLRUD | OUDLC | CDER

2:15-2:30

Current Compliance Projects:

U.S. Agents — Verification Initiative & Listing Inactivation Project

Topics include: Leyla Rahjou-Esfandiary
* How FDA is handling foreign establishments with incorrect or Team Lead

out-of-date US agent designations DQCT | DRLB | DLRUD | OUDLC | CDER

* Overview of FDA's Drug Listing Inactivation project
Paul Loebach

Director
DRLB | DLRUD | OUDLC | CDER

2:30-3:15
Submission Troubleshooting Exercise
Topics include Julian Chun
* Hands-on problem solving and trouble-shooting exercises Pharmacist
DQCT | DRLB | DLRUD | OUDLC | CDER
3:15-3:45
Q&A Panel
All Speakers
3:45-4:00

Closing Remarks

Paul Loebach
Branch Chief

DRLB | DLRUD | OUDLC | CDER
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Thank You

Thank you for listening to this presentation

Thank you for taking the time out of your day to attend the SBIA eDRLS 2021
Workshop.

Thank you for taking the time to ensure your submissions are complete and
accurate.

www.fda.gov
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