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Learning Objectives

* Locate the SBIA webpage and identify the
resources it provides.

* |dentify three services SBIA offers to assist the
pharmaceutical industry.

* Understand how to register for SBIA events and
find recordings of past events.
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Office of
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SBIA Mission

* Provide immediate access to resources, education & training

* Allowing for a more clearly informed and efficient
developmental process

* Aligned with CDER’s goal of helping to ensure the approval
safe and effective human drugs and biopharmaceuticals

www.fda.gov 4



SBIA Audience

www.fda.gov

Number of
employees
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Direct Communications Services

Industry of any size can contact SBIA

Phone: 866-405-5367 or 301-796-6707
Email: CDERSBIA@fda.hhs.gov

Monday — Friday, 8 AM — 4:30 PM ET

In 2021, SBIA responded to:
8,881 Inquiries
via email, phone, letters, social media

www.fda.gov
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Workshops and Conferences

| FY 2021 y ADVANCING GENERIC
Development Workshop: GENERIC DRUG SCIENCE DRUG DEVELOPMENT:
Pivotal Steps and Avoiding 4 AND RESEARCH INITIATIVES 8 Translating Science
Pitfalls for Start-ups : PUBLIC WORKSHOP : to Approval

VIA WEBCAST

CDER SMALL

AND INDU TANCE {SBI

ELECTRONIC DRUG / GENERIC DRUGS ’ FDA WORKSHOP ON
REGISTRATION AND : FORUM 2022: - The Role of Phytosterols
LISTING (eDRLS) USING O 7 Curront Stote of "l in PNALD/IFALD

CDER DIRECT Generic Drugs

LRI 13,2
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http://www.fda.gov/CDERSBIALearn

. .
Register for Upcoming Events
Oate Time Evest Locatien
Mre 600 2922 RI0AM-A50 P  Roputatory Educetion fo¢ sty (REQ! Anngal Confessnce 2522 Weblsar

May 247252077 100FM-400FM  Dgkty Maragement Maturity Workshoo Wehinar

REGULATORY REFERENMCES, TRAINING, AND RESOURCES

Regulatory References SBIA Learn Online Training
) Repository
Find information on drug development.
applications, submissions. manufacturing & Search for conferences, webinars, onfine
quality, safety, labeling and more courses, nevwsletters and podeasts
T

SBIA on Linkedin SBIA Learning Library on YouTube
Stay connected and receive regulatory Browse conference and webinar recordings
updates and event notifications on YouTube

www.fda.gov/cdersbia
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www.fda.gov

Search for Regulatory References | Drugs

f

Share W Tweet | jp Linkedin | %% Email | & Print

Use filter and search box to find regulatory resources

Topic
New Drug Review, New Drug Application (NDA) - Clear Filter
|
T e N~ e i i = o e Eree
-~
Sei Labeling ExportExcel | Show| 10 v entries

Meetings, Engaging with FDA

New Drug Review, New Drug Application

(NDA)

4 Over-the-Counter Drug Review
a

tacts; Investigational New Drug Appiication (IND); New Drug Review, New Drug
ic Drugs, Abbreviated New Drug Application (ANDA)

+ [ug Application (NDA); Investigational New Drug Application (IND)

TUr MUy,

Coronavirus Treatment Acceleration Program
(CTAP)

Electronic Common Technical Document (eCTD)

FDA IND, NDA, ANDA, or Drug Master File
Binders

EDA List of Authorized Generic Drugs

Formal Meetings Between the FDA and

Onancars ar Annlirants AFf DNIICA Deadunts

New Drug Review, New Drug Application (NDA); Clinical Trials, Drug Development and Approval
Submissions, Forms, Contacts; Investigational New Drug Application (IND); New Drug Review, New Drug
Application (NDA); Generic Drugs, Abbreviated New Drug Application (ANDA)

Submissions, Forms, Contacts; Investigational New Drug Application (IND); New Drug Review, New Drug
Application (NDA); Generic Drugs, Abbreviated New Drug Application (ANDA); Drug Master Files

Generic Drugs, Abbreviated New Drug Application (ANDA); New Drug Review, New Drug Application (NDA)

Meetings, Engaging with FDA;

Inuastinatinnal M Nrin Annlinatinn (MM KA Rt Davima Ko Neoan Annlinatian /MDA
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CDER Small Business and Industry Assistance
(SBIA) Learn

Online Training Repository

Fmaoite 1 Emal {pdries f 2 v in o remte Bew St

The table below lists SBIA multimedia training resources, including conference /webinar
presentations and recordings, online courses, newsletters and podcasts, Explore the SBIA
recordings on YouTube to browse by most popular videos and see upcoming events for a
list of future live events,

SIDA Recootings on You Tube Upcoming SIA Lyents

Use filters and search box to find resources

Advanced search (combine topic and search terms)

Topic Type
Clear Filters
SeuMis Export Feoe Show n v anaes
Sammary Type tssund/Updated . Tepic
Segalannry Educaton K (dustry (SE00 Conlemence e Boumilars, Drog Dewiepmen OSCSA FDA
Amal Corferenoe 2022 Meetingy/Communioations, Nspechions, NOA, New Dng

Devddopment, Reguiatory Submis ey, Q8sources, Safety

Qualsy tanggement Maturdy Wodkshzog Wedinar N0 Deug Quakty
\ECanads Reqional ICH Consuitation neziran V113027 Chirical Triaty and Reseanch intornationat, New Dnig
Developmen fd / d b. I
e —————— www.fda.gov/cdersbialearn ;

0 ONALDVFMLD


http://www.fda.gov/cdersbialearn

CDER Small Business and Industry Assistance (SBIA)

CHRONICLES

Electronic Newsletter
and Audio Podcast

Brief Synopses of Trending Regulatory Information

www.fda.gov

Short electronic newsletter, highlighting a specific regulatory issue in an
easy-to-read format.

Accompanied by an audio podcast

www.fda.gov/cdersbiachronicles
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www.fda.gov

CDERLearn

Web-based learning tutorials aimed at educating small pharmaceutical
business and industry on topics relating to drug regulation and review

www.fda.gov/cderlearn

Courses Offered:
Bringing an Over-the-Counter (OTC) Drug to Market
Chemistry, Manufacturing, and Controls (CMC) Perspective of the IND
Electronic Common Technical Document (eCTD)
Engaging with the FDA During New Drug Development
Human Drug Establishment Registration and Drug Listing Compliance
Overview of the Generic Drug User Fee Amendments of 2012 (GDUFA)

GDUFA Self-ldentification (SPL) Submission — Part 1

GDUFA Self-ldentification (SPL) Submission — Part 2
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CDER SBIA Learning Library

¥ Tees in Unedin | M Emei | & Fimt

Visit the CDER Small Business and Industry Assistance Webpage
Subscribe for Industry News Updstes i)

FDA’s CDER Small Business and Industry Assistance (SBIA) is making available our
YouTube learning library - now hundreds of our recordings are readily accessible.

Bookmark and share 2021 (%, 2020 (£, 2019 (£, 2018 [, and 2017 (< recordings of
webinar and conference presentations, New content will be posted on SBIA's Linkedin
page (7, and top viewed presentations will be updated quarterly, The subject matter expert
presentations are intended to educate and help industry navigate FDA policies and
procedures.

Register for upcoming CDER SBIA webinars and conferences to learn directly from FDA
subject matter experts and earn free continning education.

Most Viewed 2021 Presentations

1. Drug Master File (DMF) Submissions on New FDA Form 3938

CDER ey

SMALL BUSINEES w
and INDUSTRY
A SISIANCE

Watch on {3 YouTube

2. Timeline for the Drug Master Review Process (£

3. Risk Evaluation and Mitigation Strategies (REMS) Compliance Program (£

4. More 2021 recordings... (&'

Most Viewed 2020 Presentations

3 YouTube

YouTube - FDA - Playlists 2>

CDER Small Business and Industry Assistance
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CDER Small Business and Industry Assistance (SBIA)

FDA’s information and training source for the regulated pharmaceutical industry

. M g 334 o

m 64 followers in your netwark
{ + Following "* | More |

Home About Posts Events Videos

@ Images Videos Articles Documents Ads

FOA
et oy Top v

CDER Small Business and Industry Assistance (SBIA)
™ .-Q -

CDER Small Business and

Industry Assistance
{SBIA) Test your knowledge in antiogation of the *COERSBIA Reguistory Egucation for
industry (REQ() Annual Conference june 6 - 10 by responding below, The answer will

19,334 followers
be posted once the poll coses fes e

If | have a question about the review status of my IND/NDA, |
should contact the:

& Learn mnare

A. Reviewing Division Director

B. FDA Commussionet

C. Regulatory Project Manager

D. Division of Info Disclosure

https://www.linkedin.com/showcase/cder-
small-business-and-industry-assistance
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SBIA Email Subscription

FDA | Small Business and Industry Assistance

CONFERENCES

Regulatory Education for Industry
(REdI)

Annual Conference
June 6-10, 2022

Leam directly from the FDA's regulatory exparts in medical product centers: drugs, devices,
and biologics This course & designed to provide participants with a strong, basic foundabion in
the FDA's regulatory requirements.

Test your pre-conference knowledge on Linkedin:
CDER Poll CDRH Poll CBER Poll

FDA | CDER | Small Business and Industry Assistance

INDUSTRY NEWS

FDA Seeks to Engage Stakeholders on Key Considerations for a Drug
Quality Management Maturity Program

FDA has released an FOA Vaices bilog by Michael Kopeha, PhD, RPh_ Director of COER's Office of
Pharmaceutical Qualily, and Patrizia Cavazzon, MD, Dwector of CDER, 10 engage stakeholders on key
considerations for a8 Drug Cuaity Management Maturity (GMM) Program. OMM is the state altained when
drug manufacturers have consistent, relable. and robust busingss peocesses in place 10 achieve quallty
obsectives and promote continual improvement

To incentwvize drug manufacturers to invest in GMM, the FDA has released a whete paper that descnbes key
cansklerations for measunng and rating a drug manufactures’s quality management matunty, and their sbilty
to delver high-quality drugs reliably and without disrupbon. A MM rating system could inform regulators and
drug purchasers about the performance and robusiness of drug manufaciuring facilities and give patients
Increased confidence in the avadabiity of drugs

FDA 15 eager 10 engage wilh stakehokiers on the dnelomteli of a qualty management maturity prograsn an
will be hosting a two-day wo oth for stakeholders o discuss they
thoughts, perspectives and

Read mare about this program m the FDA Voices blog. FUA Seoks 10 Engage Stakeholders on Koy
Caonsdemtons for 3 Drug Quaity Management Maturty Program

Learn More

The Small Business and Indastry Assistance (SBIA) peogram in the Center for Drug Evaluation and Research
provides guidance, edlcation and updates for regutaled ndusiry

e Subacrive lo COER SHIA Emall Lpdales
o Hogstar foc Upcoming Trainng

- (VIS Y €0

o o Vi b
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Challenge Question #1

In which of the SBIA resources can you find a
database of searchable FDA webpages relating
to drug development?

A. Regulatory References

B. SBIA Learn Online Training Repository
C. Calendar of Upcoming Events

D. SBIA Learning Library on YouTube

www.fda.gov 19



Challenge Question #2
Which of the following statements is NOT true?

A. You can stay connected with the latest regulatory
information and offerings by subscribing to the SBIA listserv
and following SBIA on LinkediIn.

B. Industry stakeholders may call or email SBIA directly.

SBIA’s services are only available to companies with less than
500 employees, including affiliates.

D. SBIA offers many free conferences, webinars and workshops
on various regulatory topics.

www.fda.gov 20



Summary

* Email or call SBIA with your regulatory questions
CDERSBIA@fda.hhs.gov | 866-405-5367 or 301-796-6707

* Bookmark www.fda.gov/cdersbia and www.fda.gov/cdersbialearn

e Browse the CDER SBIA playlists on FDA’s YouTube channel

 Follow us on LinkedIn

e Subscribe to the SBIA listserv

www.fda.gov 21
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