
Leveraging SBIA Resources

Renu Lal, PharmD, BCACP
Lieutenant Commander, U.S. Public Health Service
CDER Small Business and Industry Assistance (SBIA)

Division of Drug Information (DDI)
Office of Communications (OCOMM)

CDER | U.S. FDA

REdI Annual Conference – June 6-10, 2022



www.fda.gov 2

Learning Objectives

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

• Identify 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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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
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Number of 

employees

500+

(58%)

1-9 (9%)

10-49 

(9%)

50-99 (7%)

100-499 

(17%)

SBIA Audience
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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 

mailto:CDERSBIA@fda.hhs.gov
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Workshops and Conferences
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http://www.fda.gov/CDERSBIALearn
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www.fda.gov/cdersbia

http://www.fda.gov/cdersbia
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www.fda.gov/cdersbialearn

http://www.fda.gov/cdersbialearn
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Short electronic newsletter, highlighting a specific regulatory issue in an 

easy-to-read format.

Accompanied by an audio podcast

www.fda.gov/cdersbiachronicles

http://www.fda.gov/cdersbiachronicles
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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-Identification (SPL) Submission – Part 1

GDUFA Self-Identification (SPL) Submission – Part 2

Web-based learning tutorials aimed at educating small pharmaceutical

business and industry on topics relating to drug regulation and review

www.fda.gov/cderlearn

CDERLearn

http://www.fda.gov/cderlearn
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YouTube  → FDA  → Playlists  →

CDER Small Business and Industry Assistance
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https://www.linkedin.com/showcase/cder-

small-business-and-industry-assistance

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

B. Industry stakeholders may call or email SBIA directly.

C. 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.
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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

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

• Follow us on LinkedIn

• Subscribe to the SBIA listserv

mailto:CDERSBIA@fda.hhs.gov
http://www.fda.gov/cdersbia
http://www.fda.gov/cdersbialearn
https://www.youtube.com/c/USFoodandDrugAdmin
https://www.youtube.com/playlist?list=PLey4Qe-UxcxbzCGn90m38cXN2DL2i3VmD
https://www.linkedin.com/showcase/cder-small-business-and-industry-assistance/
https://public.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_352
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