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Learning Objectives

• Locate the SBIA webpage and identify 3 

resources SBIA offers that can help YOU

• Understand how to register for SBIA events 

and find recordings of past events

https://fda.gov/cdersbia
https://fda.gov/cdersbia
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SBIA Mission

• Provide industry with immediate access to 

resources, education & training  

• Allow for a more clearly informed and efficient 

developmental process

• Align with CDER’s goal of approving safe and 

effective human drugs and biopharmaceuticals

https://fda.gov/cdersbia
https://fda.gov/cdersbia
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SBIA Audience
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Resources

• Direct Communication Services

• Training Resources

• Webpage

• News and Updates

https://fda.gov/cdersbia
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Direct Communications Services

• Phone: 301-796-6707 | 866-405-5367

• Email: CDERSBIA@fda.hhs.gov

   (Monday – Friday 8 AM – 4:30 PM ET)

https://fda.gov/cdersbia
https://fda.gov/cdersbia
mailto:CDERSBIA@fda.hhs.gov
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Workshops and Conferences

https://fda.gov/cdersbia
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SBIA Chronicles

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

www.fda.gov/cdersbiachronicles

https://fda.gov/cdersbia
https://fda.gov/cdersbia
https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/cder-sbia-chronicles
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Email Subscriptions

https://fda.gov/cdersbia
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Email Subscriptions
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SBIA webpage SBIALearn

SBIA 

LinkedIn
Email 

updates

Resources

https://fda.gov/cdersbia
https://fda.gov/cdersbia


fda.gov/cdersbia

fda.gov/cdersbia 19

Summary and Call to Action

• 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

https://fda.gov/cdersbia
https://fda.gov/cdersbia
http://www.fda.gov/cdersbia
http://www.fda.gov/cdersbialearn
https://www.youtube.com/@US_FDA/playlists
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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Today’s Moderator

Nora Lim, PharmD, BCPS 
Lieutenant Commander (LCDR)

 United States Public Health Service (USPHS)
Small Business and Industry Assistance (SBIA) 

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

Center for Drug Evaluation and Research (CDER) | FDA

https://fda.gov/cdersbia
https://fda.gov/cdersbia
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Today’s CDER Presenters

Paresma Patel, PhD
Division Director

Office of Product Quality Assessment III (OPQA III) 

Office of Pharmaceutical Quality (OPQ) | CDER

https://fda.gov/cdersbia
https://fda.gov/cdersbia
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Today’s CDER Presenters

Emily Wearne, PhD
Pharmacologist/Acting Nonclinical Team Leader 

Division of Hematology Oncology Toxicology (DHOT) 

OOD | OND | CDER

Caitlin Tydings, MD
Pediatric Hematologist/Oncologist

Medical Officer, Division of Oncology 3 

OOD | OND | CDER 

https://fda.gov/cdersbia
https://fda.gov/cdersbia
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An Oncology Drug Development Mindset 

First Steps 

Jeff Summers, MD
Associate Office Director

Office of Oncologic Diseases (OOD) 

Office of New Drugs (OND) | CDER

https://fda.gov/cdersbia
https://fda.gov/cdersbia
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