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Disclaimer
The views and opinions expressed in the following PowerPoint 
slides are those of the individual presenter and should not be 
construed to represent FDA’s view or policies. 
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Objectives
1. Select the appropriate FDA drug information resource to 

answer questions from patients.
2. Demonstrate how to use FDA’s drug information resources.
3. Identify tools to stay informed with direct updates from FDA.
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Division of Drug Information
The mission of DDI is to optimize the Center for Drug Evaluation 
and Research (CDER)’s educational and communication efforts to 
our global community.

DDI is CDER’s focal point for public inquiries regarding human drug 
products.

DDI supports the Food and Drug Administration’s mission to 
promote and protect public health with a focus on human drugs and 
activities related to CDER.
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DDI Engagement

2023 Top 10 Topics
1. Drug Recalls

2. Personal Import

3. Clinical Trials & INDs

4. Opioids

5. Drug Shortages

6. Coronavirus

7. Expanded Access

8. GLP-1 Agonists

9. Registration & Listing

10. ADHD Stimulants

2023 Points of Contact

Audience
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FDA Drug Information Databases & Resources 

NDC Directory

Drugs@FDA

Labels.fda.gov

FDALabel

Orange Book

Purple Book

Drug Shortages

Drug Recalls

DSC

SrLC

Compounding

Social & More
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FDA Home Page: Where to Find Resources
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FDA Home Page: Where to Find Resources
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FDA Home Page: Where to Find Resources
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FDA Home Page: Where to Find Resources
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Drug 
Labeling & 
Information

National Drug 
Code (NDC) 
Directory

Drugs@FDA

Labels.fda.gov

FDA Label

Is sodium 
sulfacetamide 10% 

and sulfur 
5% cleanser FDA 

approved? 
Insurance won’t 

pay for it, claiming 
it’s unapproved.

Can you tell me if 
an NDC number is 

correct? 
My patient’s 

insurance rejected 
a claim because of 
the NDC number.



National Drug Code (NDC) Directory

Can you tell me if an NDC number is 
correct? My patient’s insurance rejected a 

claim because of the NDC number.
www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
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https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm


Medication Properties
Given NDC 70121-1552-05

Nonproprietary 
Name

Methylprednisolone 
acetate

Strength/Dosage 
form

80 mg/mL injection

Labeler Name Amneal
Pharmaceuticals LLC

Can you tell me if an NDC number is 
correct? My patient’s insurance rejected a 

claim because of the NDC number.
www.accessdata.fda.gov/scripts/cder/ndc/index.cfm

National Drug Code (NDC) Directory
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https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm


Example NDC: 70121-1552-05

Can you tell me if an NDC number is correct? 
My patient’s insurance rejected a claim 

because of the NDC number.
www.accessdata.fda.gov/scripts/cder/ndc/index.cfm

National Drug Code (NDC) Directory
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https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm


Drugs@FDA

www.fda.gov/drugsatfda
Is sodium sulfacetamide 10% and sulfur 

5% cleanser FDA approved? Insurance won’t 
pay for it, claiming it’s unapproved.
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https://www.fda.gov/drugsatfda


Drugs@FDA

www.fda.gov/drugsatfda
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Is sodium sulfacetamide 10% and sulfur 
5% cleanser FDA approved? Insurance won’t 

pay for it, claiming it’s unapproved.

https://www.fda.gov/drugsatfda


Labels.fda.gov

https://labels.fda.gov
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Is sodium sulfacetamide 10% and sulfur 
5% cleanser FDA approved? Insurance won’t 

pay for it, claiming it’s unapproved.

https://labels.fda.gov/


Labels.fda.gov

https://labels.fda.gov
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Is sodium sulfacetamide 10% and sulfur 
5% cleanser FDA approved? Insurance won’t 

pay for it, claiming it’s unapproved.

https://labels.fda.gov/


FDALabel

https://nctr-crs.fda.gov/fdalabel/ui/search
What drugs in the Biguanide, Glinide or 
Sulfonylurea Pharmacologic Classes 
have BOXED WARNINGS?
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https://nctr-crs.fda.gov/fdalabel/ui/search


FDALabel

https://nctr-crs.fda.gov/fdalabel/ui/search
What drugs in the Biguanide, Glinide or 
Sulfonylurea Pharmacologic Classes 
have BOXED WARNINGS?
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FDALabel

https://nctr-crs.fda.gov/fdalabel/ui/search
What drugs in the Biguanide, Glinide or 
Sulfonylurea Pharmacologic Classes 
have BOXED WARNINGS?
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https://nctr-crs.fda.gov/fdalabel/ui/search


FDALabel

https://nctr-crs.fda.gov/fdalabel/ui/search
What drugs in the Biguanide, Glinide or 
Sulfonylurea Pharmacologic Classes 
have BOXED WARNINGS?
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https://nctr-crs.fda.gov/fdalabel/ui/search


FDALabel

https://nctr-crs.fda.gov/fdalabel/ui/search
What drugs in the Biguanide, Glinide or 
Sulfonylurea Pharmacologic Classes 
have BOXED WARNINGS?
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https://nctr-crs.fda.gov/fdalabel/ui/search


Searchable 
online 

“Books”

Orange 
Book

Purple 
Book

My patient is requesting a 
generic version of their 
inhaler, are there any 

therapeutically equivalent 
generics approved?



Orange Book

www.fda.gov/orangebook
My patient is requesting a generic 
version of their inhaler, are there 

any therapeutically equivalent 
generics approved?
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https://www.fda.gov/orangebook


My patient is requesting a generic 
version of their inhaler, are there 

any therapeutically equivalent 
generics approved?

www.fda.gov/orangebook

Orange Book
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https://www.fda.gov/orangebook


Purple Book

https://purplebooksearch.fda.gov
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https://purplebooksearch.fda.gov/


Searching 
for Drug 

Shortages 
& Recalls

Drug 
Shortages

Drug 
Recalls

I’m having issues 
ordering

methylphenidate,
when will I be able 

to get that 
medication?

I heard that some 
eye drops were 

recently recalled. 
How can I check 
online to see if a 
certain product is 
part of the recall?



Drug Shortages

I’m having issues ordering methylphenidate,
when will I be able to get that medication? www.fda.gov/drug-shortages
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http://www.fda.gov/drug-shortages


Drug Shortages
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www.fda.gov/drug-shortages
I’m having issues ordering methylphenidate,

when will I be able to get that medication?

http://www.fda.gov/drug-shortages


Drug Recalls

www.fda.gov/drug-recalls
I heard that some eye drops were 

recently recalled. How can I check online to 
see if a certain product is part of the recall?
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https://www.fda.gov/drug-recalls


Drug Recalls

32 Center for Drug Evaluation and Research

www.fda.gov/drug-recalls
I heard that some eye drops were 

recently recalled. How can I check online to 
see if a certain product is part of the recall?

https://www.fda.gov/drug-recalls


Drug Recalls
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www.fda.gov/drug-recalls
I heard that some eye drops were 

recently recalled. How can I check online to 
see if a certain product is part of the recall?

https://www.fda.gov/drug-recalls


Drug 
Safety

Drug Safety 
Communications 
(DSC)

Drug Safety-
related Labeling 
Changes (SrLC)

Compounding 
Risk Alerts

MedWatch

What safety 
information does 

FDA have regarding 
compounded drug 

products?

My patient developed 
a rash while taking 
a prescription drug, 

could this be 
attributed to the 

medication?



Drug Safety Communications (DSCs)

www.fda.gov/drugsafetycommunications
My patient developed a rash while taking a 
prescription drug, could this be attributed 
to the medication?
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http://www.fda.gov/drugsafetycommunications


Drug Safety-related Labeling Changes (SrLC)

www.fda.gov/SLC
My patient developed a rash while taking 
a prescription drug, could this be attributed 
to the medication?
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http://www.fda.gov/SLC


Drug Safety-related Labeling Changes (SrLC)

My patient developed a rash while taking 
a prescription drug, could this be attributed 
to the medication?
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www.fda.gov/SLC

http://www.fda.gov/SLC


Compounding Risk Alerts

www.fda.gov/compoundingWhat safety information does FDA have 
regarding compounded drug products?
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http://www.fda.gov/compounding


Approved 
drugs with 

serious 
safety 

concerns

Medication 
Guides

Risk Evaluation 
and Mitigation 

Strategies 
(REMS)

Where can I find 
the updated

Medication Guide 
for a particular 
medication?

I’m dispensing a drug 
product and understand 
the REMS was recently 
updated; how do I view 

the changes?



Risk Evaluation and Mitigation Strategies (REMS)

I’m dispensing a drug product and understand the 
REMS was recently updated; 
how do I view the changes?

www.fda.gov/REMS
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http://www.fda.gov/REMS


I’m dispensing a drug product and understand the 
REMS was recently updated; 
how do I view the changes?

www.fda.gov/REMS

Risk Evaluation and Mitigation Strategies (REMS)
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http://www.fda.gov/REMS


I’m dispensing a drug product and understand the 
REMS was recently updated; 
how do I view the changes?

www.fda.gov/REMS

Risk Evaluation and Mitigation Strategies (REMS)
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http://www.fda.gov/REMS


I’m dispensing a drug product and understand the 
REMS was recently updated; 
how do I view the changes?

Risk Evaluation and Mitigation Strategies (REMS)
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www.fda.gov/drugs/postmarket-drug-
safety-information-patients-and-
providers/information-clozapine

http://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/information-clozapine
http://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/information-clozapine
http://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/information-clozapine


Social 
Media

Facebook

Instagram

X

Threads

LinkedIn



Facebook | Instagram

www.facebook.com/FDA www.instagram.com/FDA
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http://www.facebook.com/FDA
http://www.instagram.com/FDA


X | Threads 

www.twitter.com/fda_drug_infowww.threads.net/@fda
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https://twitter.com/fda_drug_info
http://www.threads.net/@fda


LinkedIn

www.linkedin.com/groups/8421517 www.linkedin.com/company/fda
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http://www.linkedin.com/groups/8421517
http://www.linkedin.com/company/fda


CE 
Your 
Way

Podcasts

Webinars

CDERLearn
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Podcasts
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CDERLearn Training and Education

www.fda.gov/CDERLearn

• Educational offerings for healthcare 
professionals, academia, students, 
and consumers

• More than 200 offerings

• CE credits for pharmacists, pharmacy 
technicians, physicians, physician 
assistants, nurses
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http://www.fda.gov/CDERLearn


Thank You!

www.fda.gov/aboutDDI
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http://www.fda.gov/aboutDDI
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