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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. Identify drug information resources for health care 

professionals to stay informed on FDA actions, 
decisions, and initiatives.

2. Demonstrate the use and application of these 
resources for common health-related inquiries.

3. Discuss non-traditional drug information resources –
social media, podcasts, and videos.
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Division of Drug Information
The mission of DDI is to optimize the Center for Drug Evaluation 
and Research’s educational and communication efforts to our 
global community.

DDI is the Center for Drug Evaluation and Research’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.
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DDI Engagement
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Audience
2021 Points of Contact

Calls, 
27768

Emails, 
15140

Letters, 
202 Facebook, 570

2021 Top 10 Inquiry Topics
1. COVID-19 6. Expanded Access

2. Isotretinoin REMS 7. Registration

3. Opioids 8. Nitrosamines

4. Investigational New Drug 9. Import/Export

5. Personal Import 10. Clinical trials
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FDA Drug Information Databases/Resources

Drugs@FDA

NDC Directory

Labels.fda.gov

Orange Book

Purple Book

Risk Evaluation and Mitigation 
Strategies (REMS)

Drug Safety Communications (DSC)

Drug Safety-related Labeling Changes 
(SrLCs)

MedWatch Safety Reporting

Drug Shortages

Drug Recalls

Emergency Use Authorization (EUA)
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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

President’s 
Emergency 
Plan for AIDS 
Relief (PEPFAR)

I went to refill a 
desiccated thyroid 

extract and the 
insurance won’t pay 

because it isn’t 
approved by FDA. 
Is this true? What 

changed?

I need to know if 
an NDC number is 

correct? My 
patient’s insurance 

rejected a claim 
because of the 
NDC number.
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National Drug Code (NDC) Directory

I need to know 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

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

Given NDC 00703-0051-01

Nonproprietary Name Methylprednisolone 
acetate

Strength/Dosage form 80 mg/mL injection

Labeler Name Teva Parenteral 
Medicines, Inc

I need to know 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

https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
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National Drug Code (NDC) Directory
Example NDC: 00703-0051-01

I need to know 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

https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
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Drugs@FDA

I went to refill a desiccated thyroid extract and the 
insurance won’t pay because it isn’t approved by 
FDA. Is this true? What changed?

www.fda.gov/drugsatfda

https://www.fda.gov/drugsatfda
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Drugs@FDA

www.fda.gov/drugsatfda
I went to refill a desiccated thyroid extract and the 
insurance won’t pay because it isn’t approved by 
FDA. Is this true? What changed?

https://www.fda.gov/drugsatfda
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Labels.fda.gov

https://labels.fda.gov/
I went to refill a desiccated thyroid extract and the 
insurance won’t pay because it isn’t approved by 
FDA. Is this true? What changed?

https://labels.fda.gov/
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Labels.fda.gov

https://labels.fda.gov/
I went to refill a desiccated thyroid extract and the 
insurance won’t pay because it isn’t approved by 
FDA. Is this true? What changed?

https://labels.fda.gov/
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President's Emergency Plan for AIDS Relief (PEPFAR)

www.fda.gov/PEPFAR

http://www.fda.gov/PEPFAR
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Searchable 
online 

“Books”

Orange 
Book

Purple 
Book

My patient is requesting a 
generic version of their 
inhaler, are there any 
therapeutically equivalent 
generics approved?
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Orange Book

www.fda.gov/orangebook
My patient is requesting a generic 
version of their inhaler, are there 
any therapeutically equivalent 
generics approved?

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

My patient is requesting a generic 
version of their inhaler, are there 
any therapeutically equivalent 
generics approved?

www.fda.gov/orangebook

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

www.fda.gov/purplebook

https://www.fda.gov/purplebook
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Health care providers can be 
confident the biosimilar 

provides the same safety and 
effectiveness as the 
reference product.

Videos, Fact Sheets, Infographics, 
and Stakeholder Toolkit @ 

www.fda.gov/drugs/biosimilars/he
alth-care-provider-materials

View the free 
Home Study CE Webinar 

@ www.fda.gov/DDIwebinars

www.fda.gov/biosimilars

Purple Book

http://www.fda.gov/drugs/biosimilars/health-care-provider-materials
http://www.fda.gov/DDIwebinars
http://www.fda.gov/biosimilars
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Searching 
for Drug 

Shortages 
& Recalls

Drug 
Shortages

Drug 
Recalls

I’m reading conflicting reports 
regarding epinephrine auto-injectors, is 
there a shortage or a recall?
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Drug Shortages

I’m reading conflicting reports regarding 
epinephrine auto-injectors, is there a shortage 
or a recall?

www.fda.gov/drug-shortages

https://www.fda.gov/drug-shortages
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Drug Shortages

I’m reading conflicting reports regarding 
epinephrine auto-injectors, is there a shortage 
or a recall?

www.fda.gov/drug-shortages

https://www.fda.gov/drug-shortages
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Drug Shortages

I’m reading conflicting reports regarding 
epinephrine auto-injectors, is there a shortage 
or a recall?

www.fda.gov/drug-shortages

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


29

Drug Recalls

www.fda.gov/drug-recalls
I’m reading conflicting reports regarding 
epinephrine auto-injectors, is there a shortage 
or a recall?

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

www.fda.gov/drug-recalls
I’m reading conflicting reports regarding 
epinephrine auto-injectors, is there a shortage 
or a recall?

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

I’m reading conflicting reports regarding 
epinephrine auto-injectors, is there a shortage 
or a recall?

www.fda.gov/drug-recalls

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

Drug Safety 
Communications 
(DSC)

Drug Safety-
related Labeling 
Changes (SrLC)

Compounding 
Risk Alerts

MedWatch

What safety 
information does the 
FDA have regarding 
compounded drug 
products?

My patient experienced an 
arrhythmia while taking a 
prescription drug, could this 
be attributed to the 
medication?
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Drug Safety Communications

www.fda.gov/drugsafetycommunications
My patient experienced an arrhythmia 
while taking a prescription drug, could this 
be attributed to the medication?

http://www.fda.gov/drugsafetycommunications
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Drug Safety-related Labeling Changes (SrLC)

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

http://www.fda.gov/SLC
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Drug Safety-related Labeling Changes (SrLC)

My patient experienced an arrhythmia 
while taking a prescription drug, could this 
be attributed to the medication?

www.fda.gov/SLC

http://www.fda.gov/SLC
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Compounding Risk Alerts

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

http://www.fda.gov/compounding
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Reports about problems with medical products come IN

FDA’s MedWatch Program

www.fda.gov/medwatch

http://www.fda.gov/medwatch
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FDA’s MedWatch Program

www.fda.gov/medwatch

http://www.fda.gov/medwatch
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Approved 
drugs with 

serious safety 
concerns

Medication 
Guides

Risk Evaluation 
and Mitigation 
Strategy (REMS) 
Program

Where can I 
find the most 
up-to-date 
Medication 
Guide for a 
particular 
medication? 

I’m dispensing a drug 
product and understand 
the REMS program was 
recently updated; how do 
I view the changes to see 
if there are new 
requirements?
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Medication Guides

Where can I find the most up-to-date
Medication Guide for a particular medication?

www.fda.gov/drugs/drug-safety-and-
availability/medication-guides

https://www.fda.gov/drugs/drug-safety-and-availability/medication-guides
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Risk Evaluation and Mitigation Strategy (REMS)

I’m dispensing a drug product and understand the 
REMS program was recently updated; how do I view 
the changes to see if there are new requirements?

www.fda.gov/REMS

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

I’m dispensing a drug product and understand the 
REMS program was recently updated; how do I view 
the changes to see if there are new requirements?

www.fda.gov/REMS

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

I’m dispensing a drug product and understand the 
REMS program was recently updated; how do I view 
the changes to see if there are new requirements?

www.fda.gov/REMS

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

www.fda.gov/drugs/postmarket-drug-safety-
information-patients-and-providers/ipledge-risk-
evaluation-and-mitigation-strategy-rems

I’m dispensing a drug product and understand the 
REMS program was recently updated; how do I view 
the changes to see if there are new requirements?

https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/ipledge-risk-evaluation-and-mitigation-strategy-rems
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EUAs 
and EA

Emergency 
Use 
Authorization

Expanded
Access

I heard that some of the 
monoclonal antibodies authorized 
to treat COVID-19 have limited use 
currently. Where can I find 
additional information?
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Emergency Use Authorization

I heard that some of the monoclonal antibodies 
authorized to treat COVID-19 have limited use 
currently. Where can I find additional information?

www.fda.gov/emergency-preparedness-and-response/mcm-legal-
regulatory-and-policy-framework/emergency-use-authorization

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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Emergency Use Authorization

I heard that some of the monoclonal antibodies 
authorized to treat COVID-19 have limited use 
currently. Where can I find additional information?

www.fda.gov/emergency-preparedness-and-response/mcm-legal-
regulatory-and-policy-framework/emergency-use-authorization

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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Emergency Use Authorization

www.fda.gov/drugs/coronavirus-covid-19-
drugs/cder-scientific-review-documents-supporting-
emergency-use-authorizations-drug-and-biological

I heard that some of the monoclonal antibodies 
authorized to treat COVID-19 have limited use 
currently. Where can I find additional information?

https://www.fda.gov/drugs/coronavirus-covid-19-drugs/cder-scientific-review-documents-supporting-emergency-use-authorizations-drug-and-biological
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Expanded Access

www.fda.gov/expanded-access

https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/news-events/public-health-focus/expanded-access
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Expanded Access

www.fda.gov/expanded-access

https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/news-events/public-health-focus/expanded-access
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Expanded Access

https://navigator.reaganudall.org/physicians-and-healthcare-providers

https://www.fda.gov/news-events/public-health-focus/expanded-access
https://navigator.reaganudall.org/physicians-and-healthcare-providers
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Expanded Access

www.fda.gov/drugs/information-health-care-professionals-
drugs/fda-drug-info-rounds-expanded-access-video-series

https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/drugs/information-health-care-professionals-drugs/fda-drug-info-rounds-expanded-access-video-series
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Social 
Media

Facebook

Instagram

Twitter

Reddit

LinkedIn
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Facebook | Instagram

www.facebook.com/FDA www.instagram.com/FDA

http://www.facebook.com/FDA
http://www.instagram.com/FDA
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Twitter | Reddit
@FDA_Drug_Info | @FDA_CDER

Twitter Direct 
Message

/r/pharmacy 
Reddit 

www.twitter.com/fda_drug_info www.reddit.com/r/pharmacy/

https://twitter.com/fda_drug_info
https://www.reddit.com/r/pharmacy/comments/q3xuc2/do_you_dispense_clozapine/
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Twitter
@FDACDERDirector

www.twitter.com/FDACDERDirector

http://www.twitter.com/FDACDERDirector
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LinkedIn
Global Alliance of Drug Information Specialists

www.linkedin.com/groups/8421517/

https://www.linkedin.com/groups/8421517/
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Tools To Keep You Informed

@FDA_Drug_Info @FDA Email Updates GADIS LinkedIn Group

SCAN ME
Hold phone camera
to the image
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Stay 
Informed 
Your Way

Podcasts

Webinars

Videos
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Podcasts

Drug Safety
Communications

Industry 
Education

Topics in Cancer 
Drug 

Development
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Videos

www.fda.gov/drugs/information-health-care-
professionals-drugs/fda-drug-info-rounds-video

https://www.fda.gov/drugs/information-health-care-professionals-drugs/fda-drug-info-rounds-video
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Webinars

www.fda.gov/DDIWebinars

http://www.fda.gov/DDIWebinars
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Challenge Question #1

What is the best resource for finding information about a 
drug product authorized for emergency use?

A. Drugs@FDA
B. Orange Book
C. EUA webpage
D. Expanded Access webpage
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Challenge Question #2
True or False: The SrLC database provides information 
on elements to assure safe use.

A. True
B. False
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Challenge Question #3

What social media group brings together pharmacists 
interested in drug information?

A. Global Alliance of Drug Information Specialists on LinkedIn
B. @FDA_Drug_Info on Twitter
C. @FDACDERDirector on Twitter
D. U.S. Food and Drug Administration Facebook Page
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Thank You!

www.fda.gov/aboutDDI

http://www.fda.gov/aboutDDI
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