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Learning Objectives

* |dentify online publications

* Describe ways to report data discrepancies to
FDA

* List potential real-life examples caused by data
deficiency

www.fda.gov 2



Registration Data

e Published on Drug Establishments Current
Registration Site | FDA

Your
Registration
SPLs

FDA Internal

Systems DS
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https://www.fda.gov/drugs/drug-approvals-and-databases/drug-establishments-current-registration-site
https://www.fda.gov/drugs/drug-approvals-and-databases/drug-establishments-current-registration-site

Listing Data

Your Listing
Data

FDA
Internal
Databases

/ FDALabel

FDA Online Label Repository

\ ___— DailyMed

: Online —

NDC Dlrectory\ Publications — RxNorm
Drugs@FDA «— NSDE File

/
openFDA
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* Facility inspection planning ¢ Other government agencies

Who Uses the Data

Inside FDA Outside FDA

e Statutory facility fee  Pharmaceutical industry

assessments  Drug databanks

* Drug shortage initiatives e Academia and research

* Drug amount reporting * Healthcare providers and

» Safety assessments patients
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Why Data Integrity is Important

* Reliability of CDER’s site selection model and
product catalog

CY 217 CY 218 CY 2019
Domestic 3478 J.2a7 3122 B7E 121 2,081
Foreign 1457 1.3 12064 204 57 b1
Taotal 4036 1618 23130 1.083 1264 2442

CGMP Inspections of Registered Domestic and Foreign Drug and Device Establishments

Source: Annual Report on Inspections of Establishments CY 2022

www.fda.gov 6


https://www.fda.gov/media/167520/download

Why Data Integrity is Important

* |naccurate listing or NDC assignment can lead to
medication error

— A drug is co-packaged

with two injectable vials r
— Drug A and Drug B .

have the same NDC ‘
— Patient was injected

with the same drug twice
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Why Data Integrity is Important

* Healthcare providers might miss key labeling
information

— A repackager drug listing was not updated with a boxed warning after the
source drug’s labeling update

The boxed warning {also known as ‘black box warning
[BBWY]') is one of the strongest drug safety actions that the
U.S. Food & Drug Administration (FDA) can implement, and

often warns of serious risks

WARNING  SUICIDAL THOUGHTS AND BEMAVION S
Soe Al prescntvng wiormation for commede dored warming

+ Increased rish of suicion thnking and Sehaviar i chidoen
advlsscents and yourg adulls Whing antdepressants (5.1
' « Montor for worsening and emergence of sucdal Tougins and
— Rehavions (5.9).

WA ssing PROZAC and olanZapine 0 COmONItON, a's0 refer 1o
Bowed Wavning section of 2he Dacage insert for Symoyer
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Why Data Integrity is Important

* |Incorrect packaging information can lead to
reimbursement or reporting mistakes

Comprehensive NDC SPL Data Elements File (NSDE)

NSDE | FDA

CDER NextGen
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https://www.fda.gov/industry/structured-product-labeling-resources/nsde

Important Safety Initiatives

* We play a key role in preventing incidents related to
substandard, falsified, and harmful drugs:

— Diethylene glycol/ethylene glycol contamination WHO
urges action to protect children from contaminated
medicines

— FDA ophthalmic drugs initiative FDA Issues Warning
Letters to Firms Marketing Unapproved Eye Products |
FDA
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https://www.who.int/news/item/23-01-2023-who-urges-action-to-protect-children-from-contaminated-medicines
https://www.who.int/news/item/23-01-2023-who-urges-action-to-protect-children-from-contaminated-medicines
https://www.who.int/news/item/23-01-2023-who-urges-action-to-protect-children-from-contaminated-medicines
https://www.fda.gov/news-events/press-announcements/fda-issues-warning-letters-firms-marketing-unapproved-eye-products
https://www.fda.gov/news-events/press-announcements/fda-issues-warning-letters-firms-marketing-unapproved-eye-products
https://www.fda.gov/news-events/press-announcements/fda-issues-warning-letters-firms-marketing-unapproved-eye-products

Poll Question

It is in the best interest of the pharmaceutical
company, as well as public health, to submit
correct registration and listing data to FDA.

A. True
B. False
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Find Data Discrepancy
in FDA Online Publications?

* Contact FDA:

— Drug Registration and Listing Branch:
eDRLS@fda.hhs.gov

— Division of Drug Information: DrugIinfo@fda.hhs.gov

www.fda.gov
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mailto:eDRLS@fda.hhs.gov
mailto:DrugInfo@fda.hhs.gov

Challenge Question #1

Which one of these publications is managed by
FDA?

A. Comprehensive NDC SPL Data Elements File

B. Drug Establishment Current Registration Site
C. Neither
D. Both
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Challenge Question #2

Which of the following statements is NOT true?

A. Anyone can contact FDA about data discrepancy found in its
published registration and listing data.

B. FDA can make corrections to its online published registration and
listing data.

C. FDA’s listing data is used by other government agencies for coding,
reimbursement, prescribing, and dispensing of drugs.

D. NDC assignment is not part of drug approval but is an important
safety aspect of a drug.
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Questions?

Leyla Rahjou-Esfandiary, Pharm. D.
Leyla.Rahjou-Esfandiary@fda.hhs.gov

eDRLS@fda.hhs.gov
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