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Learning Objectives

— Describe CDER’s compliance program

— Discuss recent CDER compliance cases

— Describe how the public can access FDA pharmaceutical k
inspection and compliance data
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https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia?utm_medium=email&utm_source=govdelivery
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Bioresearch monitoring

Drug manufacturing facilities

Post-market
reporting

Drug supply chain:
imports and
exports

Drug registration

and listing l

Unapproved and
misbranded drugs

Unsafe online
pharmacies

Oversight

Responsibilities

Recalls and incident
response

y

Compounded drugs

ClinicalTrials.gov ‘


https://clinicaltrials.gov/

Mission

To shield the public from
poor quality, unsafe and
ineffective drugs through
proactive compliance
strategies and risk-based
enforcement actions.
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Compliance Tools

Stakeholder Engagement

Guidance A
Training
Public Meetings

Transparency

Advise

Warning and untitled letters
Inspection classification
Regulatory meetings

Public warnings

Import alerts

Detect

Inspection reivew
Remote tools

Testing

Supply chain monitoring
Import surveillance
Safety signal monitoring

Mitigate

Recalls

Administrative detention
Seizures

Injuction actions




Compliance Activities

Data from fiscal year 2023

19,265

drug listings inactivated from
FDA's Drug Registration and
Listing System

9,778 Compliance
Electronic certificates of .
pharmaceutical product issued to REV|EWS

provide documentation of facilities’
compliance with FDA standards

Policy and Outreach

13

guidance documents
issued

300+

compliance documents shared with
foreign regulatory counterparts

10+

Presentations on FDA’s
YouTube channel

4,232

stakeholders who
completed compounding
training courses



Human Drug Warning Letters and Violations, FY23'

Drug Supply Chain and
Drug Registration and Listing Violations Senﬂﬁwﬁlr'\ﬁm ations mA

Internet Pharmacy Violations @

Drug Facility Curmrent Good
Manufacturing Practice

Refusal to Provide Access to ¢ (CGMP) Violations

and Copying of Records

Compounding Facility Violations «

Clinical Trial or Investigational
Review Board Violations

Unapproved New Drug/
Misbranding Violations

As;

CGMP/Adulteration and Unapproved
Mew Drug Violations &
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Risk-Based
Compliance

Actions k

Emerging and evolving
threats require dynamic
compliance strategies.
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Safeguarding the
Drug Supply Chain

N
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ompliance

ctivities
* Foreign authority communication
* Industry outreach
* Updated DEG guidance published
e 170 Records requests issued
 Sampling

* Warning letters sent for CGMP
violations and failure to respond to
mandatory records requests

* Import alerts for appearance of CGMP
violations and failure to respond to
mandatory records

fda.gov/cdersbia

A Message From OGPS

Information Related to a WHO Risk Alert Regarding Children's
Cough and Cold Syrup

v 2, 2022
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Testing of Glyeerin, Propylene Glycol, Maltitol
Solution, Hydrogenated Starch Hydrolysate,
Sorbitol Solution, and other High-Risk Drug

Components for Diethylene Glycol and
Ethylene Glyeol
Guidance for Industry
This guidumce is for immedinte implementation.

e xm.nm.mm T,

15, Dgeetiacal of Health send Husrsen Services

Fuual n dnminbiratan
Ceater far Dray Evelustisn and Rescarch (£ DER)

FDA Acts to Ensure the Safety of the
Mation's Drug Supply
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WARNING LETTER

CGMI* Violalions

1. Your fiem failed to conduct at least one test to verify the identity of each
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Challenge Question

What is the purpose of an FDA import alert?

A. Help stop products from being distributed in the U.S.

Free-up FDA resources to examine other shipments

B. k
l C. Alert FDA staff about the appearance of a violation A
° N

. All of the above
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Remote Tools

FDA may utilize remote
oversight tools such as
remote interactive
evaluations (RIEs) and
requests for records or
other information in
advance of (or in lieu of)
an inspection. Such
remote tools are
collectively referred to as
“Remote Regulatory
Assessments.”

fda.gov/cdersbia

[ RN

Contains Nonbinding Recommendations
Diraft — Not for Implemeniation

Conducting Remote Regulatory
Assessments
Questions and Answers
Draft Guidance for Industry
This draft guidance document i for comment parposes only.

Coemments and suggestions regarding this drafi document should be submitted within 60 days of

publication in the Federal Register of the notice announcing the availability of the draft

guidance. Submit 1o http:/fwww, gov, Submit wntten
1o the Dockets StalT (HFA-303), Food and Drug Administration, 3630
Fishers Lane, Room 1061, Rockville, MD 20852 All comments sl hould be identified with the

docket number FDA-2022-D-0810,
For questions or information regarding this guidance, contact the Office of Regulatory AfTairs
(ORA), Office of Policy, Comphance, and Enforcement (OPCE), Food and Drug

Adminisiration at ORAPolicy Siafls @fida hhs. cov.

U.S. Depariment of Health and Human Services
Food and Drug Administration
Office of Regulatory Alfairs
Office of Food Policy and Response
Office of Combination Producis
Center for Biologics Evaluation and Research
Center for Drug Evaluation and Research
Center for Devices and Radiological Health
Center for Food Safety and Applied Nutrition
Center for Tobacco Products
Center for Veterinary Medicine

January 2024

o

FDA




Import Alerts

Approach used to identify basis for addition to drug adulteration import alert

Remote Tools Related
FDA Inspection k

5%
Related
23%

FDA Testing

FDA Inspection
2%

Related
56%

FDA Testing
39%

y
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Drug Manufacturing Facility Warning Letters

Approach used to identify basis for addition to drug adulteration import alert, excluding
compounders

FY20 FY24

FDA Testing
2%

FDA Inspection
Related
66%

FDA Inspection
Related
98%

FDA Testing
5%

fda.gov/cdersbia
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21 U.S. Code § 331 - Prohibited Acts

The following acts and the causing thereof are prohibited:

(a) The introduction or delivery for introduction into interstate
commerce of any food, drug, device, tobacco product, or cosmetic that is
adulterated or misbranded.

(b) The adulteration or misbranding of any food, drug, device, tobacco
product, or cosmetic in interstate commerce.

(c) The receipt in interstate commerce of any food, drug, device, tobacco
product, or cosmetic that is adulterated or misbranded, and the delivery or
proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate
commerce of any article in violation of section 344, 350d, 355, or 360bbb—-
3 of this title.

fda.gov/cdersbia A
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Ophthalmic
Products

Ophthalmic drug products
pose a potential heightened
risk of harm to users because
drugs applied to the eyes
bypass some of the body’s
natural defenses.

A

y



Ophthalmic
Compliance
Activities

* Guidance

« Labeling review

* Consumer advisories

« Recall oversight

* Inspections

 Warning letters

* Import alerts

fda.gov/cdersbia
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FDA Issues Warning Letters to Firms Marketing
Unapproved Eye Products

Agency Wamns Eight Companies Regarding Their Unapproved Ophbthalmic Drugs

FDA warns consumers not to purchase or use
certain methylsulfonylmethane (MSM) eye drops
due to contamination

Aupunil 36, 2037,

[8/22/2027] FIA

Quality Considerations for
Topical Ophthalmic Drug

Products
Guidance for Industry

DRAFT GUIDANCE

oy,

Commerss wul sup gestions regarding this draft docement ssould he sshmaned witkin 6 dys of
pbilicatcn s the Federal Register of the notice anteuncicg the availability of the dnf

puidance. Submil elecynsi commenes to bips ww regukilions gov. Submat writien
casaents 1o the Duckets Masagemen Ssalf (HEA-305), Food and Dvisg Adsesstratios, 5630

Fishery Lane, R 1961, Rickylle, M 20851 All crmeemta stould b isbesefiond with the
decket number listed in the notice of availability that publishes i the Federal Kegisser

T'oe questions regarding this drat decumen, contact (CDLR) Ranjani Prabhakar 290-202-45692

VA Department of Hislis anid Humas Services
Fosd and Drug Adminkserstion
Cemter for Drug Evalustivs and Researeh (CDER]

Bhesemiver 2L
Fhasmuceutical Guality UV

Revision |

FDA warns consumers not to purchase or use
certain eye drops from several major brands due
to risk of eye infection

Lubeieast Eve Dirop 2o ml
Imart is remmsng the produet fom their stors
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Online
Marketplaces
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Warning
Letters Issued
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Outreach and
Communication
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Public Alerts

100 UNITS.
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Pharmaceutical Inspections and Compliance

Webpage: fda.gov/drugs/quidance-compliance-requlatory-information/pharmaceutical-inspections-and-compliance
CDER SBIA Webinar: fda.gov/drugs/news-events-human-drugs/understanding-fda-inspections-and-data-09062023

fda.s

How FDA Evaluates and Ensures Compliance

CGMP Inspections
FDA's Compliance Review
Inspection Classifications

FDA's Tools and Actions

More Information

ORA Frequently Requested or
Proactively Posted Compliance Records:
Search publicly available Form FDA 483
inspection findings and other
correspondence to FDA-regulated

companies located within the U.S.

CDER Frequently Requested or

Proactively Posted Compliance Records:

Search for publicly available Form FDA
483 inspection findings, untitled letters
and other correspondence to FDA-
regulated companies located within or
outside of the U.S.

From a US national
health authority

CDER

SMALL BUSIN
and INDUSTRY
ASSISTANCE

Watch on [ YouTube



https://www.fda.gov/drugs/guidance-compliance-regulatory-information/pharmaceutical-inspections-and-compliance
https://www.fda.gov/drugs/news-events-human-drugs/understanding-fda-inspections-and-data-09062023

FDA Data Dashboard

https://datadashboard.fda.gov/ora/index.htm

Inspections Compliance Actions
U.S. domestic and foreign inspections by fiscal Warning letters, injunctions and seizures by
year, classification, product type, etc. fiscal year, product type, etc.

S

Imports Summary Import Refusals
Imports summary data by fiscal year, import Import refusals by fiscal year, product
lines, product categories, countries, etc. categories, country, divisions, etc.

Recalls

Recalls by fiscal year, classification, product
type, status, etc.

Imports Entry

Imports entry data by fiscal year, country of
origin, port of entry district, etc.

FDA
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Top 10 Citations Warning Letters by Fiscal Year
Fiscal Years: 2023 Fiscal Years: 2024

Drugs-21 CFR 211.118(a)-Control proceduresto ...

Drugs-21 CFR 211.113(b)-Procedures for ... ,

Drugs-21 CFR 211.22(d)-Procedures n...
Drugs-21 CFR 211.68(b)-Compute...

Drugs-21 CFR 211.63-Equipm...

Drugs-21 CFR 211.192-Invest...

Bioresearch Monitoring-21 CFR ...

Drugs-21 CFR 211.67(a)-Cleaning/ San.. Drxge: 24 CHE211 006 Almeien o oo

Drugs-21 CFR 211.166(b)-Scientifically sound labor... 10

Warning Letters

Act/CFR Number Short Description Long Description

FDCA 585-1(f)(4) Failure to comply with REMS Anapplication holder did not maintain the drug distribution and dispensing
Implementation System records to ensure restricted distribution, as required by your approved REMS

Implementation System.

21CFR 211.192 Written record of investigation Written records of investigations into unexplained discrepancies do not include

incomplete the conclusions and follow-up.

21 CFR 314.81(b)(1)(ii) Failure to meet specifications An NDA-Field Alert Report was not submitted within three working days of
receipt of information concerning a failure of one or more distributed batches of a

drug to meet the specifications established for it in the application.

21 CFR211.118(a) Control procedures to monitorand  Control procedures are not established which monitor the output and validate
validate performance the performance of those manufacturing processes that may be responsible for
causing variability in the characteristics of in-process material and the drug

T




Public Events

Upcoming

e Jun. 17-18: DSCSA Stabilization Period Midway Checkpoint
e Jul. 25-26: FDA Online Controlled Substances Summit

 Aug. 21-23: Compounding Center of Excellence Annual
Conference

e Sep.9-11: FDA/PDA Joint Regulatory Conference
* Drug Registration and Listing Annual Conference
Past

* See CDER SBIA online training listings

fda.gov/cdersbia A
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Summary

 We are dedicated to
addressing persistent and
emerging threats

 We will use all available
tools to safeguard

consumers from public
health risks

fda.gov/cdersbia




2y U.S. FOOD & DRUG

IIIIIIIIIIIIII

Questions?
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