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Learning Objectives

ntroduce the Office of Regulatory Affairs
Discuss the Form FDA 483 (FDA 483)

ntroduce the ORA Freedom of Information Act
(FOIA) Electronic Reading Room




Office of Regulatory Affairs



About ORA

FDA’s Office of Regulatory Affairs (ORA)
* Lead office for all field activities

* Conduct inspections

* Perform enforcement actions




About ORA

Inspections at firms can be:
* Routine - periodic

* Directed

* Follow up

* Risk based




FORM FDA 483
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Result of inspection

e Possible FDA 483 issued

e General discussion with
management

e Establishment Inspection
Report (EIR)
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The Form FDA 483

* Notifies the company’s management of
objectionable conditions

* Presented and discussed with the company’s
senior management



The Form FDA 483

Form FDA 483 is issued:

At the conclusion of an inspection

When an investigator(s) has observed any conditions
that may constitute violations of the Federal Food,
Drug and Cosmetic (FD&C) Act and related Acts

The firm has the option to annotate the observation



The Form FDA 483

Implications of the Form FDA 483
* Not the final Agency determination

FOA

This document lists observations made by the FDA representative(s) during the inspection of vour facility. They are inspectional
observations. and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented. or plan to implement. corrective action in response to an observation. you may discuss the object
action with the FDA representative(s) during the mspection or submut this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

1011 Or

requirements.

The observations noted in this Form FDA-483 are not an exhaustive listing of objectionable conditions. Under the law,
firm is responsible for conducting internal self-audits to identify and corrvect any and all violations of the quality system

your
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The Form FDA 483

Implications of the Form FDA 483

* Part of a package with Establishment Inspection
Report, all evidence or documentation collected, and
any responses made by the company

* |Information considered to determine further
enforcement action, if any, is appropriate



The Form FDA 483

Submitting a Response to the FDA 483

E-mail your response to the division email address provided by your
investigator

Include your company’s FEl number in the subject of the email, and on the
cover letter or documentation

Hard copy responses, use the address provided by your investigator

Must be submitted within 15 business days in order to be reviewed for
enforcement action consideration



The Form FDA 483

Information contained in the response to FDA 483

Address each observation and all parts

Include corrections completed

Include plans for future corrective actions

Timelines for completion

Include plans for consideration of preventative action



FOA

Number of 483’s issued in FY 2022

Number of 483 issued from the System*

Inspections ending between 10/1/2021 and 9/30/2022

Cite Program Area Name 483s Issued

Biologics

Bioresearch Monitoring

Devices

Drugs

Foods

Human Tissue for Transplantation
Parts 1240 and 1250

Radiologic Health

Veterinary Medicine

Sum Product Area 483s from
System*

Actual Total in System 483s**

61
126
538
466

2399
81
23

9
184

3887
3838

In FY 2022, ORA
conducted 956
device inspections.

datadashboard.fda.gov/ora/index.htm

15


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

FDA Data Dashboard
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FDA Data Dashboard

Forsign seed Domeatic Inspections

Inspections Classaficatson by Preduct Type

Inapection
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Top 10 Caations

FOA
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Top Five Device Observations
in FY 2022

Reference Number Short Description Long Description Frequency
. Procedures for corrective and preventive action have not been
21 CFR 820.100(a) |Lack of or inadequate procedures T e csiblighad), Geasiiaally, <o 193
Lack of or inadequate complaint Procedures for receiving, reviewing, and evaluating complaints by a
21 CFR 820.198(a) g P formally designated unit have not been [adequately] established. 138
procedures o
Specifically, ***
Lack of or inadequate Drocess A process whose results cannot be fully verified by subsequent
21 CFR 820.75(a) . g P inspection and test has not been [adequately] validated according 86
\validation . e
to established procedures. Specifically, ***
purchasing controls. Lack of or Procedures to ensure that all purchased or otherwise received
21 CFR 820.50 inade uati rocedl;res product and services conform to specified requirements have not 79
9 P been [adequately] established. Specifically, ***
Nonconformine oroduct. Lack of or Procedures have not been [adequately] established to control
21 CFR 820.90(a) &P ’ product that does not conform to specified requirements. 69

inadequate procedures

Specifically, ***




Corrective and Preventative Action

CAPA procedure established

Appropriate sources for quality issues and are monitored or
trended

Appropriate statistical analysis on trends
Determine if CAPAs are investigated



Corrective and Preventative Action

 Determine if corrective actions are appropriate
— Re-training might not be enough

e Corrective action is effective and verified to be effective
e Corrective action is documented and disseminated



Complaint Handling

Establish Procedures
Uniform and timely processing
Evaluate for MDR reportability

Evaluate for investigation and rationale for no
investigation



ORA FOIA Electronic Reading Room



Where can | find copies of FDA 483s or EIRs.E

* ORA records can become public through the Freedom
of Information Act (FOIA)

* ORA hosts a website called the ORA FOIA Reading
Room



ORA FOIA Electronic Reading Room

e Displays copies of domestic inspection and related
records (Redacted as appropriate)

 Some records already publicly available either
— proactively at our discretion
— they are "frequently requested”

ORA FOIA Electronic Reading Room | FDA
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https://www.fda.gov/about-fda/office-regulatory-affairs/ora-foia-electronic-reading-room

FOA
Access ORA FOIA Reading Room .

e www.fda.gov
e Select “About FDA”



http://www.fda.gov/

FOA

Access ORA FOIA Reading Room

e Select “FDA Organization”

4("15 THE ABOUT FDA SECTION
. ‘
FDA Organization FDA History Gontact DA FDA Ufgamzallon

Ways 10 contact FDA by mail and by phone
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Access ORA FOIA Reading Room

e Select “FDA Organization”

FOA

Jobs and Training at FDA

Vacancies, fellowships, Internships, and

gracuate and faculty programs; emplovment

benefits; and ethics

Reports, Manuals, and Forms

A collection of FDA reports, guides, manuals,

nd forms

NAVIGATE THE ABOUT FDA SECTION

FDA Organization

FDA organization charts, contact

nformation, and descriptions

Commissioner's Page

Blography, priorities, and accomplishments

of the Commissioner of Food and Drugs

FDA History

Stories, information and resources about

FDA's long fight for consumer protection and

public health and institutional history

Doing Business With FDA

Helpful Information to assist potential

4

recipients or contractors in doing business

with FDA

grant

Contact FDA

Wavs 10 contact FDA by

En Espaiiol

Pigina principal en e

vdministra

Medicamentos de los Est:

<ion de Al

imnen

mall and by phone
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Access ORA FOIA Reading Room

Select “Office of Regulatory Affairs”
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FDA
Access ORA FOIA Reading Room .

e Select “Office of Regulatory Affairs”

Office of Requlatory Affairs

COYID-19 Information

ABTCT THE T4 S CRRANTATION
Lrruy e Orprggt Tols (raled 3 '
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FDA
Access ORA FOIA Reading Room .

* Select “ORA FS)IA Electronic Reading Room”




ORA FOIA Electronic Reading
Room

ORA FOIA Electronic Reading Room

f share | W Tweet | im Linkedin | &5 Email | 4= Print

The ORA Electronic Reading Room displays copies of ORA domestic inspection and
related records. We are making these records publicly available either (1) proactively at
our discretion or (2) because they are "frequently requested” per the Electronic Freedom
of Information Act Amendments of 1996. Some records may be redacted to remove non-
public information (see 21 CFR Part 20). For publicly available ORA data sets, (such as
lists of inspection classifications, 483 observations, etc.), please vigit the data sets page.
For other ORA documents, please visit the ORA home page and the FDA Warning Letter

page. For foreign inspection and related records, please search the relevant center reading
room page on the main FDA Electronic Reading Room.

In the event vou are unable to read these documents or portions thereof, please contact
ORA’s Division of Information Disclosure Policy

ORAQSPOPFOIReadingRoom@fda.hhs gov. If you are unable to find documents that vou
are looking for vou may file a FOIA request for the records at

https: //www.fda.gov/regulatorv-information/freedom-information /how-make-foia-
request.

Content for the ORA FOIA Electronic Reading Room iz available on FDA's website for five
vears before being archived.

To find FOIA archived content for vears prior to 2012, wisit https://wavback.archive-

it.org/7003/20170404012657/https: //www.fda.gov/AboutFDA /CentersOffices/ OfficeofGl
obalRegulatoryOperationsandPolicy/ORA/ORAElectronicReadingRoom /default.htm (4.

Content current as of:
04/05/2023

32



Search

Filter by

FOIA Record Type

_AI]_}:_

Clear Filters
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Filter by

FOIA Record Type

a8z

Showing ¥ %018 of 1487 entries

Comparry Name

Promise Phamacy, LLC

Pacfon Natoodl. i, Oba AvEs

Puget Smund Crug Corporation

Curtom Compounding Certer

Chen Shwezin e ifba Pk
Compouncing Phasmacy

Sentara Emerprizes

Qualgen LLC

Showing 19012 of 1,482 entries

Racord
Date
10/25:2018

053172009
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My
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20,/04/2019

10052015
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0210472016
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030742
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Pablish
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Progiucer of Sterfe Dng 04r1320%9
Frofucts
Outsousie] Feciity N
Producer of Slevfe asd Nun  7/12:201%
Stertie Drug Products
Frogucer of fien Saille Oy~ 871272009
Progucts
Producer of Steefe and Non 07122009
Sterile Drug Prodects
Profucer of Non Ssenle Gtug  07/13/2009
Progucts
Producer of Non Sterile Drug 7122019
Frocucts
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How to Make a FOIA Request ﬂ

Must be in writing and should include the following information:
— requestor's name
— address
— telephone number
— description of records requested
The records should be identified as specifically as possible
Include a statement concerning willingness to pay fees

www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm



http://www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm

Summary

e Office of Regulatory Affairs conducts routine,
directed, risk based, or follow up inspections

* The Form FDA 483 summarizes observations of
deficiencies cited by the investigators

* Inspection documents can be found/requested
through the FOIA Reading Room



Slide

Number

Resources

Cited Resource URL
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FDA Data Dashboard datadashboard.fda.gov/ora/index.htm

ORA FOIA Electronic Reading Room www.fda.gov/about-fda/office-regulatory-affairs/ora-foia-
electronic-reading-room

FDA Freedom of Information Act www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm
(FOIA)



https://datadashboard.fda.gov/ora/index.htm
http://www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm
http://www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm
http://www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm

Questions

<1e)
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