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Learning Objectives

• Introduce the Office of Regulatory Affairs

• Discuss the Form FDA 483 (FDA 483)

• Introduce the ORA Freedom of Information Act 
(FOIA) Electronic Reading Room
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Office of Regulatory Affairs
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About ORA

FDA’s Office of Regulatory Affairs (ORA) 

• Lead office for all field activities

• Conduct inspections

• Perform enforcement actions 
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About ORA

Inspections at firms can be:

• Routine - periodic

• Directed

• Follow up

• Risk based

6



FORM FDA 483
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Result of inspection

• Possible FDA 483 issued

• General discussion with 
management

• 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
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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
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The Form FDA 483

Implications of the Form FDA 483 

• Not the final Agency determination 
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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
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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 FEI 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
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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
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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 61

Bioresearch Monitoring 126

Devices 538

Drugs 466

Foods 2399

Human Tissue for Transplantation 81

Parts 1240 and 1250 23

Radiologic Health 9

Veterinary Medicine 184

Sum Product Area 483s from 

System* 3887

Actual Total in System 483s** 3838
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In FY 2022, ORA 
conducted 956 
device inspections.
datadashboard.fda.gov/ora/index.htm

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


FDA Data Dashboard
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FDA Data Dashboard
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Top Five Device Observations
in FY 2022

Reference Number Short Description Long Description Frequency

21 CFR 820.100(a) Lack of or inadequate procedures
Procedures for corrective and preventive action have not been 
[adequately] established. Specifically, ***

193

21 CFR 820.198(a)
Lack of or inadequate complaint 
procedures 

Procedures for receiving, reviewing, and evaluating complaints by a 
formally designated unit have not been [adequately] established.  
Specifically,*** 

138

21 CFR 820.75(a)
Lack of or inadequate process 
validation 

A process whose results cannot be fully verified by subsequent 
inspection and test has not been [adequately] validated according 
to established procedures.  Specifically, ***

86

21 CFR 820.50
Purchasing controls, Lack of or 
inadequate procedures

Procedures to ensure that all purchased or otherwise received 
product and services conform to specified requirements have not 
been [adequately] established.  Specifically, ***

79

21 CFR 820.90(a)
Nonconforming product,  Lack of or 
inadequate procedures 

Procedures have not been [adequately] established to control 
product that does not conform to specified requirements.  
Specifically, *** 

69
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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 
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Corrective and Preventative Action
• Determine if corrective actions are appropriate

– Re-training might not be enough

• Corrective action is effective and verified to be effective

• Corrective action is documented and disseminated 
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Complaint Handling

• Establish Procedures 

• Uniform and timely processing

• Evaluate for MDR reportability

• Evaluate for investigation and rationale for no 
investigation
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ORA FOIA Electronic Reading Room
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Where can I find copies of FDA 483s or EIRs?

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

• ORA hosts a website called the ORA FOIA Reading 
Room
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ORA FOIA Electronic Reading Room

• 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


Access ORA FOIA Reading Room
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• www.fda.gov

• Select “About FDA”

http://www.fda.gov/


Access ORA FOIA Reading Room
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• Select “FDA Organization”



Access ORA FOIA Reading Room
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• Select “FDA Organization”



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



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



Access ORA FOIA Reading Room
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• Select “ORA FOIA Electronic Reading Room”
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How to Make a FOIA Request
• 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
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www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm

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


Summary 

• 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
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Slide 
Number

Cited Resource URL

15 FDA Data Dashboard datadashboard.fda.gov/ora/index.htm

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

33 FDA Freedom of Information Act 
(FOIA)

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

Resources

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


Questions

39


	D4S04-Chang
	All about the Form FDA 483 and the ORA Electronic Reading Room
	FDA Small Business Regulatory Education for Industry (REdI) Annual ConferenceJune 8, 2023
	Learning Objectives
	Office of Regulatory Affairs
	About ORA
	About ORA
	FORM FDA 483
	Result of inspection
	The Form FDA 483
	The FormFDA 483
	The FormFDA 483
	The FormFDA 483
	The Form FDA 483
	The Form FDA 483
	Number of 483’s issued in FY 2022
	FDA Data Dashboard
	FDA Data Dashboard
	Top Five Device Observationsin FY 2022
	Corrective and Preventative Action
	Corrective and Preventative Action
	Complaint Handling
	ORA FOIA Electronic Reading Room
	Where can I find copies of FDA 483s or EIRs?
	ORA FOIA Electronic Reading Room
	Access ORA FOIA Reading Room
	Access ORA FOIA Reading Room
	Access ORA FOIA Reading Room
	Access ORA FOIA Reading Room
	Access ORA FOIA Reading Room
	Access ORA FOIA Reading Room
	How to Make a FOIA Request
	Summary 
	Resources
	Questions




