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Acronyms 

FDA (Food and Drug Administration) 
GLP (Good Laboratory Practices)
QAU (Quality Assurance Unit)
SOPs (Standard Operating Procedures)
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FY 21 data from ORA's Online Reporting Analysis Decision Support System Query,  Last updated 8/24/2022
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Trends and 
Themes 

Identified in 
FY 2021 GLP 

Data

www.fda.gov

Test Facility Management

Training

Study Director
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Details for Themes

Test Facility Management
• Failure of testing facility 

management to assure that all 
personnel clearly understood 
the functions they were to 
perform.

• Testing facility management 
failed to assure that all 
personnel, resources, facilities, 
equipment, materials, and 
methodologies were available 
as scheduled. 

www.fda.gov
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Details for Themes

Training
• Not all individuals engaged 

in the conduct of or 
responsible for the 
supervision of a nonclinical 
laboratory study have 
education, training, and 
experience, or combination 
thereof, to enable that 
individual to perform 
assigned functions. 

www.fda.gov
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Details for Themes

Study Director
• The study director failed to 

assure that unforeseen 
circumstances that might 
affect the quality and integrity 
of the nonclinical laboratory 
study were noted when they 
occurred and corrective action 
was taken and documented. 

• Not all changes in, or revisions 
of, an approved protocol and 
the reasons therefore were 
documented, signed by the 
study director, dated, and 
maintained with the protocol. 

• The study director failed to 
assure that all raw data, 
documentation, protocols, 
specimens, and final reports 
were transferred to the 
archives during or at the close 
of the study. 

• The study director failed to 
assure that the protocol, 
including any change, was 
approved and was followed. 

www.fda.gov
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21 CFR 58.120(b) 21 CFR 58.130(c) 21 CFR 58.185(a)(9) 21 CFR 58.63(a) 21 CFR 58.81(a) 21 CFR 58.130(a)

FY 2021 GLP 483 Observations Theme for Each Cite Reference 
Number

Testing Facility Management Training Study Director

www.fda.gov
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Equipment: appropriate
design and adequate

capacity

Facility: archives Management:
availability of resources

Management:
personnel understand

their functions

Personnel: education,
training, experience

QAU: monitor facilities,
etc.

SOPs: laboratory
methods

FY 2021 GLP 483 Observations by Testing Facility Management 
Details

www.fda.gov
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Archives: retention
for appropriate time

Final report: storage
locations

Reagents: outdated Test article: handling Equipment… Protocol: approval of
changes

QAU… Study director… Conduct…

FY 2021 GLP 483 Observations by Training Details

www.fda.gov
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Archives: conditions of
storage

Conduct: in accordance
with protocol

Final report: names of
those involved

Final report: operations on
data, analysis of data

Final report: reports of
individual scientists

Study director: all data
recorded and verified

Final report: circumstances
affecting data qual.,

integrity

FY 2021 GLP 483 Observations by Study Director Details

www.fda.gov




	FY 2021 Good laboratory Practice FDA 483 Observation Trends�
	Acronyms 
	FY 2021 GLP Firms Issued a 483�
	Trends and Themes Identified in FY 2021 GLP Data
	Details for Themes
	Details for Themes Cont. 
	Details for Themes Cont.
	FY 2021 GLP 483 Observations Theme for Each Cite Reference Number�
	FY 2021 GLP 483 Observations by Testing Facility Management Details
	FY 2021 GLP 483 Observations by Training Details��
	FY 2021 GLP  483 Observations by Study Director Details�
	Closing Slide

