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Speaker Introduction2

JUDITH MERITZ
MERITZ & MUENZ LLP

Ms. Meritz has over 30 years' experience representing 

Life Science companies, specializing in strategic planning and 

compliance mediation concerning the FDA and other 

international regulatory agencies. She has held key regulatory 

and legal positions for companies including 

Medtronic, Covidien, Henry Schein and the American Red Cross. 

She has served as the key player in interactions with the FDA 

and drafted inspection responses to numerous FDA 483’s.
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Agenda

Key Elements of a Good Response

Crucial Information to Include in Response

Do’s & Don’ts

Effective Word Choices & Red Flags

How to Disagree with Inspector Observations

Best Practices for Documentation and Communication
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Elements of a Well Written Response

3

51

2 4

Address Problem 
as presented

Clearly document 
situation

Include specifics 
to identify 

issues/products

Ensure all necessary 
information is included

Follow your 
company’s SOP’s 



© 2024 ComplianceQuest. All rights reserved. 

Key elements to include in Response:

1. Your company’s understanding of FDA concerns

2. The corrective actions you believe should be taken

3. Time schedule for completing corrective actions

Do not stress:

1. Statements that inspector had the facts all wrong

2. Or that the FDA does not understand your business

3. Excuse that other companies are acting in this manner
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What Not 
to Do

Failure to 
gather required 

information

Arrogant or 
apologetic 

tone

Only provide 
fixes for the 

specific issues

Assume 
information 
from past 

experience

Make 
commitments 

that cannot
 be fulfilled

Make promise that 
will take months to 
complete without 

rationale for 
length of time



© 2024 ComplianceQuest. All rights reserved. 

Examples of Don’t Communications

“I have discussed the retrospective review with the team, and they have decided not to 

take this action, even though they would be intentionally ignoring the regulation”

“Well, so much for keeping this quiet.  People in the field are now receiving reports. We 

will now be forced to come up with a definitive plan”
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TEN Elements of an FDA 483 Response
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A statement of intent to comply with the law

A clear commitment by upper management to remain compliant

A clear in depth analysis of each finding

Avoid any admission of guilt.

Provide a reasonable time for action

Clarify any misrepresentations in the 483

Include documents that directly support your CAPA

Describe how your company will monitor the progress of your CAPA’s

Explain any new training that will support your enhancements

Explanation of how enhancements will prevent recurrence of items listed in 483
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Word Choices

3

4
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2

Avoid inflammatory language

Avoid cliches

Avoid Flip comments

….Be careful with words like always, never, stupid, 
wrong to do, defective, fooled, on  purpose
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Rules for 
Document 
Creation

“Good” documents 
are created to 

communicate facts

“Bad” documents 
are created to “CYA” 
or to vent frustration 
or show how clever 

you are
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7

6

54

3

2

81Think about your 
distribution

Avoid sarcasm, 
attempts at humor

Be careful about 
word choices

Close loops

Watch CYA 
statements

Do not 
exaggerate

Avoid 
speculationBe precise
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Conclusion

Best Practices to 
Addressing 

FDA’s concerns

1. Restate issues 
using FDA wording

2. Do not assume 
prior knowledge

3. Fully explain 
corrective and 

preventive actions

4. Specify timetable 
for CAPA and interim 
mitigations

5. Review writing so 
response flows

6. Tell your story
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About ComplianceQuest
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Transform to a fully connected business with a next-generation AI-Powered Product Lifecycle, Quality 
and Safety management platform, built on Salesforce.

About ComplianceQuest

300,000+
Users 

1000+
Customer Sites

125M+ 
Active Records being 

Managed

1000+ 
Man years

Domain Expertise

Award 
Winning

Solution

Worldwide
Direct and Partner 

locations

Financially Strong Compliant Time Tested and ProvenRecognized

2019-2022

2023 QMS Market Guide

$36M in 2019
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Artificial 
Intelligence

CONNECTIVITYINTEGRATIONS

ENGINEERING CUSTOMER QUALITY SUPPLY CHAIN RISK
DOCUMENT AND 

KNOWLEDGE 
MANAGEMENT

SAFETY ENVIRONMENT 

PRODUCT 
LIFECYCLE 

MANAGEMENT 
(PLM)

CUSTOMER 
QUALITY, 

COMPLAINTS 
AND POST 
MARKET 

SURVEILLANCE

QUALITY 
MANAGEMENT 
AND CONTROL 

(QMS)

DOCUMENT 
MANAGEMENT

, TRAINING 
AND CHANGE 

CONTROL

HEALTH AND 
SAFETY 

MANAGEMENT

ENVIRONMENTA
L AND 

SUSTAINABILITY 
MANAGEMENT

RISK AND 
COMPLIANCE 

MANAGEMENT

SUPPLIER 
QUALITY AND 
RELATIONSHIP 
MANAGEMENT

Artificial 
Intelligence

MANAGEMENT REVIEW

PLATFORM POWERED BY

CRM

ERP

HRMS

LIMS

LMS

MES

MOM

PLM

RIMS

Others

Pre-
Validated 

Collaboration 
(Chatter, 
MS Teams)

Alerts and 
Notification Mobile2-Way 

Portal

Embedded & 
Advanced 
Analytics

CQ.AI
Forms 
Designer/
Runner

MyCQ for 
casual usersRatings

CQ intelligently automates operations from product innovation to customer success

Achieve your Quest for Digital Operations
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marketing@compliancequest.com 

www.compliancequest.com 

Judith.meritz@meritzmuenzllp.com 

(202) 680-3454

Judith K. Meritz
Partner
Meritz & Muenz LLP

mailto:marketing@compliancequest.com
http://www.compliancequest.com/
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