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Introduction

• ASCP Certified Medical 
Technologist  

• Rush St. Luke’s Presbyterian
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Introduction

• Over 20 years industry experience in 
quality roles in pharma, and medical 
devices, held internal audit positions at 
business and Corporate levels

Worked on multiple FDA inspections, 
warning letters, Quality System 
remediations

Where I have been



Introduction

• Principal Consultant and partner at 
BioTeknica

Continue my work with auditing 
and assessments, FDA inspection 
preparation and support, 483 / WL 
responses, creating and 
remediating  Quality Systems

Where I am now



Introduction

What I have learned

• Companies that truly commit to 
their internal audit process 
solve problems. 

• Culture of self correction is key



A Culture of Self Correction, 
What’s the Secret?
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Regulatory 
Intelligence

Culture of Self 
Correction

Prepare for 
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Stay Current 
with 

Regulators

Best Practices Success Factors



What Happens When?

• “Why didn’t our internal audit 
program catch this?

• “I wrote that observation, but 
management refused to address it”

• “Yah, we have a CAPA for that, but 
it never completed its investigation 
phase”



Management Challenges

• Recognize the importance of quality

• Get the resources to set up a quality system

• Ability to find the problems

• Be receptive to hearing about problems

• Provide support to fix quality problems once discovered

Challenges
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• 103 RA / QA officials filled out a 15 question survey

• Results follow

Audit Survey
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What resources do you apply to 
your auditing program?

© Copyright 2017 by BioTeknica



Advantages of Internal Auditors
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• Less expensive

• More familiar with products lines

• Understand acronyms

• Understand the culture

• Great access to internal records



Advantages of External Auditors

Comparison to other firms

Greater Freedom

Unbiased opinion

Look at your system like an 
external agency would

Practice for personnel in 
working with outside auditor

Lower headcount

Management may be more 
likely to take third party advice
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Advantages of Using External and 
Internal Auditors
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• Training for internal auditors

• Use internal auditors for more routine audits

• Use external auditors 
o New products

o New requirements

o Ensure appropriate action to 483 observations



FDA Requirements
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If your auditing program is external, how 
are audits performed?
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Techniques

• Majority of companies use 
contract service

• Some companies have a 
corporate auditing group
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Third Party Corporate

Audits



How often do you schedule audits?
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Scheduling

• Firms can comply with 
regulations by one full 
audit annually

• Use of focused audits 
on different areas

• Risk Based

Annual

Risk Based

Focused
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If you use internal resources, how do you 
train your auditors?
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Methods
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ASQ certification is a pre-requisite

Coursework consists of comprehending 
standards, regulations, and auditing techniques

In-person training
Shadowing an 

experienced auditor

Establish and use a standard training program



If you use external resources, how do 
you qualify external auditors?
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Steps

Have procedures that include

Checking 
credentials

Include auditor on 
approved supplier 
list

Sample Documentation

CV outlining 
qualifications

Description of 
training and 
experience

Training

Train external 
auditors on company 
procedures

External consultant 
processes meet 
internal procedures
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Steps
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Do you see any difference in terms of the quality 
of the observations found by your internal 

auditors vs external contract auditors?
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Do you see any difference in getting buy-in for 
corrective actions found by your internal as 

compared to your external contract auditors?
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Reasons
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Reasons more than half saw differences include:

Political
Greater depth of 

knowledge by auditor

Lack of bias



Have you ever had a 483 observation in an 
area where the company had previously 

done an internal audit?
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Thoughts

• Firms get 483 observations for 
not correcting deficiencies in 
their quality system

• QA can tell management, 
however if management 
doesn’t listen, they still get 
blamed

• Best argument for external –
internal auditor might not

– Process the knowledge

– Have the necessary clout to 
correct the deficiency
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• FDA expects a closed loop 
system and have firms find 
their own problems – self 
correcting !



Do you follow the same process for audit 
findings and nonconformances?
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Thoughts

Audit findings need the same 
attention as other inputs

Firms should be more concerned 
with solving problems than hiding 
their existence
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FDA Requirements
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How do you handle re-audits?
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Thoughts
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Audit Schedule

Waste of time to 
re-audit everything 
every year 

Must confirm your 
procedures 
adequate

Best Practice

Re audit significant 
findings

Compliance

Create a matrix 
that complies with 
the regulations



FDA Requirements
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How is management made aware 
of internal audits?
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Thoughts
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Management should be included in the 
distribution of the report

Management review should include

• The most important findings

• Actions being taken to address them

Pertinent findings are an input to the CAPA 
program



Culture of Self Correction
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Root Causes identified
Actions taken

Utilizes independent third parties

Strong Internal Audit Program

Communicated to management




