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Introduction to auditing 
 

Audits is a process consisting of a group of 
personnel within a company, or external to 
the company, tasked with providing reviews 
of systems, business processes, and 
organizations.  The audit committee is 
responsible for providing senior leadership 
within a company and external governing 
bodies information regarding a company’s 
organizational risks, operational 
effectiveness, and compliance with 
regulatory standards and applicable laws. 

Audit committees report to the senior 
leadership of a company 
and the audit members key 
responsibility is to provide 
unbiased assessments free 
of internal politics to review 
controls over critical 
systems and processes. 

External audits are 
performed to measure the 
effectiveness and 
compliance to standards of vendors.  
Vendor audits are typical for new vendors 
and are recurring as compliancy and 
operating processes change.  This is key to a 
company’s vendor approval process and to 
insure vendors are meeting the standards 
required of their industry and applicable 
regulatory requirements. 

Other external auditing actions could 
include customers, regulatory such as the 
FDA, and other agencies and safety 
organizations.  Third party certification 
audits are carried out by an auditing 
organization independent of the client and 

users for the purpose of certifying a client’s 
management system.  These audits can be  
tracked through the TQCM audit module 
providing senior management visibility to 
any operational risks.  This visibility is 
critical for all companies to maintain 
certifications and compliancy to regulatory 
standards. 

The audit team 
 

Audits are a team effort with one individual 
as the lead auditor.  Other team members 
can include Auditors assigned to specific 
areas of the audit; Observers; who observe 

the audit process; and Guides 
who are appointed by the 
company, or client, to guide 
the auditor through the 
organization either internal or 
external of a company.  
Teams and committees are 
also formed for the audit 
planning that may consist of 
the audit team members or a 
separate team.  This team is 

responsible for establishing the audit plans, 
scope, and criteria. 
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Turtle diagrams

Turtle Diagrams are used for internal audits to 
better understand input/output for the
process/activity under the scope of the internal 
audit.  “Turtle Diagrams” are an effective 
tool to understand the processes from both 
a managerial and workforce perspective. 
These diagrams can also be used to identify 
gaps in the organizations structure and 
further develop organizational 
procedures. From these activities further, 
measures can also be developed for 
efficiency improvement.

To support auditing activities the auditor 
needs access to the process owner, 
stakeholders of the process, procedures, 
mechanisms and controls, competence, 
training and awareness of the personnel 
involved, and linked processes. Based upon 
the “Turtle Diagram” it gives the auditor a 
“guide” to perform a process audits and 
helps the identity of the direction the audit 
will follow.

Audit check lists

The audit steps, or, checklist is the list of 
observations that the auditors will observe 
during the audit.  Comments and a status of 
each step is documented and graded based 
upon predefined criteria.  Typical results of 
the criteria steps include “Compliant” 
meaning that the step is in adherence of 
the standard or specification.  “Opportunity 
for improvement (OFI)” meaning that a step 
maybe cumbersome, redundant, or other 
factors and that there is opportunity to 
improve processes.  “Non-compliant Minor” 
meaning that based upon the experience of 
the auditor the non-conformity is not likely 
to result in a failure of the management 
system or reduce the ability of controlled 
processes and products.  “Non-compliant 
Major” is defined as a failure of an audit 
step and in the judgment and experience of 
the auditor, is likely to result in the failure 
of the management system or to materially 
reduce its ability to assure controlled 
processes and products.

Auditing in TQCM provides a central 
workplace to manage a company’s global 
internal process audits as well as external 
audits.   Audits can be created automatically 
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based upon time frequencies to be 
recurring.  So recurring audits can be 
automatically created and added to the 
workplace from predefined schedules.  
Audits based upon time factors are called 
“Planned audits”.  Audits can also be 
created on the fly and are called 
“Impromptu” audits. Both Impromptu and 
Planned audits follow an out-of-box flow.

Recurring internal process audits can be 
timed to occur based upon a preset 
calendar.  For example, they can occur 
annually, and the same audit can be 
scheduled for multiple facilities.  External 
audits such as vendor audits, can be setup 
for new vendors as well as have a recurring 
audit scheduled against a calendar as well.

Audits can be automatically created well in 
advance of the scheduled audit date.  A 
setting in parameters provides the feature
to have scheduled audits created through 
user defined days-in-advance.

Workflow

Audit workflow allows for the planning 
stage, scheduling, assignments, approval 
process, and the auditing process visible 
from a central workplace.  The dashboard 
provides a clear picture to each stage of the 
audit process.  TQCM uses e-signatures with 
workflow to approval plans and audits.  A 
regulated version can be activated for 
compliance to Title 21 cfr Part 11.

Global views provide senior leadership the 
ability to see the status of audits 
throughout their global operations.  TQCM 
auditing follows international standards to 
ensure that your processes are compliant.
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Excel Integration 
 

Performing audits with Excel 
through Office Integration 
 

Through Dynamics 365 integration to 
Microsoft Excel, audits can be performed 
right from your D365 workplace or through 
seamless integration to a Microsoft Excel 
Worksheet.  A dynamic interface permits 
the exchange of data between Excel and 
D365 permitting you to use Excel for the 
audit checklists and uploading the results 
back into Dynamics 365.  Since the data 
entity is bi-directional, you can use either 
interface for entering or editing audit 
results. 

Audits that are created automatically from 
defined schedules or Impromptu audits use 
templates for both the plan and checklist.  
These templates provide the base 
information which can then be modified to 
a specific audit. 

Integration to Microsoft Word permits 
users to build reports easily using the 
power of Word to custom design audit 
reports with additional details and 
comments relative to the audit type and 
results. 
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Audit escalation 
 

Nonconformance reporting and corrective 
actions are integrated automatically so any 
steps that fail from the results of an audit 
can be automatically, or manually, 
escalated to the next level for corrective 
measures and actions. 

The nonconformance and corrective action 
process provides a method to correct non-
compliant observations escalated by the 
auditor that could directly impact critical 
systems and processes.  The escalation 
process can assure that the company 
remains within compliance of regulatory 
standards as well as applicable laws.  8D 
Corrections incorporate the 8-Disciplines of 
Corrective Actions including: 

1. Establish the Team 
2. Problem Definition 
3. Containment 
4. Root Cause Analysis 

a. Action Plan 
5. Permanent Actions 
6. Validation 
7. Preventing Recurrence 
8. Closure 

 

 

 

 

 

 

 

It’s Dynamics 365 
 

Since TQCM is in the Dynamics 365 stack, 
you have direct integration to other 
features including Alerts, BI, Excel and 
Word, and standard Dynamics 365 modules 
like vendors. 

It’s the same interface so users learn faster 
and find it easier to use. 
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