Memo Of Meeting
Date: February 21, 2002

Representing Quality Systems International, Inc., Unit of IBS America, Inc.:

Mr. Dan Riordan, Director, Product Management

Mary V. McAfee, Director of Implementation

Representing FDA:

Dennis M. Dignan, Consumer Safety Officer, Center For Food Safety and Applied Nutrition

Aydin Orstan, Consumer Safety Officer, Detailee to Office of Enforcement, Office of the Associate Commissioner For Regulatory Affairs

Paul J. Motise, Consumer Safety Officer, Office of Enforcement, Office of the Associate Commissioner For Regulatory Affairs

The meeting was held at the request of the QSI representatives to discuss their products in the context of 21 CFR Part 11.  We explained that the meeting was an information exchange and that FDA does not approve or disapprove of products and services that enable the regulated industries to comply with FDA regulations.

The representatives explained that QSI is now a unit of IBS America, Inc. and is engaged in producing electronic document management software, with a focus on compliance management applications (including document control, training, equipment calibration, and corrective action reports).  The firm has customers around the world, including food and medical device manufacturers.

During the meeting the QSI representatives gave us a brief demonstration of their document control software, a product that works in conjunction with Lotus Notes on Windows, Unix and Linux computing platforms.  The product includes different database modules to handle various portions of an electronic record lifecycle.

The QSI representatives demonstrated how their software handles the controlled time sequenced development of electronic records and how the system can generate electronic copies of electronic records that FDA could audit and copy.

The QSI representatives demonstrated the audit trail capabilities of their software.  The audit trail records the date and time when human operators create, revise, delete, or submit a record for changes to units within an organization.  Records marked for deletion are preserved in several locations, thus preventing unauthorized record destruction.  The audit trail function cannot be turned off.

Regarding system validation, the representatives said they accept customer audits of their software development activities and provide test scripts to customers.  The representatives explained that the product source code ships with the application; persons who have the Lotus Notes application can read the source code.

Electronic signatures take the form of two passwords that are entered after an operator enters a Lotus Notes log on id code and password.  By default, passwords must be at least 8 characters long and cannot be reused.  Electronic signature manifestations take the form of the signer’s printed name, date and time of signing and what the signature means.

The system allows for web based read only access to records in the system database.

The representatives provided us with a series of product data sheets that are attached as PDF files.
The meeting lasted about two hours.
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The QSI System for Quality Management/Automotive will help your

organization reap the promised benefits of QS gooo certification such

as improved customer satisfaction and lower costs. Our integrated product

works seamlessly to address all the elements of QS gooo and, if used

in its entirety, provides a paper-free quality system. From the desktop,

it is easy to conceptualize the entire system and immediately know the

status of all elements.

Document Control

Provides all the templates and examples
needed to create, approve, control and
distribute a complete well-structured
Quality Manual, Procedures, Work
Instructions, Quality Plans, Specifications
and Process Descriptions.

Corrective Action and Audits

CAR Coordinators can now turn requests
into actions. Company wide corrective and
preventative action forms, including 7 step
and 8D formats, allow for fast re-routing
and tracking. Unique security and escala-
tion features maintain system integrity.

Internal Assessments and Supplier
Assessments are scheduled, created and
executed on-line. CARs can be created
from assessment findings when noncon-
formances are found.

Quality Records

From customer complaints to calibration
and preventative maintenance records,
the QSI System contains databases
designed to ensure the accuracy, avail-
ability and safety of records that prove
your quality system is working properly.
Databases have comprehensive forms
that include push button connections to
well thought out workflow. A Design
Process Management database is also
included, covering the product lifecycle
from product concept to product retire-
ment. Also included are modules for Gage
R&R (with process capability studies and
gage accuracy), PPAP, Customer Surveys
and Transportation Carrier Performance.

Reviews

Meeting agendas, minutes and action
items are created and tracked for man-
agement reviews, design reviews, materi-
al reviews and contract reviews.

Automatic System Reminders

Users and managers are automatically
notified when important system activities,
such as document approvals, become
stalled or action items become due.

APQP/Product Quality Profile

Allows the creation of core information,
which is automatically incorporated into
all of the following documents: Design
FMEAs, Process FMEAs and Control Plans.
Also includes, Design FMEA Checklist,
Process FMEA Checklist, Process Flow/Risk
Assessment Checklists, Floor Plan/-
Equipment/Tooling Checklists, Control
Plan Checklist, Product/Process Quality
Checklist, Team Feasibility Commitment
and Planning Summary Sign-off.

Web Functionality

Includes optional browser access to

all databases. Generate CARs, NCMRs,
document change requests and general
change requests from web browsers.

Centralized Data

Enter key information just once for com-
pany wide document approvers, control
numbers, cost thresholds, alarms and
management escalation.

User Manual

All help documents are simplified

and focus on user issues. A section with
hundreds of frequently asked support
questions is also included.

QS| SYSTEM FOR QUALITY MANAGEMENT/AUTOMOTIVE
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The QSI System has improved

our ISO System 100% and makes
our day to day lives so much easier.
| would recommend the QS| System
to any company that plans to get
QS 9o00.... certified, or may already
be certified and is looking for ways
to improve their system

JUDY KEY, ISO COORDINATOR, IMERYS

AN IBS COMPANY IBS
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_1076745709.pdf
QS| SYSTEM FOR ENVIRONMENTAL MANAGEMENT

The QSI System for Environmental Management will help your organization
reap the promised benefits of ISO certification such as improved customer
satisfaction, the decreased use of valuable resources and lower costs. Our

J{QSi SYSTEM

FOR ENVIROMENTAL MANAGEMENT

integrated product works seamlessly to address all the elements of ISO

14000 and, if used in its entirety, provides a paper-free environmental e y |
_I. — —_— = e
management system. From the desktop, it is easy to conceptualize the s '*!'i'i'_ =Tr
THE BERBE s bp e Wl i

entire system and immediately know the status of all elements. = ha o
Document Control Reviews -
Provides all the templates and examples Meeting agendas, minutes and action T U
needed to complete a well-structured items are created and tracked for e Lt b g e - SN
Quality Manual, Procedures, Work management reviews, design reviews, I '!I"'. -2 iy 1
Instructions, Quality Plans, Specifications material reviews and contract reviews.
and Process Descriptions. Includes an 3] tal Aspects and | - k g
MSDS/HAZAMAT database and an nvironmental Aspects and mpac =

Environmental aspects and impacts
Emergency Preparedness database to X X . g

are identified and analyzed. Weighting =
create and control emergency procedures . o,

N - factors are available for determining

and track emergency drills, training and . - R - i
call reports high, medium and low priorities. Impacts

are automatically linked to objectives i
Corrective Action and Audits and targets for planning and tracking =
CAR Coordinators can now turn requests environmental programs. — -
into actions. Company wide corrective . T

Reference Section S T PR e i = e

and preventative action forms, allow for
fast re-routing and tracking. Unique
security and escalation features maintain
system integrity.

Internal Environmental Assessments

and Supplier Assessments are scheduled,
created and executed on-line. CARs can

be created from assessment findings when
nonconformances are found.

Environmental Management Records
From customer complaints to environmen-

tal monitoring to calibration and preventa-

tive maintenance records, the QSI System
contains databases designed to ensure
the accuracy, availability and safety of
records that prove your environmental
management system is working properly.

A Legal Register tracks licenses and per-
mits and notifies appropriate personnel
when renewals are coming due. Overdue
permits are escalated to management. All
databases have comprehensive forms that
include push button connections to well
thought out workflow.

Includes a comprehensive 1SO 14000
knowledge base of specific implementa-
tion recommendations. This reference
document supports complete index
searches and is cross-referenced to the
ISO 14000 standards.

Automatic System Reminders

Users and managers are automatically
notified when important system activities,
such as document approvals, become
stalled or action items become due.

Web Functionality

Includes optional browser access to all
databases. Generate MSDS and HAZMAT
data, CARs, NCMRs, Document Change
Requests and General Change Requests
from web browsers

Centralized Data

Enter key information just once
using information maps for company
wide document approvers, control
numbers, cost thresholds, alarms
and management escalation.

User Manual

All help documents are simplified and
focus on user issues. A section with
hundreds of frequently asked support
questions is also included.

Using the EMS 14000 software from
QSI has been a key factor in helping
the Cummins facilities focus on the
requirements of the standard and
obtaining registration in a minimum
amount of time. The support from
QS| during the EMS 14000 software
launch was excellent,

Drexel Matthews, Cummins Engine Company, Inc.

AN IBS COMPANY IBs
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QSI SYSTEM FOR DOCUMENT CONTROL

The QSI System for Document Control provides all the templates and

examples needed to complete a well structured Quality Manual and to

J{QSi SYSTEM

FOR DOCUMENT CONTROL

create Procedures, Work Instructions, Specifications, Quality Plans and

Process Description documents. Features include multi-level access

security, electronic signatures, revision control and automated docu-

e - . |
ment status updates. Document review and approval workflow across @ [ e g "'
the network can be either sequential or parallel. Activities associated
with every document are automatically recorded in the history section. [ —— —
Document archiving is automatic. | Eoias

_ £ e

E 2
OPERATIONAL CONTROLS e e
For maximum efficiency QSI software there is an option to notify associated | : ni1 Thinge anmprmai Far )
provides controls for every aspect of the (linked) document owners of changes or =
operation, including: electronic signatures new releases. The system allows users to ==
with up to two back-up approver display all documents associated with . ==
selections for each approver, customer each individual document for easy access .
definable numbering options, automated and management. & -
alpha or numeric choice for versioning, o
user definable text headers for all docu- SECURITY CONTROLS = i
ments, document review and audit sched- These controls provide selectable -
uling, automated status tracking of each approver allowances with 7 levels T " iy
document, and templates for Procedures, of database security. Process security e .

Work Instructions, Process Descriptions,
Specifications and Quality Plans.

PROCESS CONTROLS

Beyond operational controls, controls
are in place to monitor the process of
tasks. Back-up approvers receive auto-
matic notification when documents are
not approved by primary approvers with-
in a user definable time period. Missed
deadlines for document approvals,
document change requests and docu-
ment audits can be escalated to up to
three levels of management. There are
automatic electronic notifications and

distribution of documents upon approval.

The controls provide reviews and prede-
fined document audits with automatic
notification to document owners of
impending audit dates, user definable
release scheduling of approved docu-
ments to allow for training, and
automatic updating of training records
prior to document release. For multi-site
installations, duplicate document
numbering alerts are sent. To ensure
accuracy, final approval messages are
sent with “comments” capability and

prevents documents from being modified
in the final approval process. There

is selective read access restriction on

a per document basis, and if a document
is edited, there is an automatic status
change alert.

PROCESS WORKFLOW

There is a choice of two approval
processes, review and final approval.
With this flexible workflow, serial or
parallel approval is selectable for each
document. Upon final approval docu-
ments automatically move and replace
earlier versions in the Released
Documents data base. Every released
document is automatically archived
and stored. Users can define the
release of approved documents to
allow for training.

=
-
B e L T R T ra—— )

...Implementing a robust Document
Control system for our ISO 9001
certification process would have been
extremely difficult without using
System 9ooo0. In fact, we have also
implemented the I1SO 14000 and

QS 9000 options... With all the benefits
that we have gained from the use of
System 9000, we are definitely strong
advocates of this system.

Jerome Lofton, Jr., Motorola Energy Systems Group

AN IBS COMPANY IBS
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_1076745732.pdf
QS| SYSTEM FOR QUALITY MANAGEMENT

The QSI System for Quality Management will help your organization reap
the promised benefits of ISO certification such as improved customer

satisfaction and lower costs. Our integrated product works seamlessly to

’:{‘)Si SYSTEM

FOR QUALITY MANAGEMENT

address the elements of ISO 9000 and, if used in its entirety, provides

— - T T T e

a paper-free quality system. From the desktop, it is easy to conceptual- (e i fre g e ]
ize the entire system and immediately know the status of all elements. = -
The QSI System is designed to meet the requirements of ISO 9oo1:2000. i T

- - 51
Document Control Reviews T “ sEriarE .
Provides all the templates and examples Meeting agendas, minutes and action iy T — i

needed to create, approve, control and
distribute a complete well-structured
Quality Manual, Procedures, Work
Instructions, Quality Plans, Specifications
and Process Descriptions. Also included
are powerful process management tools.

Corrective Action and Audits

CAR Coordinators can now turn requests
into actions. Company wide corrective
and preventative action forms, allow for
fast re-routing and tracking. Unique
security and escalation features maintain
system integrity.

Internal Assessments and Supplier
Assessments are scheduled, created and
executed on-line. CARs can be created
from assessment findings when noncon-
formances are found.

Quality Records

From customer complaints to calibration
and preventative maintenance records, the
QSI System contains databases designed
to ensure the accuracy, availability and
safety of records that prove your quality
system is working properly. Databases
have comprehensive forms that include
push button connections to well thought
out workflow. A design process manage-
ment database is also included, covering
the product lifecycle from product concept
to product retirement.

items are created and tracked for manage-
ment reviews, design reviews, material -

reviews and contract reviews. Management | .
Review is integrated with a Quality -
Objectives and Targets module to monitor B = ==
and achieve continual improvement. - ==

Automatic System Reminders — =
Users and managers are automatically
notified when important system activities, g T X
such as document approvals, become [ e
stalled or action items become due. |

Reference Section

Includes a 200 page I1SO 9000 knowl-
edge base of specific implementation b Coena it

recommendations. This ISO Encyclopedia

supports complete index searches and is

cross-referenced to the series of 1ISO = i
9000 standards.

Web Functionality

Includes optional browser access to

all databases. Generate CARs, NCMRs,
Document Change Requests and General
Change Requests from web browsers.

..If 1 had known about the QSI
9000 software earlier in the proj-
ect, we could have saved big time
on our consulting bills. | highly
Centralized Data

Enter key information just once for
company wide document approvers,
control numbers, cost thresholds,
alarms and management escalation.

recommend this software not only
to those seeking ISO certification,
but to any business working to
improve their processes to gain
that competitive edge.

User Manual

All help documents are simplified

and focus on user issues. A section

with hundreds of frequently asked

support questions is also included.

ROB WARREN, BABCOCK, INC.

AN IBS COMPANY IBs
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_1076745700.pdf
The QSI System for FDA Document Control provides all the templates

and examples needed to complete a well-structured Quality Manual

and to create Procedures, Work Instructions, Specifications, Quality

Plans and Process Description documents. Features include multi-level

access security, FDA compliant electronic signatures, revision control

and automated document status updates. Document review and

approval workflow across the network can be either sequential or

parallel. Activities associated with every document are automatically

recorded in the history section. Document archiving of approved

documents is automatic and an optional Draft Documents database

automatically provides an audit trail that documents time-sequenced

development and modification of documents.

OPERATIONAL CONTROLS

For maximum efficiency QSI software
provides controls for every aspect of
the operation, including: FDA compliant
electronic signatures with up to two
back-up approver selections for each
approver, customer definable numbering
options, automated alpha or numeric
choices for versioning, user definable
text headers for all documents, document
review and audit scheduling, automated
status tracking of each document, and
templates for Procedures, Work
Instructions, Process Descriptions,
Specifications and Quality Plans.

PROCESS CONTROLS

Beyond operational controls, controls

are in place to monitor the process of
tasks. Back-up approvers receive auto-
matic notification when documents are
not approved by primary approvers within
user definable time periods. Missed
deadlines for document approvals,
document change requests and document
audits can be escalated to up to three
levels of management. There are
automatic electronic notifications and
distribution of documents upon approval.
The controls enforce predefined docu-
ment audits with automatic notification
to document owners of impending audit
dates. There is user definable release
scheduling of approved documents to
allow for training and the automatic
updating of training records prior to doc-
ument release. For multi-site installations,
duplicate document numbering alerts are
sent. To ensure accuracy, final approval
messages are sent with “comments”

capability and there is an option to notify
associated (linked) document owners of
changes or new releases. The system
allows users to display all documents
associated with each individual document
for easy access and management.

SECURITY CONTROLS

These controls provide selectable
approver allowances with 7 levels of
database security. Process security pre-
vents documents from being modified in
the final approval process. There is selec-
tive read access restriction on a per doc-
ument basis, and if a document is edited,
there is an automatic status change alert.
The use of dual passwords is required for
all document reviewers and approvers.
Electronic signatures automatically record
date, time and time zone. Password sizes
and timeouts are selectable by the sys-
tem Password Administrator.

PROCESS WORKFLOW

There is a choice of two approval
processes, review and final approval.
With this flexible workflow, serial or par-
allel approval is selectable for each docu-
ment. Upon final approval documents
automatically move and replace earlier
versions in the Released Documents data-
base. Every released document is auto-
matically archived and stored. Users can
define the release dates for approved
documents to allow for training.

QS| SYSTEM FOR FDA DOCUMENT CONTROL

J{QSi SYSTEM

FOR FDA DOCUMENT CONTROL
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QSI Reports

A great reporting tool for System 9000 which gives you the information
you need to monitor and manage your compliance system in:
= Charts,
= Graphs, and
" Drill-down.

When faced with a business challenge, you don’t want to search through categorized views of data ;

trying to figure out what is happening in your quality system. You want fast, intuitive access to your =T -——
data, powerful ad hoc analysis and reliable reports that can help you:

e identify costs graphically e target problem areas

e track improvement process e recognize areas of opportunity

QSI Reports is the solution. It provides the foundation to help you demonstrate the process of
continual improvement. Use the sample reports provided or create your own to address your business
needs now and in the future. All of the reports can be made available to tens or thousands of people

throughout your enterprise.

QSI Reports is a total client-server solution that delivers data intuitively from System gooo databases.
This data is knowledge that your company’s employees can use to create powerful ad hoc analysis and

save the results as charts and graphs. These reports can include drill-down to source information and

traffic lighting to highlight trouble spots.

Architecture

QS| Reports for System 9ooo has two key components:
QSI Cuber™ defines Tasks which create management information from System 9ooo data.

QSI KAS™, a Knowledge Action System, provides easy-to-use graphical ad hoc query and
drill-down and allows you to read and manipulate report formats and parameters.

How It Works

The solution is delivered as a single Notes/Domino database and uses the client/server architecture
of Notes/Domino for delivery and security. The QSI Cuber Task Manager creates consolidation tasks
to run against specified System 9ooo databases, locally or on a Domino server. You can then view

these as meaningful, graphical management information.

QSI Cuber can use existing views to specify report Tasks that include slicing and drill-down. Each
report is created and stored as a table in a separate Notes document, so no new views need to be = =
added to the database.

QSI Cuber agents update the report documents so they can be virtually ‘real-time’ or month-end
reports - it’s up to you.

QSI KAS for System g9ooo reads the report documents and allows for dynamic graphing, traffic lighting _'.:'- et
and commentary. . I
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QS| Cuber - Product Features
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¢ Multidimensional Information - Data seen from different perspectives - by product, by region, by month... whatever you need!

¢ Data Calculations - Percentages, calculations, totals or write your own formulas (i.e., Total Cost/No. of Complaints)

e Simple User Interface - Report generation is easy-to-learn and easy-to-use

e Time Saver - Set up a query once to update reports automatically with ‘up-to-the-minute’ data
e Data Hierarchies - Drill-down from top level to detail information

e Flexibility - Read any System gooo data presented in a view

e Date Calculations - Automatically set up date drill-down into years, quarters, months, weeks, etc.

QSI KAS Product Features

I 1jE|IIiIi“[Fl

|

eDrill-down - View hierarchical information to identify the source of suspected quality or other business problems

eChart Templates - An extensive library of chart and table templates enable you to locate the best style for reports

eChart Customization - Right-click the report to easily change the display

eException Reporting - Add traffic lights to reports to identify ‘hot spots’ requiring immediate attention

eAd Hoc Query - Answer specific business questions using slice and dice capabilities

eSimple Integration - QS| reports are fully compatible with other Windows applications

oEffortless Distribution - Deliver the charts and graphs to everyone using your existing Notes infrastructure

eAdd Commentary - Include user insights to help identify opportunities for business improvement and highlight issues

before they become problems
ePrivacy - Anyone can save a report in a private folder

Performance

QSI Cuber provides exceptional performance benefits by minimizing database storage in two ways:
¢ Information is stored in Notes documents which eliminates the need for additional Notes views.
e Data is consolidated.

Reduced Server Loading - Reports are pre-calculated and stored on the server, so no on-line
queries are being made against the live database.

Consolidation Speed - QSI Reports can create a report from a database in minutes

(dependent on the speed of processor, amount of available memory
and/or the complexity of the report set specified).

Compatibility with other Windows Applications

Copy QSI KAS screens into any other Windows applications (Freelance Graphics, Power Point or Word,
for example). Or copy QSI Cuber data onto the Windows clipboard and paste it into spreadsheets.

Security

Notes/Domino replication and access control means that every user sees information based on
who they are (their user ID) and what they do (the roles they play) in a secure, controlled environment.
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