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Techmelogr Made Eayy —.

ch is 17!

Thank vou for vour support.

Eutech started off in 1990 with only 5 employees and 2 products. Today, Eutech is an 1SO9001-certified company,
and part of a world leading organisation, Thermo Fisher Scientific, which has a total of 30,000 employees and US$9
billion in annual sales.

Take a brief glance of history with us as we relook at the past 17 years of the company responsible for the
innovative "cone-shape" testers, as well as the world's first Windows® CE-driven colour touchscreen research-
grade meter:

| Read Move. .
1991 1993 1995 1998
Eutech launches its first  Expanding product Eutech launches the Eutech goes beyond
products; offerings: Eutech’s first first “cone-shaped” laboratory products:
pHScan and TempScan  handheld and bench tester — a design thatis  Launch of alpha
meter series used throughout the process meters series
industry today

Decoding 21 CFR Part 11

Known as one of the most challenging regulations imposed by FDA on the biotechnological
and pharmaceutical industries, the 21 CFR Part 11 regulation requires full time-stamped, audit
trail records documenting any data manipulation in systems that are covered by predicate
regulations. While this sounds like a daunting amount of documentation, a good 21 CFR Part
11 software package can simplify your processes significantly (Read more)

Do you...

- Have a case study to share with us?
- A testimonial to shout about?

- A feedback you'll like us to listen to?

Eutech at Wine Farmers &
Fruit Growers Exhibition
24 - 26 July, South Africa

Eutech was at the WFFGE this . .
year, represented by our South Write to us and you could be featured in our next

African distributor, Wirsam Scientific & Precision newsletter! -
Equipment. With more than 6 000 visitors, including 4=
wine makers, fruit farmers, and brand managers, 2007 .
marks the event's 10th successful exhibition. (Read

more)

For past issues of Eutech Enewsletters, please click here.

Do you have any feedback or questions? Send us your enquiry here.

Make full use of our website resources by marking our homepage as your Favorite in your browser.
Click NOW for INSTANT access: http://www.eutechinst.com

Be on our Mailing List!

Don't hesitate to forward a copy of this news information to fellow colleagues, associates, distributors and other dealers. Or if you
want us to include them in our mailing list, do send us an email eutech@thermofisher.com with their details (name, email, address, &
company name).

Eutech is now a part of Thermo Fisher Scientific, the world leader in serving science. Thermo Fisher Scientific enables customers
to make the world healthier, cleaner and safer by providing analytical instruments, equipment, reagents and consumables, software
and services for research, analysis, discovery and diagnostics. With annual sales of more than $9 billion, Thermo Fisher Scientific has
30,000 employees and serves more than 350,000 customers in pharmaceutical and biotech companies, hospitals and clinical
diagnostic labs, universities, research institutions and government agencies as well as environmental, industrial quality and process
control settings.

All rights reserved.
his is a FREE service provided to Eutech Instruments' Distributors and Strategic Partners. If you need to update your email address,

include other staff, dealers, re-sellers, or associates' email addresses, or to remove your name from our mailing list, please email us at




A Look in History:

Eutech Instruments, since 1990...

1990

Humble beginnings:

Eutech founded with total
workforce of 5.

1995

Eutech launches the first "cone-
shape" tester, the waterproof
pHScan and TDScan series.
This design is used d
throughout the industry

today. li’

2003

Eutech receives consecutive
Frost & Sullivan Engineering

Award for Product Line Strategy.

1991

Industry Pioneer in ASIC-based
products.

Eutech launches first
products: i’

-pHScan1/2 -\
- TempScan o
1998

Extending product lines beyond
lab instruments to online meters:
Eutech launches the alpha 1000

1992

Going beyond testers:
CyberScan Standard Handhelds.

1999

Eutech adds optical instruments
to product offerings:
- Colorimeters

series. The alpha product line
has grown significantly since
then.

2005

First and second to none: Eutech
launched the world's first
Windows® CE-driven colour
touchscreen research-grade
meter, the CyberScan 6000
Series.

- Turbidimeters

2006

Launch of CyberScan
8 600 series, Eutech's first
= wireless handheld with

multi-parameter

. ! measurement
capabilities and multichannel
display.

Eutech receives national awards
S1000.

Thermo Orion and Fisher
Scientific merge as one to
become Thermo Fisher
Scientific.

1993

CyberScan 1000 / 2000 Bench
Meter Series, precedessor of the
CyberScan 1100/ 2100 series.

.

-

2000

Eutech becomes a subsidiary of
Cole Parmer

2007

Eutech spends its first year as
part of Thermo Fisher Scientific,
world leader in serving science.

Eutech receives national
awards S1000 and SME
500 for the second year.

Look our for more exciting
new products in line for
launch soon!

e
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1994

CyberScan 500 Bench Meter
Series, precedessor of today's
CyberScan 510 Bench Meter

Series
B

i-""/

2001

Eutech receives Frost & Sullivan
Engineering Award for Product
Line Strategy.

In the same year, Eutech

became a part of Fisher
Scientific.

or SULLIVAN

Harkee Enginerring Award Recipiont

2008

Look our for more exciting new
products in line for launch soon!

Part of Thermo Fisher Scientific
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De-coding 21 CFR Part 11:
Introducing Eutech CyberScan 6000 Series
Meters with Software

Background

21 CFR Part 11 was introduced in 1997 by the FDA to encourage
wider use of electronic data technology. With predicate
regulations such as GMP, GLP and GCP as its base, 21 CFR Part 11
defined a set of criteria to control, validate and provide an audit
trail on electronic data.

In August 2003, the FDA released the “Industry Guide, Part 11,
Electronic Records; Electronic Signatures - Scope and
Application.” The agency narrowed scope of 21 CFR Part 11 on
items such as systems validation, time-stamped audit trails, and
methods used to reproduce and retain electronic records.

Although all necessary for data integrity, 21 CFR Part 11 remains
as one of the most challenging regulations imposed by FDA on
the biotechnological and pharmaceutical industries. It affects all
systems that generate, store and manipulate electronic data.

Complying with 21 CFR Part 11

So the question is, how much is enough, and how much is too
much? Not all systems and data are subjected to the 21 CFR Part
11 regulations. In determining what systems and data to
include, a company may start off with asking the following
questions:

o Are these records and signatures required by current
regulations?

e Are these records and signatures part of an S.0.P that is
required by the current regulations?

e Are these records and signatures required for regulated
activities?

Once the requirements are defined, the next step is to identify
the systems where data is recorded, edited, transmitted and
archived. Then ensure full audit trail at these junctions to track
any actions performed on these data.

Both a closed system and an open system (see Fig 1 for FDA
definition), require full time-stamped, audit trail records
documenting any data manipulation. An open system will also
require document encryption and use of appropriate digital
signature standards. This may seem like a daunting amount of
documentation, but a good 21 CFR Part 11 software package will
simplify your processes significantly.

Figure 1: Definitions
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The Data System

A complete compliance plan starts with the system processing
your data. Eutech’s CyberScan 6000 series with 21 CFR Part 11
software allow users to manipulate their research data directly
from the computer:—

e Expand the memory space of your meter to your
personal computer hard-disk

e Manage multiple projects under separate ID logins—
password security protects each ID login data from
tampering and accidental deletion

e Record every detail of data collection, viewing and
manipulation to present a full-audit-trail report

e Generate comprehensive reports for printer or computer
output

o Allow real-time data logging and real-time graphing
from your computer

o Detect electrode signature and calibration solutions used
in projects

Controlling and containing the research data is possible since
the software is equipped with analysis functions and the data
stored can be protected under individual accounts, thereby
limiting access to only the user.

The software comes with an audit trail that automates the
process entirely. Each data point generated is stamped with
time and date; each time the user accesses, views or edits the
data, an entry stamped with time, date, meaning of the action,
and the user responsible is created on an activity log.

Choosing the Right Tools

Complying with the 21 CFR Part 11 regulations may seem like
an exhaustive task, but it can be simplified if you have the right
tools.

The CyberScan 6000 Series meters with 21 CFR Part 11
Software provides a direct link between the research
instrument and the storage/analysis system; it provides data
security and simplifies the audit trail process by recording all
activities. The software manages activities from data
generation to data storage.

Yet, even with the most comprehensive software, a compliance
plan is still reliant on how the relevant personnel use the
system, and is only complete when the right tools are used in
tandem with proper training, guidance and a comprehensive
S.0.Pin place.
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