Tools for compliance
with U.S. FDA 21 CFR
Part 11

Password-protected
log-in

Audit trail

File encryption
Electronic signatures

CFX Manager™ Software,
Security Edition

Secure Real-Time PCR Analysis

CFX Manager software, Security Edition
gives you the power of convenience at your
fingertips, making it easy to get started
and get great real-time PCR results. As
your research needs change and grow,

the software can be customized to your
applications and preferences, and it gives
you the flexibility to expand because it can
independently control up to four real-time
PCR instruments at once.

Features of CFX Manager

System Software

= User preferences give you the power to
customize experiment setup and data
analysis

= Express loading of protocol and plate files
allows you to get started faster

= Automatic data collection allows you to
enter or edit plate information before,
during, or after an experimental run

= Enhanced data analysis modules perform
absolute quantitation, melt-curve
analysis, end-point analysis, and allelic
discrimination (for multiplex data), with
the automatic baseline subtraction and
threshold setting

= Export options let you quickly export results
and images to Excel spreadsheets and
PowerPoint presentations

= Well Groups feature allows analysis of
multiple experiments from a single plate

= Advanced analysis tools let you perform
normalized gene expression using multiple
reference genes and individual reaction
efficiencies

= E-mail notification feature alerts you
with an attached data file when the run
is complete
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Multifile gene expression analysis. Compare C; values
from different data files using the Gene Study module in
CFX Manager software.



CFX Manager Software, Security Edition

Security Features of CFX Manager Software,
Security Edition

CFX Manager software, Security Edition works with
the security features of Windows XP and Windows
Vista operating systems and offers several major

Electronic Signature

| acknowledge and agree that by selecting the 'OK button

functions and features that are not available in the B e T e e e e g s
standard version inoluding: equivalent of 3 written signature, to this document.

User: GLOBAL/Natalie Grace
= Embedded tools for compliance with U.S. FDA Usemame : | |

21 CFR Part 11 regulations — tools include P | |
electronic signature and added traceability features

Please enter your reason for signing the file  {Required Entry)

= Mandatory password-protected log-in — valid
Windows XP or Windows Vista username and
password are required for all users

= Hardware protection key (HASP HL key)— key
must be attached to a USB port on the computer 0K [ Cancel
to use the software = =

= Protected file directories — only the logged-in Electronic signature window.

user and the local computer administrator have Ordering Information
access to data folders used by the software Catalog # Description

= File encryption— files created by CFX Manager 184-5000 CFX Manager Software, includes installation CD,
software, Security Edition cannot be opened or instructions

) ) 184-5001 CFX Manager Software, Security Edition, includes
edited using other programs 1 user license, installation CD, HASP HL key,
_ . . . -~ instructions
= Automatic file Ch?Ckmgl_ _Integmy and validity 184-5005 CFX Manager Software, Security Edition, includes
are checked each time a file is opened 5 user licenses, 5 installation CDs, 5 HASP HL keys,
. L " . . _ instructions
= Multiple electronic signatures application . 184-5010 CFX Manager Software, Security Edition, includes
more than one electronic signature can be applied 10 user licenses, 10 installation CDs, 10 HASP HL
to a software file, for example, by both the user keys, instructions
. 185-5096 CFX96™ Real-Time PCR Detection System, includes
WhIO ran the experiment and by another user after a C1000™ thermal cycler chassis, CFX96 optical reaction
review process module, CFX Manager software, communication

cable, power cord, reagent and consumable

= Time-and-date-stamped audit trails — read-only samples, instructions

information displayed in the audit trail can be 184-5096 CFX96 Optical Reaction Module, includes CFX96
viewed only while the data file of interest is open optics shuttle, CFX Manager software, communication
cable, reagent and consumable samples, instructions
184-1000 C1000 Thermal Cycler Chassis, includes USB flash

* Electronic signatures are intended to be the “legally binding
equivalent of traditional handwritten signatures” (U.S. FDA 21 CFR
Part 11 Section 11.100 (c)).

drive, power cord, instructions; does not include
reaction module

Excel, PowerPoint, Windows XP, and Windows Vista are trademarks of
Microsoft Corporation.

Bio-Rad’s real-time thermal cyclers are licensed real-time thermal
cyclers under Applera’s United States Patent No. 6,814,934 B1 for use
in research and for all other fields except the fields of human diagnostics
and veterinary diagnostics.

Bio-Rad
B’O .RAD Laboratories, Inc.
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Spain 34 91 590 5200 Sweden 08 555 12700 Switzerland 061717 95 55 Taiwan 886 2 2578 7189 United Kingdom 020 8328 2000

Bulletin 5690 US/EG Rev A 07-0654 0208 Sig 1207



