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HOLOGIC"

Statement of Equivalency
Of APEX Version 3.0 to APEX Version 2.3 or 2.4

Background
APEX 3.0 represents the latest bone density application software, repiacing previous versions of APEX.

Scan Acquisition
Scan acquisition for all scan modes supported by earlier versions of APEX is identical in APEX 3.0.

Analysis and BMD Values

Identical results are obtained with all supported APEX 3.0 analysis as compared to APEX 2.3 or APEX
2.4. See the APEX 2.3 or 2.4 Statement of Equivalency for differences with APEX 2.0, 2.1 and 2.2.

APEX 3.0 no longer supports analysis of whole body scans from scanners that did not have body
composition installed and enabled at scan time. Whole Body in APEX 3.0 comes standard with body
composition. Whether an older whole body scanner without body composition can be upgraded to APEX
3.0 depends on the scanner’s date of manufacture. Please contact customer service or your dealer with
the serial number of the scanner in question before attempting to upgrade a whole body scanner without
body composition to APEX 3.0.

APEX 3.0 no longer supports “pediatric whole body” analysis. The “pediatric whole body” analysis was
improved and incorporated into the standard “Auto WB” analysis which provides superior results in
children compared with “pediatric whole body”, but requires body composition being part of the scan.
Auto WB analysis first became the standard whole body analysis in QDR for Windows XP V12.1. The
“Auto WB” analysis is not changed in APEX 3.0.

APEX 3.0 will no longer provide legacy “Low Density Spine” as an analysis type available for new
patients. Hologic strongly discourages the use of the Low Density Spine analysis, as it was made
obsolete by improvements in the standard AP Spine analysis (with Auto Low Density). However, for
returning patients, if you use Compare and the baseline scan was analyzed with Low Density Spine, the
software will use the Low Density Spine analysis on the follow-up scan so that rates of change can be
measured using the same analysis method. If the Low Density Spine analysis method is used or reported
on, it is important to consult the “QDR Reference Manual” on the CD that is labeled “QDR Reference
Documents” for further information and special considerations regarding the use of this analysis method.

Results

APEX 3.0 gives identical T- and Z-scores compared to APEX 2.3 or 2.4 for all supported analysis types
scan types and regions. If new reference data becomes available and is loaded into APEX 3.0 (e.g. with
the release of a new option) T- and Z-scores may change and the release notes and statement of
equivalency for the reference database option should be consulted.

Fracture Risk is calculated automatically using FRAX® version 1.1. Using the FRAX program embedded

into APEX 3.0, there is no need for an adjustment of T-scores or Z-scores as is necessary for the Web-
based version of FRAX for some combination of genders and ethnicities.

)«CN /A Z o (/g { /M

Kevin E. Wilson, Ph.D. Peter Lewis
Scientific Director Sr. Manager, Software Engineering

HOLOGIC, Inc. m 35 Crosby Drive m Bedford, MA 01730 m Tel: 781.999.7300 m Fax: 781.280.0669 m www.hologic.com

MAN-01071 Revision 001 Page 1 of 1





