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V-Sperm ////reatures and Benefits

® Import patient and control data from the SQA-V in a large archive.
Import test results on-line.
Attach a sperm image to a consolidated semen analysis report.
View semen samples in "real time" on a PC screen.
Attach video clips of semen samples to patient’s records.
Edit patient files and track changes with built-in traceability feature.
Save, view and graph PATIENT and CONTROL test results.
Set-up SQA-V system defaults.
Customize reports by language, test range, test descriptions.

Access V-Sperm via person/password security.

V-Sperm /’//package includes the following:
® User Guide
® Installation Disk-on-Key or link
® V-Sperm Security device
® RCA video cable

System Requirements

® SQA-V with communication cable and power cable
® PC

e Hardware requirements
e 1Ghz or higher CPU
e 256 megabytes RAM
e AGP Video Display Card with at least 16 megabytes of RAM memory
e RS232 communications port (serial)
e Two available USB ports

e Software requirements
e Compatible operating systems:
e Windows XP (Graphics display MUST be set to "Windows Classic

Style™)
e Win 8.1
e Win 10
e Win 11

o DirectX 8.1

o At least 40 Gbyte of free hard disk space (if not using a compression
tool) or 400 MB if a video compression tool is used.

e Video resolution > 640x480
e Video color quality > 16-bit

g
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NOTE: Each V-Sperm
user can be set-up with
a unique user name
and password - please
see the Set-up section
of this User Guide.

NOTE: Before using
V-Sperm, the system
defaults must be set-
up. See the Set-up
section of this guide for
instructions on how to
do this.

Patient Data

NOTE: Records must
be imported from the
SQA-V in order to
locate them in
V-Sperm.

Patient List

PATIENT DATA >
PATIENT LIST

bd

To select a record, click

IVD

SECTION 2: Log-on
After successfully installing V-Sperm, an icon will appear on the desktop of
the computer. To start the program:

® Double click the V-SPERM icon

Copyright 2003

Enter the system from the log-on screen by
typing in:

® User Name: administrator

® Password: fertility

® (Click OK

For use with SQA-V
Sperm Quality Analyzer Ver. 2.48

SECTION 3: Navigating through V-Sperm

® Nine navigation buttons reside in the left margin of
the V-Sperm screen. To navigate through the
system, click on one of the buttons.

Pabent Data

® When a navigation button is selected, sub-menu
buttons appear across the top of the screen making it

east to access the features of the program.
. . . Inmport Test
® A variety of icons guide the user through V-Sperm

features and options. Directional indicator buttons
allow the user to easily move back to the previous
menu.

Import/Export

Set-up

SECTION 4: Patient Data

| {v-Sperm Management System

Locating, Selecting and Authorizing
Records

I |
Click the Patient Data button and three P — " | om

options will appear: Patient List, Search by N . s e

Patient and Authorization List. 3 [ | e b o 25

E 1550563560050966T  POSTYASECTOMY defferson 0122006 1418

H H . . E (0 159055630561 20561 WASHED Wickiniey 01052006 1513

Patient List - a complete list of all the patient i e o, P

records in the database. v s R 1o s 125

>3 1PTH1BIMOERH1 2066 POSTWASECTOMY dackson 057202006 1616

. B 1PTH1BIMOERH1 2066 POSTWASECTOMY dackson 0220006 1242

L] Click on the COLUMN TITLES to sort 25 1PGHHBNGEZE 66 POSTVASECTOMY Jecksn 010205 4355

the records by Patient ID, Name, Test | |wedw, fren B

date etc E 1B4S5A05TER00033048  FRESH Hartizson DUI22006 1556

12 . 2 Bl ) 1952869853000555749  FRESH Carter DB/A2006 1419

E JTEIWLEIIEWS  FRESH Filmoe. 02202006 1306

. . B | 25602 4TRE  WASHED Bush 0SII22006 16:08

. SeIeCt a record by ClICkIng on the > 8 3354B09555527308  POSTYASECTOMY Buchenan 06/22006 1225
ARROW pomtlng to the record. SEMEEEETINDY POSTVASECIONY Burem EmEE T
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this icon.

PATIENT DATA >
PATIENT LIST > then
select a patient record
to view the:

PATIENT DATA SCREEN

i

Click this icon to run a
graph of the selected
test results.

=l

This icon indicates that
the record has a video
clip attached.

=

This icon indicates that
the record has a
picture attached.

IVD

The Patient Data Screen will now
appear and display all of the test
records for the selected patient.

The title bar above each test displays
the sample number and icons indicating
various attachments to the file such as
pictures and videos.

A graph icon is display to the right of
the list of test parameters.

A number of functions can be performed
from this screen:

Enter Patient Name:

From the Patient Data Screen, click
on the field for First Name, Last Name
and type-in the information.

Click: Apply to save.

Attach Video/Picture to a Test Record

Insert a slide or testing capillary into
the visualization system of the SQA-V.

From the patient data screen, select the
record (there could be multiple records
for the same patient) by clicking the
record TITLE bar to mark the test
column.

Click the PREVIEW VIDEO button to
view the live specimen.

Click CAPTURE PICTURE to attach a
still image to the patient record.

Click CAPTURE VIDEO to attach a live
video to the patient record.

A timer will indicate the recording time.

Click the STOP CAPTURING button to
stop the process.

Patient List

Patient Dats

Patient D 82934768729376476276

FirstName ey

Last Name |Gore -

BithDete o159 | |

I Preview Video I

| emeroeta | [ testreport | | viewsetoch inages | | auborze |
Test Parameters 1l |9384756437348476364: | 3
Date Test Performed 1500112003 205600 15012003 210000
# Imnatie Sperm (PY) i N NA.
#inmatie Spemivol MOl (V)] [NA. NA.
#Molle Sperm (PY) i [NA NA.
# Molle SpermVal Mol (V)| [NA. NA.
# Total Sperm (PY) A INA:
#Toto Spermivol (PY) (Ve |l [NA. A
% Normal Forms (%) i A NA:
Abstinence (# of days) Al 2 12
Aockfcal

Patient Data Screen

-Patiert

copwepere | L4
Patient D 12645639685357425157 i
.

Frst Name [FOSTVASECTONY. 15
Lost Name [Zachery |

:
snose [riamems =] [ || o] o Y

BN

Enter Data Test Report I Vi

Test Parameters
Date Test Performed
Immotile Sperm (PV).
immotile Spermivol MiVol (PV)
Motie Sperm (PV)
# Mot Spermivol Mol (PY)
# Total Sperm (PV)
# Total Spermivol Mol (PV)
% Normal Forms (%)
Abstinence (# of days)

Attach Video/Picture

Capture Picture
Capture Video

[ Elapsed: 00:00:13

[

l
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Click this icon to run a
graph of the selected
test results.

PATIENT DATA >
PATIENT LIST > then
select a patient record
to view the:

PATIENT DATA SCREEN
in order to:

ENTER DATA, RUN A
TEST REPORT,
VIEW/ATTACH IMAGES
or AUTHORIZE test
results.

Test Report

o) ¢

Arrows indicate test
results are out of
range.

Click this icon to
export the test report.

IVD

A message will indicate Video Saved.
Click OK to end.

Graph Semen Parameters:

Graphs can be run if a patient has more
than one semen analysis record on file.

From the Patient Data Screen, click
the graph icon to the left of the semen
analysis parameter. A graph will display
the test results history for the selected
parameter.

Motilty (a+hc) (%)

0.0+
80.0
7004
B0.0
0.0+
40.04
3004
2004
10,0+
oo T T

Motility (a+be) (%)

Test Date

Semen Parameter Graph

| Enter Data Il Test Report I | View/Attach |mages| I Authorize I

Enter Data:

Patient Data>Patient

List>Enter Data

Select a test record before clicking the enter
data button. Please note that there can be
more than one test per patient in the data
base.

Click the Enter Data button to input
manual test results and add comments
to the semen analysis record.

Type-in the desired information - only
editable fields will allow entries.

All manual entries are tracked via a
traceability function.

Click the Traceability button at the
bottom of this screen to run a
Traceability Report.

Test Report Patient Data>Patient
List>Test Report

The test report contains test results
imported from the SQA-V AND manual data
that is entered by the user.

Click the Test Report button to view and
print the two-page semen analysis report
(from the patient data screen).

® To move between pages, use the page

bar at the bottom of the screen.

Patiert D
First Name.
Last Name. Cinton
Test Date 114103 10:54:00 AM
Sample D 47847565748393946943

Authorized Users:

29384748304765839474.
Abnormal

Ordering Physician Martha Sparjer

Test Performed by Martha Spanjer

Lef e e

Authorizing Signature [ artha Sparjer|

Morphiogy WHOKuger-
Normal Forms =
Abnarmal Forms
Head Defects
NeskMidpiece Defects

Tail Defects

Il

Cytoplasmic Dropiets

a-glucosidase
Fructose in Serminal Plasma

Zine [E—

Other-
Acrosome Reaction Assay

Anti-Sperm Ab
Immature Germ Cells

Immunobead Test

MAR (ixes Antigobun Reacton) [
Otner  —
ReC  —
Vitality (Live Sperm) '—
wec I

Comments-

I 2

[Creaony | [ ooy} [_com

Enter Manual Test Results

Test Parameters

172004 | 1730104

Updated Time

Ecitor

Test Performed by

Authorizing Signature

Ordering Physician

Acrosome Test (%)

a-glucosidase

Fructose (mmolf)

Zinc_(mmolt)

Immature Cells_(Miml)

Immunobead

MAR (%)

Normal Forms (%)

Head Defects (%)
(%)

Tail Detects (%)

Cytoplasmic Droplets (%)

Vitalty (%)

WEC (Manual)

RBC (Miml)

Arti-Sperm Ab (%)

Other

Abnormal Forms (%)

2207 2202
Martha Spanjer Martha Spanjer
Martha Spanjer Martha Spanjer
Martha Spanier Martha Spanjer
Martha Spanjer Martha Spanjer

25
15
45
10

Traceabi

lity Report

Zoom I 100% v “

g
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When test results are
expressed as < or > a
value (low quality
specimens only) this
icon indicates that test
results possibly fall
above or below the
reference range
(Example: Motility <
70% when the
reference is set to
Motility <50%)

I View/attach Images I

Click this icon to attach
a picture to a report

=

This icon indicates a
video clip is attached to
a record.

53

This icon indicates a
picture is attached to a
record.

NOTE: If there are no
saved images in a
patient's file, the table
will not appear.

NOTE: Click the image
to maximize it.

NOTE: Click the image
to GRID and FREEZE
the image for easier
cell counting.

IVD

Click the printer icon to print a report.

Use the ZOOM to minimize/maximize
the view of the report.

® (Click the X in the upper right hand
corner of the screen to exit the report.

® A yellow arrow will be displayed if the
test results are out of range.

® (Click the FILE EXPORT icon to export
the report to a .doc file. Enter the path
and file name; then click SAVE.

View/Attach Images: Patient Data>
Patient List>View/Attach Images

® To view an image: From the Patient
Data Screen select a test record with a
video/camera icon displayed in the title
bar.

Click the View/Attach Images button.

An Image Browser will display all the
images attached to the selected
patient's record.

® Select an image and it will be displayed
in the preview pane.

Click on the image to enlarge it.

Click the SAVE AS button to save the
picture to an external file on your PC.

® To attach an image (not video) to a
semen analysis report, click on the
report icon column in the row of the
picture to be attached.

® A report icon will now appear in the
column indicating that the picture is
attached to the semen analysis report.

® To delete an image from the report,
click on it and the report icon will
disappear from the corresponding row.

Authorize: See “Authorizing Test Results”
for single tests below.

—

EHHEEE

. | | )

Pages: K|1!1 )IH'

Date
[y 1010372003

1000312003

Time.
18:06:42
18:05:05

Image Type
Picture.
Video

14172004
11172004
11172004

13:18:51
13:20:44

Picture
Video

Image Browser

Patient ID

First Name

Last Name

l

g
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PATIENT DATA >
SEARCH BY PATIENT

NOTE: To insert the
patient’s name, locate
the record by patient
ID and enter the
patient's name in the
screen provided.

PATIENT DATA >
AUTHORIZE TEST
RESULTS

NOTE: Only the user
with "Authorization
Signature" rights can
view the list.

)
Click the column with

this icon to select tests
to authorize.

Icon indicating the test
is authorized

=
This icon indicates that
a test has been
selected to include in

the Control Test
Report.

IVD

Search by Patient - use this option to locate
records by patient name or ID number.

Enter the first or last name or ID
number of the patient and click
SELECT.

The PATIENT DATA SCREEN will appear.

Authorizing Test Results:

Click on the REPORT icon to view a
record before authorizing it.

Single Tests: Click on the v column to
the left of the record to be authorized.

Click the Authorize button.

The record will be deleted from the
authorization list.

Group Authorization: Refer to the
section: Patient Data: Locating,
Selecting and Authorizing Records.

Delete Records
To delete Patient Records, Test Records or images in V-Sperm: Hi%hlight the patient

record, test record, or image and use the delete key on the PC key

SQA-V Control Archive:

Import Control test results from the SQA-V
(See Import Test sections).

Running a Control Test Report:

Click the CONTROL navigation
button.

From the Control Set-up screen
select:

® Test Method-Manual or Automated

e Control Media-Latex Beads or
Stabilized Sperm

e Control Level - level 1, 2 or
Negative Control

e Date Range

Click the RUN REPORT button to
display a list of Control Test Results
based on the selected parameters.

Click on the columns to sort data.

Search by Patient

/ | B Patiert D FirsiNeme | Last Neme Test Date &
Jotrson 1AIABTI400PH  3B3BATSESS
Foover %
Burenan  114031223007H  4B453004G5565954034
Cooldge 11403 110200 AM  ZBG347S5053443304955
Tatt 1AG03 4500 SGRETSR3B45756
Hariscn 1A23B100PH  4B576557643493049489
Gore 1NSIBBSSI0PH  SBTSRLTHBTERNS
Gore 1NSIBSOTI0PH  T3R4BSUTBTSIBATIS
Merroe 174G 10000PH  Z6374546453569485543
Tyer A9 T020PH  T3T4T4SIB4B555550
Cater 11403 103 00PM
B a3 89237634 Keren Mkiriey 114103 4:1200PM
B s T4ETEY ke Wison 1A40343500PH 73485948374
B 33749see76236473624 Mary Trusan 174031215007
B = 7476 Nocok Grart 114B3R0PH €2
B 84753600347563482647 Anchel Ford 43 1SS0 AN SBTHIAIBIBTL
e |

Authorization List

oard.

Test Method
ok )
O Manual

rControl Medi
® Latex Beads

O Stabilized Sperm

Control L
® Level1

O Level 2
O Negative Cortral

Date Rang
& &
From I:m]zmzwr)s | T Izw:v:m:uus >
Run Report | cancel |
e
Automated \Latex Beads \Level 1
m Date Range: All
Torget cone.
T | e [ | ] 2 [ o
T ommwn oo LR R TR ]
v oo sceusom wes w55 | om u
o oaamsisis ossesom s m | ss u
v oo ooomsom wes | w | s | m u
ovezoms 614 sceusomn wes | 55 | s f
o OO0 1812 DB0A00T D 9 55 465
o osromsion socenson wes | w | ss | ®2  voema
v osorams e osssont wee | m | 55 | m woes
. s
—

Control Test Results Table

g



V-8perm % jser Guide Version 3.48 WHO 37 and 4t"

® Tests that are out of range will be it
n Oted . s cm | Reason of corrective action | Corrective mnn)j::d I
[ ] Se|ect a Corrective action for tests OUt :; X :Cmulenu\nnthnmgenenuslymn(aﬂ Properly mix control material
arget value and/or +/- range entered
of ra nge by C||Ck|ng on the s SETUP mfﬂemymem 9 Re-enter valies and re.run the test
i w "o w 7 ¥ STORAGE | Control material ot propery stored | = 64 Sonirol materia and re-run the
appropriate “cell” in the “Corrective 2 s -
Actionll Column 3 EXPRED Control materil expired :J:sinéucuntm\mu\ermund re-run the
0 NON-ASSAYED | Cannot run as an assayed control f:"“::;g“::;z“ii:‘y’;“g:x":;d |
® A menu of corrective actions will be T WEs  |Mete) _ /
displayed. Select the appropriate B omy ] [omes
corrective action.
Menu of Corrective Actions
® (Click the TEST REPORT button to

Click this icon to print a
copy of the report.

IVD

Control Test Report

SECTION 6: Video

Click on the VIDEO navigation button to view
semen samples "live" from the SQA-V
visualization system and to determine the video
settings.

Spermalite/SQA-V Control Test Results

i Contro: Latex Beads
view the report. Aomted SORY Loe
Date of Report: 3112008 3:45:42 PM
Date Range: All

DuleTest [t [Ex0. Date| Conzetraten. i Range| Outof Conectve Acter S04V S8 |
Perfomes Rarge

T v ] e

Ve Resats

R

Use the PAGE BAR to move between
pages (if necessary).

Use the ZOOM function to
maximize/minimize the report.

Real Time Video - activates the video
so samples can be viewed.

Video Settings - select grid size, color
and video device

¢ The appropriate video device
settings are described in the
video device installation
procedure supplied with the
video device hardware

Click REAL TIME VIDEO and seven options are available:

Freeze - Use this option to make cell counting easier.

Grid - Use this option to display or remove the grid. The displayed grid is
exactly the SAME as the SQA-V grid if the ZOOM on the SQA-V is set to X300.
20 squares are displayed for ease of counting — each sperm cell visualized in
the entire grid = 1M/ml.

Copy - Captures a picture that can be saved to another application (such as
Word).

Settings - Displays the video capture device settings.
Save Video - Captures and saves a video clip to an external file.

g
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® Save Picture - Captures and saves a picture to an external file.

® Full Screen - Maximizes the image to full screen. Click the mouse to return to
normal size.

Importing SQA-V test results to V-Sperm

Patient Data

Patient and control test results can be imported individually
(Import Test), while Test Results can be imported in batches
(Import/Export) from the SQA-V to V-Sperm. In order to import
test results the computer must be connected to the SQA-V and V-
Sperm software must be running:

Inmport Test

Import a single test:

i ; I rt/E rt
® After running a test on the SQA-V a screen will appear on P e

hoa boen domlone on the SQA-V instructing the user: TO TRANSFER TEST
the SQA-V stating that RESULTS TO V-SPERM: PRESSS IMPORT TEST
the archive is almost BUTTON IN V-SPERM.

full, import the archive

to V-S d th .
colect veo to dalete the | Import the SQA-V archive of tests:

SQAV archive. ® The SERVICE DATA screen of the SQA-V must be
displayed. To activate this screen go to:
MAIN MENU>SERVICE>SERVICE DATA.

® From the V-Sperm main screen select:
IMPORT/EXPORT>IMPORT DATA.

Select IMPORT ARCHIVE (Patient Data).

Click CONTINUE on the V-Sperm Import SQA-V Archive
screen.

® Select YES or NO to delete the SQA-V archive once the
tests have been imported to V-Sperm.

Exporting the SQA-V data:

The Export data option allows the user to Export the Patient data
archive and the Controls archive to an external file (Excel format)

on the PC:
® (Click the IMPORT/EXPORT navigation button of the
V-Sperm.

Select EXPORT DATA.

Select EXPORT ARCHIVE (Patient Data) or EXPORT
CONTROLS.

® Enter the path and file name; then click SAVE.

IVD Ce
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Set-Up

Authorized Users

NOTE: Enter new users
by clicking an open cell
under the "Title"
column. A drop-down
menu will appear.
Select the type of user
based on their rights to
the system. Enter the
required information
and click Apply.

o
Authorizing Signature

IVD

V-Sperm/%

| [~ BAtK|

Click the Set-up button to select the system
defaults for the:

® V-Sperm (System and Controls)
® SQA-V (System Defaults and Controls) Gontrols |
video |

Zporyy Lot

V-Sperm Set Up:

Select SET UP > V-SPERM > AUTHORIZED USERS and the screens below will be
displayed. Assign rights, passwords and enter information in the sections provided to
add users. Only the administrator has the authorization to set-up passwords and new
users.

Last Name
Administrator

User Name Password

Administrator

Title | First Name |

Administrator

XXX

Administrator

There are four types of users. Each type is permitted different "rights" to the system:

® Administrator: Has all rights, can authorize reports, set-up passwords and
add new users.

Authorizing Signature: Has all rights except for setting-up users/passwords.

Test Performed By: Has all rights except for authorizing reports and setting-
up users/passwords.

Ordering Physician: Has no rights and can only view information.

Changes can be made to Authorized User's passwords at any time by entering
a new one over the old one and clicking apply.

® Changes cannot be made to an authorized user's "title" if a test report in the
database contains their name/title.

® An authorized user cannot be deleted if a test report in the database contains
their name/title.

Set-up: Report
To set-up the test report, click SET-UP > V-SPERM > REPORT.

——

Testharameter | ool Ranges | TestngFacitty | Language — PRI

Four option tabs will be displayed. Click one of the option tabs:
® TEST PARAMETERS
® NORMAL RANGES
® TESTING FACILITY

g
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Test Parameters

NOTE: All test
parameters are listed
on the patient's semen
analysis report.

If a test parameter is
not checked, results of
that test will not be
reported on the
patient's semen
analysis report.

Normal Ranges

NOTE: Some test
ranges have been set
by the manufacturer as
a factory default based
on WHO or MES
guidelines (see SQA-V
User Guide).

The user can input
values based on
internal lab protocols.

The test report will
indicate if a test result
is out of the range
established by the
user.

Testing Facility

IVD

LANGUAGE

Test Parameters: Set up>V-
Sperm>Report>Test Parameters

Select the information to be viewed on
the V-Sperm screens and reported on
the test report.

Click the Vv column to select the test
report parameters.

Check / Uncheck - Show morphology
recommendation note

Click APPLY to enter.

Normal Ranges: Set up>V-
Sperm>Report>Normal Ranges

To set the normal range for a test
result, click the ARROW pointing to the
parameter to be set.

=
The Normal Range Settings screen

will appear.

Enter the desired symbol (=, <, =,
etc.).

Enter the desired value.
Click APPLY to enter.

Testing Facility: Set up>Vv-
Sperm>Report>Testing Facility

Enter the details of the testing facility
that is to be displayed on the semen
analysis report.

Check the Show in Report box.

Click Apply to save the changes.

12

System

»

Mormal Range |

# Immot. Spermivol
# Immotile Sperm

# Motile Sperm

# Motile Spermiol
# Total Sperm

# Total Spermivol
Abnormal Forms
Abstinence
Acrosome Test

All Sperm
Arti-Sperm Ab
Collect to Test Time
Cyto Droplets
Fructose

FSC

Functional Sperm
Head Defects
Immature Cells
Immotility
Immunobead

==40

=7
==14

it it et R R Rt Gt T Ty

4

‘H Normal Range Settings

x.

Field Symbol Number

Al Sperm (M)

Apply I Cancel

Testing Facility

City

University Hospital

Address

State

1234 Washington Blvel

Phone Number

Zip

Fax Number

[V Show In Report

Aoply

g
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Language: Set up>V- e ] Lorquase
Sperm>Report>Language T == a
# Mm!\e Sperm # Motile Sperm
. . e G
The system default is English. T s ¢ Tasrema
Select "Other 1” or “Other 2” from the  fwm ™"
Aggregation Aggregation
Language drop-down menu to enter e
text in another language. S
Birth Date Birth Date
. Comments Comments
® (Click APPLY to save the changes. o tropets o tropets
Date Sample Collected Date Sample Collected
e Bt -
Apply Cancel I

SQA-Y

SQA-V set-up
screen from
V-Sperm

CONTROL set-up
screen from
V-Sperm

NOTE: All Set-up fields
must have data in
order to transfer
information to the
SQA-V. If CONTROL
settings are not known,
enter “0” LOT #/
Target Value/+/-
Range. Enter current
date for the date field.

NOTE: The Set-up

IVD

SQA-V Set-up through V-Sperm (SQA-V version 2.48):
Two options are available from the Set-up > SQA-V buttons:
® SQA-V Defaults: Both the SQA-V system and control defaults can be set-up as
follows:
e Activate and connect both the SQA-V and V-Sperm
e Go to the SQA-V MAIN MENU and select: SERVICE >SERVICE DATA.

® (Click on: SET-UP>SQA-V>SQA-V DEFAULTS and the screen below will be
displayed. Data must be entered in all fields of the table below or the SQA-V will
not accept the default settings.

System
Choose date format SQA-V Date Marph. Criteria
(& Europe (DD/MM/YY) Erterlocal date [19/11/2015 = ® WHO 3rd
(O USA (MM/DD/YY) O WHO 4th
Conc./Chamber Standard Printing Cptions
||]:> o1 ®2 Automatically prirt all tast results
LES Automatically print Seff Test Report on Start Up
O 1(US) @ 2 (ROW) Printer Type: {2 Themal @ Ink
Control
Control Media
(&) Latex Beads (O Stabilized Spem
||]:> Level 1 Level 2 Megative Control
Lot # 1 Lot # 2 Lot # 3
Exp. Date |11f15 «| | B Date (11415 ~| | B Date |[11/15 -
Target Value |+~ Range_ Target Value |+~ Range_ Target Value | +~ Hange_
Automated 30 B Automated 20 3 Automated 0.0 0.0
Report | HApply | Cancel

® SQA-V System Default settings;
° Date Format (DD/MM/YY) or (MM/DD/YY) / Local date setting
° Conc./Chamber Standard 1 or 2 (See appendix for more information)

° LES setting — use ‘1’ if you operate in the U.S. or ‘2’ if the system will be
operating outside of the U.S.

° Morphology Criteria (WHO 3™ or WHO 4t Strict)
° Printing options: automatically print test results/self test report on start-up.
° Printer type: Set only to INK

g
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data transfer may take
several minutes!
Please wait.....

NOTE: Factory default

settings are listed in
RED.

Log Off

IVD

® Control Set-up (from the manufacturer’s labeling):

Select type of control: Latex beads or Stabilized Sperm.

Enter Lot Number for each control level (enter “0” if not known).
Enter +/- Range for each control level (enter “0” if not known).
Enter EXPIRATION date (use current date if EXP date is not known).

® Press the Report button to print the selected default settings.

® Press Apply to accept the default settings and transfer settings to the SQA-V.

SECTION 9: Utilities

To view and print the SQA-V SELF TEST
DATA for technical support purposes:

® (Click on the UTILITIES
navigation button

Select: SELF TEST DATA
Select: PRINT or SAVE

SECTION 10: Log-Off

LOG-OFF V-Sperm by clicking the navigation
button and confirming with a click.

® A new user can immediately log-on
from the screen.

® The V-Sperm program does not need

to be shut-down when a user logs-off.

SECTION 11: Exit

To Exit - Click on the OK button.

14

BACK

Motility Channel Conc. Channel

REF1 05 mv REF2 2680 v =5
LEDCUR. 1 12 mA LEDCUR.2 205 mé

AMPUTUDE 63 my CONC 1 0 Wil
SMI kS| CONCZ 1053 Ml
TEROLEVEL 520 CONC 3 4498 Ml

Algorithm
MsC 661  Mml | AREA 64
Conc 4498 Miml | Motility 147 %
N. Marph 184 % FsC 10.1 Wil
Velocity 4 mic/sec| Number of Spike B1

v-sperm |

Are you sure you want to log off Administrator ?

Yes Mo |

v-sperm N x|

Are you sure you want to exit Y-Sperm?

o]

Cancel I
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NOTE: Refer to the

"System Requirements"

section for details
regarding the minimum
requirements for
running V-Sperm.

NOTE: Skip to Phase 3
if the MDAC message is
not displayed

NOTE: It is highly
recommended to use
the manufacturer's
automatic default
settings.

The Video Capture Device should be installed prior to using V-
Sperm!

Phase 1: Video Capture Device Installation

V-Sperm requires that the user install the video capture device provided by the
manufacturer. For video capture device installation instructions, please refer to the
package insert in the V-Sperm package.

Step 2: USB to RS232 driver installation

An RS232 link is required between the V-Sperm and the SQA-V. If the V-Sperm
computer does not have an RS232 port an external USB to RS232 cable must be
installed. For Windows 7, the drivers are installed automatically when the cable is
plugged into the computer. For Windows XP, the drivers must be installed. Installation
instructions are provided in the Section 14 of this guide for XP operating systems.

Phase 3: Software Installation

Step 1: Insert the V-Sperm DOK into the PC - Double click on the installation
file.

Step 2: The screen will display: Initializing Wise Installation Wizard.

Step 3: Close any programs that are open or running.

Step 4: Run the installation program.

Step 5: When the installation program is finished click YES to proceed.

Phase 4: MDAC Installation X

. ; ; ~m This installati ires MDAC [Microsoft Dat

Step 1: A message will appear if MDAC { \1') Acﬁ;::goﬂggr::gt“s‘]’f; k& vl c_flle‘g’[f':f aa
(2.6 or above) is not installed re-installed) on your system. The installation of
on the PC. MDAL requires a reboot before the application

installation can begin.

Step 2: Click OK to install.

Step 3: Once installed, restart the oK | Cancel
computer by clicking OK when
prompted.

Step 4: The computer will re-start and
automatically begin installation.

Step 5: Click YES to proceed.

Phase 5: Collecting Information

Step 1: When the Welcome screen is displayed, click Next to proceed.

Step 2: The message "Please wait, installation is looking for a previous
version" will be displayed.

Step 3: If a previous version is on the computer please proceed to “Phase 6:
Import Data from a Previous Installation.”

Step 4: Click NEXT when the default directory for V-Sperm is displayed.

Step 5: Click NEXT when the default name for V-Sperm is displayed.

Step 6: Click Next to begin copying files (all information required for

installation has been gathered).

Ce
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Phase 6: Installation Process
Step 1: When all files have been copied the message: Updating System
Configuration, please wait... will be displayed.
Step 2: The security device driver will be installed and the screen will indicate
that this operation is in process.
Phase 7: Installation Complete install |
Click OK to restart the PC and complete the el aion Pros i O Dton o etat
. . computer. Press Cancel to return to Windows
software installation. without restarting.
oK I Cancel
NOTE: The RS232 SQA-V Communications Cable
Fommulﬁifja“?';s Eab'e ® Connect one end of the RS232
'Sst:_p\f_ led with the communications cable to the PC.
® Connect the other end of the RS232
communications cable to the SQA-V.
Video Capture Device Settings
Step 1: Log into V-Sperm
e User Name - administrator
o Password - fertility Communication cable connected
Step 2: Go to: Video > Video Settings
and this screen will appear
Step 3: Select these settings:
¢ Video compression: DivX
MPEG-4 Video Codec
e Video device - WDM V-Sperm -/ [
e Video input - Composite
¢ Video size and subtype - 640 e [
X 480 G e cobr |
. Voo conpessin [Dit MPES 4 Vieo Code: =] Prpese |
e Analog Video - PAL B - P —
Step 4: Press: Apply, to save the E s o ] it e ]
changes. | |
Step 5: Place a slide/sample in the - - -
SQA-V and select the VIDEO V-Sperm Video Settings Screen
function in V-Sperm to test if
the device is functioning
properly.
Step 6: Adjust the Video Settings to the
optimal values
e From the V-Sperm GOLD
main navigation screen
select Video > Real Time
Video > Settings, and go
to the "Video Proc Amp"
tab.
IVD e
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e The optimal settings are:

e Brightness: 50
e Contrast: 60
e Saturation: 0

e Please note: The values of
the "Brightness" and
"Contrast" parameters can
be slightly adjusted by the
user is order to fit the
preferences of every
individual.

STEP 1: From the desktop of the PC select: START > PROGRAMS >
V-SPERM > UNINSTALL.

Step 2: A message will be displayed: Initializing Wise Uninstall Wizard...

WARNING: Close Step 3: Select AUTOMATIC when the screen asks for an uninstall method.
V-S d th
opeﬁe;ﬁ?,gar';mi”ge?orﬁr Step 4: Click NEXT to continue.
beginning the uninstall
pf:;:g'sr_]g € uninsta Step 5: Click FINISH when the next screen notes that the uninstall has been
completed.
Step 6: Select YES TO ALL if a message asks to remove shared components.
Step 7: Uninstall will remove files and close automatically when the process is
complete.
The USB to RS232 device provides the connection between the SQA-V and V-Sperm
required to import test results which then can be viewed and analyzed from the V-
Sperm PC. In order to properly install the USB to RS232 device, please follow the
instructions below.
PLEASE NOTE: These instructions are for Windows XP users only. In Windows
7 the appropriate driver is automatically installed.
1. Close all open programs.
2. Insert the USB to RS232 FTDI Drivers DOK into the PC.
3. Double click on the installation file.
4. Wait a few seconds until the installation process is completed (the DOS
window displayed below will disappear)
IVD e
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Installing deiver...

5. Plug-in the USB cable of the USB to RS232 device into a USB port on the
PC.

Verifying Proper Installation
1. Click on START > RUN

2. Type: devmgmt.msc and click ENTER in order to open the
Device Manager.

1ol
=) Fie  Action  View ‘Window  Help ‘;IEILI
e Bm & 2m A

=), Svstem Taols
[g] Evert Wiswer

Batteries 1
J Bluctooth Radies

Shared Folders -1y Computer
% Local Users and Groups +]-cem Disk drives
Performance Logs and Alsrt: - @ Display adapters
g Device Manager £\, DYDJCD-ROM drives
=g Storage £1-i=% IDE ATAJATAPT controllers
Removable Storage - Keyboards
Disk Defragmenter 17"} Mice and other pointing devices
Disk Management - Modems
2 services and Applications -8 Monitors

+- B8 Metwork adapters

Forts (COM & LPT)
- 5 USE Serial Part (COMLO)

-4 SCSI and RAID controllers
- Secure Digital host controllers
+-8), Sound, video and game controllers

- 1 System devices =
4] | ]l | _>l_I

3. Verify that the driver is installed (check to see the driver in the red
boxed area displayed above).

IVD Ce
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