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Giles Scientific recommends obtaining the latest guidelines from CLSI (Clinical Laboratory Standards
Institute) and/or EUCAST (European Committee on Antimicrobial Susceptibility Testing) based on
individual laboratory testing methods.
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1. Intended Use & Function of BIOMIC® V3

1a. Antibiotic Susceptibility Testing

BIOMIC V3 is a personal computer based system providing complete data management for clinical
microbiology laboratories, susceptibility testing, epidemiology, infection control, and antimicrobial
agent research and development. It calculates antibiotic minimum inhibitory concentrations (MICs)
from the standard disk diffusion continuous gradient by direct regression analysis (20). BIOMIC com-
bines several features for accuracy and speed. An electronic caliper zone reader or video assisted
plate reader system minimizes technologist variation. Zone measurements are automatically record-
ed in a computer, reducing reading and transcription errors. Test results are easily transferred to
other computer programs or systems to display or further analyze.

BIOMIC V3 results help physicians to select the most active, least toxic and least costly drugs and en-
ables labs using the disk diffusion method to provide quantitative results without dilution testing ma-
terials. BIOMIC V3 provides maximum flexibility to test different specimens and organisms from
different clinics and locations that require different drugs to be tested. BIOMIC V3 includes most an-
timicrobial agents. The software is easily updated as new drugs or new guidelines become available.

Literature references are available at the end of this document and at www.biomic.com

1b. Organism Identification Testing

BIOMIC V3 is designed to automatically read various commercial brands of bacterial and yeast spe-
cies identification (ID) panels. After insertion of an ID test panel in BIOMIC V3, an ID code number is
displayed on-screen. The ID code number is based on automatic reading of the positive and negative
test reactions contained in each panel and described in each commercial ID panel package insert.
Depending on the panel type, the organism identification is shown on-screen or the code number is
typed into the appropriate manufacturer’s ID panel software, or looked up in their codebook to pro-

vide a species name.
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2. System Installation

2a. Computer Requirements

Windows 10 or 11

All Microsoft Service Packs and Critical Updates must be applied
Four available USB Ports

Serial port for LIS connection (if in use)

Internet Connection (recommended)

Surge Protector

Note: Faster computer with additional memory will improve software speed and performance

~ WARNING: Do not connect the Power or USB cables to the back of the BIOMIC V3
\ Reader until after the BIOMIC software is installed.

Note: Image below is USB & Power Cable on the back of the BIOMIC V3 Reader

2b. Computer Monitor Installation

Step 1: Unpack BIOMIC V3 & Review Accessories
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STEP 2: Tilt monitor for access to cable connections

Note: Image below is the view from bottom of monitor
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STEP 4: Connect Cable B (Audio Cable) to monitor & computer

STEP 5*: Connect either Cable C1 (Analog Monitor Cable - blue) or Cable
C2 (Digital Monitor Cable) to monitor & computer

“{ 2

*Note: Only one cable (C1 or C2) should be used depending on available computer connections

STEP 6: Connect Cable D (Monitor Power Cable) to monitor & surge protector
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STEP 7: Route all cables to the right side of the monitor and below the pocket
on the side of BIOMIC V3. Secure cables using two cable clips.

Cable Clip 1 a

Cable Clip 2

STEP 8: Start computer and install drivers

Windows will detect the monitor. A message may display asking which drives to install, or
the driver may install automatically with no message on-screen. These variations depend
on your Windows version.
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STEP 9: Confirm 1920 x 1080 screen resolution

Paste shortcut
Undo Rename Ctrl+Z|

[ Intel® Graphics Settings

New

[>3 Display settings

[ Personalize

Right mouse click on the computer desktop and select Display Settings from the popup menu.

Settings

@ Home

Find a setting

System

2 Display

449 Sound

[J Notifications & actions

Focus assist

@ Power & sleep

Display
Windows HD Color

Scale and layout

Change the size of text, apps, and other items

| 100% (Recommended)

anced scaling settings

= Storage

3 Tablet mode

et

Multitasking

Projecting to this PC

Shared expenences

2 X §

Clipboard
>¢  Remote Desktop

® About

Display resolution
> 1920 = 1080 (Recommended)
Display orientation
Landscape

Multiple displays

Multiple displays

| Extend these displays

Select Display Settings and confirm 1920 x 1080 screen resolution.
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2c. Software Installation

Insert BIOMIC CD in the computer or download the software installation from Giles Scientific.

Giles Scientific

BIOMIC

; Install BIOMIC Software | Choose an application to install.

Install Digi Counter Software | Move the mouse over a button for
P more information.

Select Install BIOMIC Software to
install or upgrade the BIOMIC
Identification and Susceptibility
Testing software.

Contact Us

- i
Iegaent?ﬂ‘ N’&ghts seved.

If using a CD to install, select Install BIOMIC Software from installation menu.

Note: If installation menu does not automatically display, locate the BIOMIC CD on your
computer and run BIOMICInstall20xx.exe to start installation.
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Welcome to the InstallShield Wizard for BIODMIC

The InstallShi Vizard will install BIOMIC on your computer. To continue, click Nexst.

InstaliShied ‘ [ < Back H 1 Cancel

Select Next to continue

License Agreement

P ad the following li agreement carefully

he PAGE DOWN key to zee the rest of the agreement.
f BIOMIC is a reqistered trademark of GILES SCIENTIFIC INC

Giles Scientific Inc

PO Box 4306, Santa Barbara, California US4 93103
Telephone: 805-963-3876, Fax 963-7768

Email: giles@biomic.com ‘Web: www.biomic.com

THE FOLLOWING 1S IN LIEU OF ALL WARRBANTIES, EXPRESSED, IMPLIED OR
STATUTORY, INCLUDING BUT NOT LIMITED TO ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR & PARTICULAR PURPOSE AND OF ANY OTHER
OBLIGATIONS ON THE PART GILES SCIENTIFIC, INC.

END USER LICENSE AGREEMENT

|. LICENSE.
A GRANT: By instaling the BIOMIC SOFT\WARE you are irevocably indicating the
acceptance of an offer according to the terms and conditions of this End User License

Do youaccept allthe 3 Mo, th up will
close, Toinstall Bl

InestallSliicld

Select Yes to continue
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Customer Information
Tupe your name, the company/institution you work for and the senal humber, The serial number
can be faund on the back of the BIBMIC CD envelops

User Name:

Giles Scientific

Compariy Name:

Giles Scientific

Senal Number

nstallSiiild ngaickgﬁ*ﬂexw f 1 Canicel

Enter Serial Number from the back of the CD envelope and select Next.

For a downloaded software version (if not using CD), a Serial Number will be provided.

Setup willinstall BIOMIC ity the following folder

Toinstall ta this folder, c ext Toinstallto a different folder, click Browse and select anather
folder.

Destination Folder

C: ABIOMIC

"1 Cancel VJH

Installifzld ! [ <Back ||

Recommended: BIOMIC installs to C drive by default.
Not Recommended: Select Browse to specific a custom location/folder.
Select Next to accept the software installation location/folder.
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Start Copying Files

Setup has enoudh informatioh t copying the program files. If you want to raview ar change
any:settings; click Back. If you sfied with the settings; click Next to begin copying files.

Current Settings

Destination Path: C:\Giles ScientifichBIOMIC
Name: Giles Scientific

Company/Institution: Giles Scientific

Serial Mumber:
Image Analysis [V3c)

Installflisld

| Concel |

Select Next to begin software installation. This may last 5-10 minutes.

If prompted to ‘install the driver software’, select Install.

InstallShield Wizard Complete

The InstaliShield Wizard has sessfully installed BIOMIC. - Before you can-use the program,
st restart your comp

o ant ta restart my computer now.

® No, | will restart rp computer later.

Remove any fron their dri nd then click Finish to complete setup

j Installfliicid ' [ < Back ” Finish [ 1 Cancel "‘

When software installation is complete, restart your computer if requested.

After restarting your computer, continue to reader installation.

WARNING: Security Permissions for the Giles Scientific directory
must be set to Full Control for all User groups. This is critical for
\ proper system function.
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2d. Reader Installation

Note: Image below shows connections on the back of BIOMIC V3.

Connect Cable E (Reader USB Cable) to the back of BIOMIC V3 and to any
available USB port on the computer.

When the Reader USB Cable is connected, the computer will automatically recognize the camera
and install the drivers.

12 BIOMIC® V3 Installation & Quick Reference Guide - International, M3282-8



2e. Power Installation

Connect Cable F (Reader Power Cable) to G (Reader Power Supply).

Connect G (Reader Power Supply) to the power inlet on the back of the Reader.

Connect F (Reader Power Cable) to the surge suppressor.

Your BIOMIC® V3 System is now installed.
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2f. Installation Troubleshooting

Reader Connection Error

If you receive the following error message when starting BIOMIC V3:

Cannok connect ta the Y3/ Vision reader. The reader may need to be reset,
on the back of the reader, pull out the cable connecting the reader ko the computer and reinsert ik,
Then click "Retry". IF problem persists, restart computer and by again.

Retry | Zancel

1. Check all cable connections
2. Restart the computer and try running BIOMIC again

3. Confirm your computer is using Windows 10 or 11

Control Panel Home

& Device Manager

“« 4 B3, Control Panel » System and Security System

View basic information about your computer

& Remote settings

14

& System protection

9 Advanced system settings

System
Processon:
Installed memory (RAM):
System type:

Pen and Touch:

Windows edition
Windows 10 Pro -- =
£ 2019 Microsoft Corporation. All ights reserved. .. W | n d OWS 1 O

Intel(R) Core{TM) i5-6500T CPU @ 2.50GHz 2.50 GHz
8.00 GB (7.88 GB usable)
64-bit Operating System, x64-based processor

No Pen or Touch Input is available for this Display

To check Windows version: Windows Start Menu > Control Panel > System and Security > System
Note: This path may vary based on your Windows version
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Reader Driver Reinstallation

If you connected the USB cable into the back of the Reader before installing the BIOMIC software,
you probably received the ‘Cannot Connect to Reader’ error. Follow this instructions below to re-
install the Reader Driver.

Go to: Windows Start Menu > Control Panel > Hardware and Sound > Device Manager

File Action View Help

e @0 HE| & F &S

4 = Test-PC
4% Computer

u Disk drives
B Display adapters
I iy DVD/CD-ROM drives
<= Floppy drive contrallers
—!:fg‘, Human Interface Devices
4 IDE ATA/ATAPI controllers
@ IEEE 1394 Bus host controllers
== Keyboards
)_us Mice and other pointing devices
&) Monitors
I ¥ Network adapters

fp Otherdevices
- _-1lln Unknown device
Processors

i -# Sound, video and game controllers
-JM System devices
8 Universal Serial Bus controllers

In the Other Devices category, select Unknown device then Uninstall.

Next, unplug the USB Cable from the back of BIOMIC V3 and plug it in again. Windows should
load the correct driver automatically.
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Reader Driver Reinstallation (Continued)

[LE=E .

Would you like to install this device s&tware?

~ Name: Lumenera Imaging devices
i’?g'? Publisher: Lumenera Corporation

[7] Always trust software from "Lumenera Install E Don't Install i

Corporation”,

# Youshould only install driver software from publishers you trust. How can I decide which
device software 15 safe to install?

. O ee——— =

Select Install to continue

File Action View Help
e | m| 0 HE & &S

42 Test-PC
{8 Computer
b = Disk drives
» -, Display adapters
b iy DVD/CD-ROM drives
b =3 Floppy drive controllers
b -ﬂg Human Interface Devices
b -t IDE ATA/ATAPI controllers
i@ IEEE1394 Bus host controllers

:4 25 Imaging devices
. -+%5% Lumenera USB 2.0 Camera | <
» = Keyboards

> - }3 Mice and other pointing devices

. B Monitors

» -&¥ Network adapters

- |3 Processors

.-/ Sound, video and game controllers
-8l System devices

- a Universal Serial Bus controllers

The correct device name under Imaging Devices should be Lumenera USB 2.0 Camera
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3. Software Setup

STEP 1: Select the BIOMIC icon on your Windows desktop

STEP 2: Calibration

The first time BIOMIC software is open, calibration will automatically begin. Refer to on-screen
calibration procedures or the Calibration section in this document for detailed instructions.
Successful calibration is required to read plates with BIOMIC V3.

STEP 3: Main Menu > Setup Center > Drug Panel Setup

BIOMIC V3 Microblology System

Test View Logs System Transfer Reports Help

Activate Optional Modules

Performed after:

» Initial system installation

* New software installation

« System is physically moved

| Animals |
ICU, Surgery, Ward  Urine, Blood, Wound, Equine, Cow, Dog,
* Add new organisms 1, Ward 2... Throat... Cat, Chicken, Fish...

* Rename organisms (veterinary labs only)

Printout and Language Test Information Screen User Expert Rules

Language, Header, Footer, Test Input fields (Patient Name, Pre-defined rules: unlikely result, Create custom rules:
Results Specimen #, Specimen Type, resistance detection (ESBL, » Example 1: Do not

User Defined Comments  Bas" i) MRSA, Dtest), suggestions. report/print drug ABC when...
Define frequently used Optional Fields

+ Example 2: Insert user
defined comment when...
comments, Custom define optional fields for
specimen and quality control
test.

BIOMIC® Setup Center

I s

Select drugs for testing against < View all drugs and
organisms and assign disk plate breakpoints (ZD and MIC)
positions. * Add new drugs

* Guidelines

Define frequent organisms for  « View all organisms
faster test input.

17

Reagent Log and QC Setup

Laboratory Information System. Setup reagent log and reagent

Order Search/Bar Code (Sl lliZES
AST/ID QC Profile Setup
MaldiLink

4 Setup profile for batch QC test

L

Results Storage MIC Strip & AST Methods

Startup full screen Interpret other AST methods,

Backup and recove: MIC rounding options
Reading Options Image Attachment

Test reading and display options Attach up to 3 images with test.

" Training Videos

Select Training Videos for detailed Drug Panel Setup instructions.

Drug Panel Setup is required to confirm antibiotics used in Disk Diffusion & Broth

Microdilution testing.

BIOMIC® V3 Installation & Quick Reference Guide - International, M3282-8



18

4. Performance Characteristics & Specifications

The accuracy and precision of disk versus dilution method MIC results is shown in the correlation
coefficients between zone diameters produced by disk diffusion method and MICs by dilution meth-
od. These are published for most antimicrobics early in development. Coefficients clearly demon-
strate the direct correlation between the diffusion method and the dilution method performed with-
out large gaps between dilutions. D’Amato and Thornsberry 1985 showed a 96% correlation be-
tween BIOMIC and microdilution MICs. However, microdilution panels often make room for more
drugs by reducing the number of concentrations tested, creating broad gaps in dilutions; the quality
of panel results is difficult to control in the laboratory. Broth media often does not support fastidious
organism growth as well as agar; this may result in trailing end-points that are difficult to read and
highly variable. While dilution methods measure susceptibility on a discontinuous scale, interrupted
by dilution intervals, the disk method measures susceptibility precisely on a continuous gradient
scale to millimeters of growth inhibition, much like the Etest® method.

MICs reported by the BIOMIC System are calculated by direct regression analysis based on concen-
tration of antimicrobial agent associated with each quantitative millimeter measurement. These re-
gression lines are very carefully determined by comparative studies correlating dilution MIC results
with agar diffusion results. A major factor in the accuracy of these results is that organisms with rel-
atively common growth rates need to be grouped together in regression analysis, (note: CLSI drug-
organisms groupings on published interpretive charts) because zone formation in all agar diffusion
assays is time dependent. Agar diffusion test results, as all quantitative methods, must be measured
guantitatively and quality controlled regularly in order to produce accurate quantitative MIC test re-
sults.

Reproducibility of the disk diffusion method was shown in one study of 2,181 bacterial-antibiotic
combinations re-tested by the CLSI disk diffusion method with interpretive agreement to be 94.5%.
Most changes (4.6% or 101/2181) were minor disagreements (R-I, I-S). Of the 19 remaining changes,
0.5% or 10 were from Rto S and 0.4% or 9 were S to R. Those changes that occurred tended to be
with combinations near interpretive breakpoints and the magnitude of differences between zone
diameters on re-testing was small, a mean of only 1.3 mm.

Data from College of American Pathologists (CAP) surveys indicate that overall disk diffusion test ac-
ceptable performance is over 95%. Reproducibility and accuracy of the disk diffusion method is well
established. Measurements using the BIOMIC System and computer analysis further enhance stand-
ardization and quality of antimicrobial susceptibility test results.

Literature references are available at the end of this document or at www.biomic.com
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5. Operating Instructions

5a. Antibiotic Susceptibility Testing Procedure

STEP 1: Main Menu > Testing Center > New Specimen Test

¥ BIOMIC V3 Miroblology System --IEa
Test View Logs System Transfer Reports Help

BIOMIC® Testing Center

6 New Specimen Test 6 Batch Specimen Test

Use with: Use only with:
+ LIS order query mode * 2-way LIS connection with worklist order download.

* 1-way LIS connection
* No LIS connection

STEP 2: Enter AST test information

g W,
EE Test Information
& Requirements in blue Today Is: 5/26/2020 1D - Identification Test
Specimen / Order Information 1D Panek|  <select ID method/panel> _]‘
‘ TestDate:| 5/26/2020 -] Initial: Reviewer: * Panels Enabled for Demo
Spedmen #: tsolate #:/ 1 | € earch Cleat ‘ A bility Test
p—— . ] ARERaRC SueCepcy <‘
Spedmen Type: Miscellaneous -] s Enabled for Demo
r . Organism Group: ji -
Location: [Other = ’P Most Common List J
— Organism:|Other |
Drug Pﬂ"e‘ikcuswm defined> -
Last Name: -
First Name: 1] Custom

Screen layout can be customized at Main Menu > Setup Center > Test Information Screen
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STEP 3: Open drawer and insert plate as instructed on-screen.
Note: For 90 mm plates, insert the black adapter ring first as displayed below.

STEP 4: Close drawer and select Read AST Plate

Read AST Plate (F10)

STEP 5: Review plate image on-screen

v BIOMIC V3 Microbiology System --El

K= Test Result

Brighten
Repeat to brighten more

Enhance

Enhance potential growth area with blue
color. May introduce noise and artifacts.

Drug code confidence

High
Low or not in-use

(@) Not identified

Zone diameter or MIC confidence
High

¥ Low
@:’l Very low or not read

This example is a 90mm antibiotic disk diffusion plate. Confirm or adjust red zone diameters.
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STEP 6: Select View Results

Drug Name ZD(mm) Raw| SIR Expert|
-!(}r Disk | Tetracycline 27 I :
2 |Disk |Penicillin 32 . N/A
= TDEk [t rosttii St ok T T
4 |Disk |Erythromycin 25 . S
5 |Disk |Vancomycin 5ug 20 S
6 |Disk |Oxacillin 21 R

View Disk Diffusion Training Videos for detailed instructions on how to adjust zone sizes,
confirm disk codes, select CLSI/EUCAST guidelines, and more.

STEP 7: Review Results, Move to Past Batch, Print, or LIS Transfer

¥ BIOMIC V3 [Microblology System - =N
Test View Logs System Transfer Reports Help

BIOMIC® Results Center

:) IR 'l

Review test results before they are sent to the LIS and moved Lookup past test results by: patient ID, organism, specimen #,
to Past Results. etc,

Data Export Image Capture Image Review/Transfer

Export data to Excel or WHONET. Save a test plate or panel Transfer images to Giles
Iimage without interpretation.  Sclentific for analysis.

System/Data Backup System/Data Restore m Open Archive

To prevent an accidental loss of data and software To improve BIOMIC performance, Giles Scientific recommends

configuration, it is critical to perform System Backup archiving data more than 3 years old.

frequently.

]@ Current Batch ¢ Past ©QC Move Test Resuits Options LX)
o ‘ Show All j @ Move Selected Results to Past
SHach 5 II at } Date I s " Move All Results to Past
imen = Ssolate a

. Fi I

D I 4 1 5/26/2020 Cc;r_m:,etet ;ha Itollowmg Task While Moving
v Frint Hesults

g ??564 ! SJEqf2020 v Transfer Results to LIS

1 654 1 4/22/2020
[ Effes4 1 4/22/2020
01 &Base 1 4/22/2020 = T oo |
] QBJ‘ 1 4/20/2020

Completed test results are stored in the Current Batch and can be reviewed or edited.
Move Current Batch tests to the Past when you have completed testing and reporting.

View Results Center Training Videos for detailed instructions.
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5b. Identification Panel Reading Procedure

STEP 1: Main Menu > Testing Center > New Specimen Test

¥ BIOMIC V3 Mirobiology System -=-IEa
Test View Logs System Transfer Reports Help

BIOMIC® Testing Center

6 New Specimen Test 6 Batch Specimen Test

Use with: Use only with:
* LIS order query mode « 2-way LIS connection with worklist order download.

* 1-way LIS connection
» No LIS connection

STEP 2: Enter ID test information including ID Panel

g &
482 Test Information
& Requirements in biue Today Is: 5/26/2020 1D - Identification Test /]
Specimen / Order Information D Panel:|  <select ID method/panel>
Test Dde:f 5/26/2020 L Initial: Reviewer: * Panels Enabled for Demo
J 3 2 e saarch Y
Spedmen # Isolate #: 1 Tl At AST- bility Test
N’ L T - .
Spedmen Type: |Miscellaneous -| Organisms Enabled for Demo
i’ - Organism Group: i -
Location: [Other = 1) Most Common List J
. = Organism: (Other |
Drug Pane!:{«ushom defined> *|
Last Name: =
First Name: @ Custom
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STEP 3: Open drawer and insert ID panel following on-screen instructions

BIOMIC V3

Crystal™ Insert

Note: Many ID panels require a plastic insert. Place the plastic insert into the drawer before
loading ID panel. Inserts can be stored in the pocket on the side of BIOMIC V3.

STEP 4: Close drawer and select Read ID Panel to view automated results

¥ BIOMIC V3 Micrablology System -2
0 = L] x & & ¥ [} )
New New QC Save Discard Prent Preven
LE| Test Information i | 7 BBL Crystal i Select any result to change, positive to
- — — — y

negative or negative to positive.

Next Test (F10)

Main Menu (F12)

— HPositive
A a8 c D E F G H 1 J upplomental T et Negatlve
BBL Crystal Enteric/Nonfermenter
B e S WA [EER = \ i Questionable
4
SE mE mE ma MmN am mA ms owE oam @ ioine Requives user input
O BaL NG FRO P BxY AR FHC GLR NAG
! - + + = + + - s s - Invalid well reaction or incorrect
, i B EE EE BN EE DN EE S panel
++ -+ =+ ++++ B . :
s ETISARTEEEE N s s Rare well reaction for current ID
ry rane well 1 = rent n
Positive identification | Biotype Typicalty | Probabiiey  FYETETes Riare wel reackan orcurent 5 narange . Very rare well reaction for current ID
) Klebsiella posumanies ssp pneunceise 2 (Vary Typecal) 998%  Posiivg Kenification

® 1D Panel Reading Tips

¢ ID Profile Number, Organism Identification, Biotype Typicality, Probability are displayed.
e Select +, -, or + to change the automated reading.

e Refer to Organism Identification Training Videos for detailed instructions.
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5c. Quality Control & Inventory Management Procedure

STEP 1: Main Menu > Quality Control Center > Disk QC

¥ BIOMIC V3 Mirobiology System .=
Test View Logs System Transfer Reports Help

BIOMIC® Quality Control Center

Quality Control Testing Inventory Management

) BETEE =

Results and Reporting Guidelines

QC Results List

QC Summary Reports

Disk QC reading procedures are the same as a specimen test.

/184 Test Information Y @D Plate ViE Test Result
Drug Name l ||€|I:n) | ZD(:;:::)“’ Quality | C | Manuf; | Lot # I Expire Date

1 |Disk |Ampicilin 20 15-22 OK BD 586554386895354 9/9/2021 View Lot ifoemation
2 |Disk |Amoxicillin-clavulanate 2 18-24 OK 8D 56576566897908 131912022 Viow Lot infacnation
3 |Disk |Cephalothin 18 15-21 ok ‘8D 76575673547899 | 3/16/2022 View Lot kfariation
4 |Disk |Gentamicin ‘ 22 19-26 " oK Oxoid 435868656345436547 151262022 Visw Lot Infarmiation
5 |Disk |Norfioxacin 30| 28-35 OK {Oxoid 54768564669768587 1512612023 View Lot Information
6 |Disk |Tnmethoprim 27128 T oK i BD 326865636585654 167182021 | \igw Lot Information

Disk QC Test results with Disk Inventory Management details including Manufacturer, Lot
Number, Expiration Date.

View Quality Control & Inventory Management Training Videos for detailed instructions.
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6. System Calibration

BIOMIC V3 calibration only needs to be performed after:

e Initial system installation

e New software installation

e System is physically moved

Note: Additional calibration steps may be required based on your BIOMIC V3 model and
software modules. Please follow instructions on screen.

STEP 1: Main Menu > Setup Center > Calibration

Calibration

STEP 2: Place calibration template (plan white plastic piece) into drawer.
Verify template is securely fit between 4 black screws. Select Next.

Important: Remove plate inserts from drawer before placing calibration template,

plastic piece) into dramwer, Verify calibeation templats s
rawer, Then select <Next>

Place calibration template (plain wi
securely £ between 4 black screws

This may take up to 30 saconds depending on your CompLter speed.

1

«(448,45) E={1414,956,1502) Da(1319,1675) Ba(1210,1505)
¥ R2

Current Calbeation Paramaters: E
=466, Y=467, R=( 6.236, 6.197)

STEP 3: Remove white calibration template from drawer.
Leave drawer empty and close drawer. Select Next.

Remove white calibration template from drawer. Leave drawer empty and close drawer. Then
select <Next> ......
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STEP 4: Place calibration insert (plastic piece with color blocks and black circles) into

drawer. Verify blue arrow mark on insert is aligned with drawer mark. Select Next.

Calibration N X

Place calibration insert (thin plastic piece with color blocks and circles) into drawer. Verify
blue arrow mark on insert is aligned with orange arrow mark on drawer. Then select <Next>

Next

STEP 5: Review automated zone diameter reading column (Read ZD) with actual
zone diameter reading (Actual ZD). BIOMIC V3 automatically calibrates to measure

zone diameters within acceptable range. Calibration may be repeated. Select Finish.

Translate < Back Finish Cancel Help

STEP 6: Select OK to save lighting calibration images. This may last 2-3
minutes depending on your computer.

Setup needs to save lighting calibration images. This may take 2-3
minutes to complete depending on the computer speed. Click OK to

continue.
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STEP 7: Keep the calibration insert in the drawer from the previous step.
Select Next to continue with color verification.

insert Calibration Template x

Important: Remove plate inserts from drawer before placing calibration template.

Place calibration insert (thin plastic piece with color blocks and circles) into drawer. Verify blue arrow mark
on insert is aligned with orange arrow mark on drawer. Then select <Next> ......

Current Calibration Parameters:  L=(448,48) E=(1414,956,1502) D=(1319,1675) B=(1210,1505)
X=466, Y=467, R=( 6.167, 6.128) R2

Next > ‘ Cancel ‘ Help ‘

STEP 8: Review color/UV verification results to confirm BIOMIC V3 is within
manufacturer’s acceptable specifications. Select Finish.

Color/UV Validation

Color/UV validation successful. Select "Finish" to exit.
Actual Color Read Color Actual Color Read Color
() = =] =]
(] | | |
= = = =
= =] =] =]
(=] | | |
= = = =
= = = =
= = = =
= =] =] =]
= (=] = [}
= =] =] =]
(=] (] (=] ]
= = =] =
(=] ] ] |
- ] = =
Color values are in red, green and blue.

< Back Finish Cancel Help

Your BIOMIC® V3 System is now calibrated.
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7. Precautions, Limitations, Troubleshooting

In Vitro results do not necessarily correlate with clinical response. Antimicrobial tissue levels vary
among patients on the same dosage schedule, and many different dosage schedules are used. Site
and severity of infections vary. MIC and S-I-R "breakpoints" and inhibitory quotients are numerical
values that must by definition be based on certain assumptions and approximations, as these values
are related to average peak human tissue levels of drug.

In view of the number of variables involved, by utilizing a continuous gradient of resistance and sus-
ceptibility rather than three categories, in more severe infections, the physician can more easily and
accurately choose the relatively most active drug.

Remove moisture and labels and do not write on bottom of test plates except with a fine-point yel-
low, red, green, blue ink felt pen that will not interfere with image analysis. Put labels or black
writing on side or plate lid, or under an unused/empty disk area on plate. Moisture, writing, or la-
bels on bottom of the plate can interfere with plate reading. Wipe moisture from bottom of the
plate before inserting into drawer.

The zone diameter circle should be just inside the edge of each zone. Manual adjustments of the
BIOMIC V3 automated zone measurements should only be necessary if not near the zone edge. Itis
important to minimize overlapping zones by positioning the more active drugs next to less active
drugs. When highly active drugs are placed together, accuracy of the zone reading is reduced and
may require visual confirmation on-screen.

Always use a disk dispenser to drop disks on plates, or print a paper template to slide under the
plates with positions marked. Giles Scientific recommends a maximum of 12 disks on 150mm
plates, and a maximum of 6 disks on 90mm plates.

If you are not using automatic disk locator, you must assign each disk position. BIOMIC V3 has ap-
proximately 20mm tolerance and it will not find disks outside that range. When setting up your
drug panels, put the most active drugs disks far apart to minimize overlapping of large zones.

If you are not using automatic disk locator, place plates in the drawer with antibiotic disk code
prompted (from screen) in the 12 o’clock position. Line it up with the mark on the drawer to ensure
disks are in the same position as during layout of that drug panel.

If bacterial growth is difficult to view on-screen, select the Enhance or Brighten features positioned
to the right of the plate image. If it is still too difficult to read the plate manually, enter the measure-
ments on-screen. Hemophilus and Neisseria may need more on-screen adjustments.

Note: Any serious incident that has occurred in relation to the device shall be reported to the manu-
facturer and the competent authority of the Member State in which the user and/or the patient is
established.
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8. Service and Maintenance

No maintenance of BIOMIC V3 is required. It contains no motors or moving parts. BIOMIC V3
requires no adjustments or lubrication. Lights in the system do not require maintenance and
are non-replaceable by the user.

Giles Scientific recommends performing routine maintenance on your computer with Windows.
This includes standard system functions such as backup, defragmentation, and virus protection.

A surge protector is required to guard against power surges causing potential damage to the
BIOMIC V3. Damage caused by power surges is not included in the system warranty.

8a. Touch Screen Monitor And Drawer Surface Cleaning Instructions

Any standard glass cleaner can be used to clean the touch screen monitor and drawer surface.
Standard hospital disinfectants can also be used including alcohol, lodine, and betadine. Disin-
fectants or glass cleaners should be applied to a cloth or towel and not sprayed directly on the
screen or drawer surface.
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