BG Analytics®

G_2636 Rev2 2022-01-26 BGA007

WWWw.acciusa.com

ASSOCIATES OF Telephone: (508) 540-3444

Toll-Free: (888) 395-2221

PSY CAPE COD - iz
SINCORPORATED Technical Support: (800) 848-3248

124 Bernard E. Saint Jean Drive  E. Falmouth, MA 02536 UsA  Customer Service: (800) 525-8378

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics”

C€

G_2636 Rev.2



Associates of Cape Cod, Inc. Associates of Cape Cod, Inc.

G_2636 Rev.2
Microsoft® Microsoft® .NET Microsoft Corporation / /
Windows®  Windows Microsoft

BG Analytics®  Fungitell STAT®  Associates of Cape Cod, Inc.

Lab Kinetics Incubating 8-well Tube Reader Lab Kinetics LLC

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2



© Copyright 2022, Associates of Cape Cod, Inc.

BG Analytics”

G_2636 Rev.2

1 ABOUE BG ANGIYEICS” ettt ettt ettt ettt r ettt eneens 2
PP 2
L 2 e et eeeeeeeeeeeett—————————aeeeeeeetett——————————aaaetetrtrattr———————_ 2
0 PSPPI 3
1.4 Fungitell STAT® ASSQy e 3
0 PP PP PPTPR 3
0 U 4
2 TGN T 1Y, £t 4
2 =GV T 11V Lot 4
2. e —reeeeeeeeeeeeeeeee——————aeeeeeeeeete———————————aaaeeettetatt——————————aaaaan 4
0 PP PPPPPPPNt 4
2. e e ettt eeeeeee et e e e aaaaaae 4
00 U PUPPPPPPPNt 4
2.6 BG ANGIYEICS” ettt et e sttt esteere et anens 6
2 PP PPPPRPRE 6
2.8 BGANAIYLICS s 9
B e ieeeeeeeeeeeeeereeeee—eieeeeeeeeeeeeette————————eeeeeeettettttt——————————ttetttttttta———————————_oo 10
3.0 PO e e e e e et et aaaeaaeertatt————————————__ 10
3L e e e e e et ———————————a 10
4 FUNGITEI STAT® ASSAY .viviieieieeicee ettt ste ettt e et e e st et e st et eseenserestesteseesestesteseeneeneeeas 11
PP PPPTPRPPPN 11
PP OPPPPPPPPPPINt 12
PO SPPPPPPPTPRINt 14
L PP PSR PPPPPPPRt 16
01 PSP PR PPPPPPPPRY 16
5.2 16
PO PPR P PPPPPIRY 17
O SO UP TP PPR P PPPPPPPPRY 18
0 PO P TP PPR R PUPPPPPPRY 19
PP PP PPPPRS R PPPPPPPPRY 19
2 PP PPPPPRRPPPPPIN 19
7201 P P PO O PP TP PPR R PUPPPPPPRY 20



7 PP 20

S 21
8.1 Lab Kinetics Incubating 8-well Tube REAdEr.......ccocuviiiiiiiiiiiiee e 21
8.2 BG ANAIYEICS” oottt ettt ettt ettt r et et st a et ereans 22
8.3 O T ettt 23
B4 QC et ettt bbbttt bttt eht e st e sateshtesheenbeenrean 24

O ettt ettt be et ettt eht e s he e e bt e eh e e sh e e e bt e bt e bt et e e bt e bt enteenesate s 25

L0 ettt ettt e b e e bt e bt e bt e bt et e e bt et e ea et et e ea b e eabeeabeeatesaeesheenheenne 26

L ettt ettt e e bt b e e bt e bt e bt e bt e bt et e et e e bt et e e b e satesaaenae 26

L ettt e e e e et ettt e eeeeee ettt b bt e eeeeeet et e et hh e eeeeeeeeetanranaaans 26

A ettt et ettt et h et h e e she e bt e n bt e s bt e sbeenbe e bt e beentes 27
2 RSP 28

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2



1 About BG Analytics®

BG Analytics® B-Glucan Analysis

2 BG Analytic8 3
1.1
BG Analytics® Fungitell STAT® Assay
Associates of Cape Cod Inc.  (ACC) FT007
Fungitell STAT®
Lab Kinetics Incubating 8-well Tube Reader
Fungitell STAT® PKFO8 BG Analytics®
9 Fungitell STAT® Assay (10) STAT
STAT STD
1 PKFO8 (8)
1 7
T Fungitell STAT®
10
Fungitell STAT®
Fungitell STAT®
15 5
1 8
1.2
(1->3)-B-D- G

Fungitell STAT® Kinetics

BG Analytics®

(1-3)-p-D-

(LAL)
(PN002603)
PKFO8 PKFO8
STAT RGT (5) STAT
STAT STD 7
STAT STD
10  Fungitell STAT®
(5) (8)
STAT STD
G
Boc-Leu-Gly-Arg-pNA 405 nm
1

Fungitell STAT®

Fungitell FAT®

<0.74

0.75-1.1

>1.2

1. Fungitell STAT®TM
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13

- BG Analytics® PKFO8 Associates of Cape Cod, Inc. PKF08-PKG
- BG Analytics® ACC https://portal.acciusa.com
0 BG Analytics®
[0}
o PKFO8 Lab Kinetics
A PKFO8 PKF
[0}
- BG Analytics® (G_1867)  BG Analytics® (G_1866) ACC
www.acciusa.com
1.4 Fungitell STAT® Assay
1. Fungitell STAT® Assay # FT007
2. LAL * 55mL # W0051-10
3. 0.125MKOH 0.6 MKClI* 2.5mL #APS51-5
4. 20-200 uL  100-1000 pL
5. * 250 L #PPT25 1000 ulL #PPT10
6. * (20-200 pL TPT50) * 12
x75mm TB240-5
7. (37°C) 405nm  495nm 0-1.0 Lab
Kinetics Incubating 8-well Tube Reader Associates of Cape Cod, Inc. PKF08-PKG
BGAO007 Fungitell STAT®
* Associates of Cape Cod, Inc.
15
BGA Lab Kinetics Incubating 8-well Tube Reader Associates of Cape Cod, Inc.
PKFO8-PKG PKFO8 (8)
PKFO8 12x65 mm
1. Lab Kinetics Incubatingv@ell Tube Reader
PKFO8 10 37Czx1°C BG Analytics®
PKFO8 (Kinetic) 405 nm 495 nm

Kinetic 40 2400 5

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2
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Associates of Cape Cod, Inc. BG Analytics® (G_1866) PKFO8 BG
Analytics®
1.6
2 BG Analytics®
2.1  BG Analytics’
2
Microsoft® Windows® 10 64 1809
4GB
8 GB
10GB
15GB
(1) USB 2)
2 BG Analytic®
ACC Microsoft® Windows
bl Microsoft®Windows
0 BG Analytics® Microsoft®Windows
BGA
1
2.2
BGA USB HID Honeywell
Honeywell PN 1950HHD Honeywell 1950HSR
2.3
BG Analytics®
ACC
2.4
SQlite ACC
BG Analytics® BG Analytics®
2.5
BGA Microsoft® Windows BGA SQlite
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BGA Microsoft ~ MSIX Applnstaller
PowerShell Microsoft Intune  Microsoft
Endpoint Configuration Manager /
BG Analytics

Associates of Cape Cod, Inc. (CN="Associates of Cape Cod, Inc.", O="Associates of Cape Cod, Inc.",
L=East Falmouth, S=Massachusetts, C=US) BGA

1.
2. BG Analytics® .MSIX
= O *
. Install BG Analytics?
Publisher: Associates of Cape Cod, Inc.
Version: 1.1.1.57378
Capabilities:
= Uses all system resources
= Access your Internet connection
|
|
3. BG Analytiés
3. Associates of Cape Cod, Inc.
4.
5. BG Analytics®
6. BG Analytic8

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2 5



© BG Analytics™ v1.0.377.23116 - O X

BG ANALYTICS™ SOFTWARE END USER LICENSE AGREEMENT

This BG Analytics™ End User Software License Agreement ("Agreement”) for Associates of Cape Ced, Inc.'s BG Analytics™ software
includes the terms, conditions and definitions for the legal use of such software, By installing this software, Licensee acknowledges that
Licensee has read and agrees to the terms and conditions herein.

1. DEFINITIONS

a. Affiliates: any business entity, which controls, is controlled by or is under commeon control of Licensee. A business entity
shall be deemed to control another business if it owns directly or indirectly in excess of fifty percent (50%) of the outstanding
wvoting securities or capital stock of such business entity or other comparable equity or ownership interest with respect to any
entity other than a corporation.

b. Licensee: refers to the entity and any subsidiaries that have entered into this Agreement with Associates of Cape Cod, Inc.
("ACC") to use ACC's programs with the application package.

¢. Documentation: written and/or electronic materials furnished from time to time by ACC to Licensee’s for use with the
Licensed Products (as defined herein below).

d. End User: refers to any party that is licensed to use the Licensed Product with the programs for its own business operations
subject to the terms of a BG Analytics™ Software End User License Agreement as further provided for in this agreement.

e. End User License Agreement: refers to a legally binding written agreement granting Licensee, the End User the right to use
the program which is subject to the terms of this Agreement, and which becomes effective upon the installation of the
software by the Licensee.

f.  Error: any failure by the Licensed Products to conform substantially to the Documentation, provided that Licensee informs

Accept Decline
4. BG Analyti¢s
BG Analytic8
2.6  BG Analytics’
BGA
1.
2. BG Analytics® B
3. BG Analytics™
4. 5
BG Analytics o [= |[=

BG ANALYTICS”

pB-Glucan Analysis Software

N | W

Start Test View Results

Backup

5. BG Analyti&s
2.7
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Start Test

=

View Results
= _
Backup
3. BG Analyti&s
A 271 PKFO08
3
2.7.1
PKFO8 6
=BG Analytics™ v1.0.375.2893 [E]@

Verifying Instrument

BG ANALYTICS"

B-Glucan Analysis Software

Self test in progress...

PKF08-A100001 3686 °C | Connected

6. BG Analytiés

PKFO8

PKFO8

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2



BGA

PKF S/N

BGA

PKFO8

PKFO8

PKFO8

PKFO8

30

BGA
f 405 nm
f 495nm DV

1

BGA

4. BG Analyti¢s

30

(DV)

BGA
BGA

BGA

BGA

BGA

PKF08 DV

PKF08 DV

PKF08 DV

PKFO8

PKFO8

PKFO8

PKFO8

PKFO8

BGA

5. BG Analyti&s

Test Setup
User ID:
Standard Lot:
Reagent Lot:
APS Lot
Water Lot:

Notes:

Expiry: |Select a date
Expiry: |Select a date
Expiry:
Expiry:

Sample 1
Sample 2
Sample 3
Sample 4
Sample 5
Sample 6

Sample 7

PKF08-A100001

36.86 °C

None

© Copyright 2022, Associates of Cape Cod, Inc.
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7. BG Analytié&s

4 STAPAssay
2.7.2
8
5
===
Test History
Search: O Find
Date Sample Standard Lot Reagent Lot  APS Lot Water Lot User Instrument
12/12/2019 1:18:35 PM | P3 123 345 546 789 wwills 002D79FF
12/12/2019 1:18:35 PM | P2 123 345 546 789 wwills 002D79FF
12/12/2019 1:18:35 PM | P1 123 345 546 789 wwills 002D79FF
12/11/2019 9:30:28 AM | P3 123 456 789 901 user 002D79FF
12/11/2019 9:30:28 AM | P2 123 456 789 901 user 002D79FF
12/11/2019 9:30:28 AM | P1 123 456 789 901 user 002D79FF
12/11/2019 9:03:35 AM | P3 123 345 678 901 wwills 002D79FF
12/11/2019 9:03:35 AM | P2 123 345 678 901 wwills 002DT9FF
12/11/2019 9:03:35 AM | P1 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM | P7 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM | P& 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM | P5 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM | P4 123 345 678 901 wwills 002D79FF
8. BG Analytiés
. ®
2.8 BG Analytics

2.8.1 BGA

1. BG Analytics®

2.

3.

4. bgabackup-YEAR-MONTH-DAY BGA

5.

2.8.2 BGA

1. BG Analytics®

2. BGA

%LocalAppData%\Packages\BGAnalytics.Package_an7jsm1ljwze3c\LocalCache\Local

3.
4. bganalytics.db.
5. bgabackup-YEAR-MONTH-DAY

© Copyright 2022, Associates of Cape Cod, Inc.
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6. BG Analytics®

PKFO8

3.1 PKFO8
BG Analytics® Kinetic Assay  Lab Kinetics Incubating 8-well Tube Reader
PKFO8 PKFO8

PKFO8 www.acciusa.com

2. PKFO8
PKFO8

3. PKFOS PKFOS
(UPS)

4. usB PKFO8
5. PKFO8 usB

6. 37°C+1°C 20

3.2
BG Analytics® USB HID

3.2.1

3.2.2

1. BG Analytics®
2. BG Analytics®

3. BG Analytics®

6. BG Analytic8

ACC

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2
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BG Analytics® (G_1866) Fungitell STAT’ Assay

4 Fungitell STAT® Assay
BG Analytics® Fungitell STAT® Assay
4.1
Fungitell STAT® (PN0O02603) Fungitell STAT® (PN002617)

STATSTD  STATRGT

1. PKFO8 37°C+1°C 20

2. BG Analytics®

3.

4, 9
9 ID
q (STAT STD)

9 Reagent (STAT RGT)

1 ID (7)
| ID
Il ID
1 (APS)
1
1
5.
BG Analytic8
6 10

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2
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Test Setup

User ID: [vwills -l P
Standard Lot: |123 Expiry: | 2/29/2020 Sample 2
: iry: | 2/29/2020 [
Reagent Lot: |234 Expiry: Sample 3
APS Lot: [345 Expiry: | 2/29/2020
- Sample 4
Water Lot: |456 Expiry: | 2/22/2020
Sample 5
Notes:
Sample 6
Sample 7
Press Start button to begin Incubation.
PKFO8-A100001 36.9°C | Connected
9. BG Analytics q
4.2
10
10
STAT STD 1 7
= BG Analytics™ v1. EI@
Incubating
Standard 1 2 3 4 5 6 T
Empty Empty N/A N/A N/A N/A N/A N/A
Standard P1
Insert tubes to start incubation, or press Next to start collection.
PKF08-A100002 37.5°C Connected
10. BG Analyti&s
PKFO8 11
ID
© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2 12



< BG Analytics™ v1.0.375.2803 [=][@ =]
Incubating
Standard 1 2 3 4 5 6 T
Incubating Incubating N/A N/A N/A N/A N/A N/A
Standard P1
Remove tubes when incubation completes. Next =
PKFO8-A100002 | 372°C | Connected
11. BG Analytié&s STAT STD
@ 1
APS Fungitell STAT BG Analytic8
BGA
3.
4. BGA
=BG Analytics™ v1.0 EI@
Incubating
Standard 1 2 3 4 5 6 T
Done Done N/A MN/A MN/A N/A N/A MN/A
Incubating Incubating
Standard P1
Remove tubes when incubation completes. Next =
PKF08-A100002 37.0°C Connected
12. 10 BG Analytic%
© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2

13



4.3

1. ID 13
=BG Analytics™ v1.0.375.2893 EI@
Collecting Data
Standard 1 2 3 4 5 [ T
Ready Ready N/A N/A N/A N/A N/A N/A
Standard P1
Insert tubes to start data collection.
PKFO8-A100002 | 370°C | Connected
13. BG Analytiés
2. STATSTD  STAT RGT PKFO8  BG Analytics®
i STAT STD 7
6
3. 40
i 8
4. STAT RGT 14
i. STAT RGT ID STAT RGT
ID 10
ii. 5 35:00
ID BGA

© Copyright 2022, Associates of Cape Cod, Inc.
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iii. STAT RGT ID N/A
=BG Analytics™ v1.0.373.2893 EI@
Collecting Data
Standard 1 2 3 4 5 6 T
Collecting Collecting N/A N/A NfA N/A N/A N/A
Standard P1
Collection will complete automatically or when tubes are removed.
PKFO&-A100002 | 311°C | Connected
14. BG Analytics® STAT STD (1) 1
5. STAT RGT ID ID
6. 37°Ct1°C 2400
i BGA BGA
7.40
8. BGA
15
= 'BG Analytics™ v1.0.375.2893 EI@
Complete

The test has finished

[ View Results

© Copyright 2022, Associates of Cape Cod, Inc.
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1.
2. BGA BG Analytic8 16
E H ™
§ BG Analytics™ Test Result
Test Time: 1/6/2022 11:49:15 AM Standard Lot #: 500011  Expiry: 1/7/2023
User ID: aturley Reagent Lot #: 50001 Expiry: 1/7/2023
S/N: PKF0S-A100030 APS Lot 2: 2571014 Expiry: 5/19/2023
Software Ver.: 1.1.1+22e070746¢ Water Lot #: 3144300 Expiry: 4/23/2022
Notes: Avg Temp: 37.0"C
Sample ID: IND
QC Status
Valid - In Range IND
101
Index -
Ll 040 0.75 115 3.50
Sample Category
Indeterminate
S tapon S e X Come
16. BG Analytiés
3. 5.3
4. (1) ID
1.
"8G Anaytics™ (===
Test History
Search: O Find .—j Clear
Date Sample Standard Lot Reagent Lot APS Lot Water Lot User Instrument
12/12/2019 1:18:35 PM [P3 123 345 546 789 wwills 002DT79FF
12/12/2019 1:18:35 PM [ P2 123 345 546 789 wwills 002DT79FF
12/12/2019 1:18:35 PM [ P1 123 345 546 789 wwills 002D79FF
12/11/2019 9:30:28 AM [ P2 123 456 789 901 user 002D79FF
12/11/2019 9:30:28 AM [ P2 123 456 789 901 user 002DT9FF
12/11/2019 9:30:28 AM [P1 123 456 789 901 user 002DT9FF
12/11/2019 9:03:35 AM [ P2 123 345 678 901 wwills 002DT9FF
12/11/2019 9:03:35 AM [ P2 123 345 678 901 wwills 002D79FF
12/11/2019 9:03:35 AM [P1 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM [P7 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM [P6 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM [P5 123 345 678 901 wwills 002D79FF
12/10/2019 3:46:53 PM P4 123 345 678 901 wwills 002D79FF
17. BG Analytics®
© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics® G_2636 Rev.2 16



5.3

2. ID )
(7)
3 ID
4 ID
5. 53
6. (1) ID
BG Analytics® 18
s BG Analytics™ v1.0.377.23116 (S ==
B BG Analytics™ Test Result
Test Time: 3/5/2020 2:20:41 PM Standard Lot #: 500004  Expiry: 3/7/2020
User 1Dt vwills Reagent Lot # 500001  Expiry: 3/28/2020
S/M: PKF0O8-A100003 APS Lot #: 2571006 Expiry: 3/28/2020
Software Ver.: 1.0.356+d4551e3a70 Water Lot #: 314 Expiry: 3/7/2020
Notes: Avg Temp: 36.8 °C
Sample ID: $1
QC Status
Valid - In Range IND
1.04
Index | B
104 040 075 115 350
Sample Category
Indeterminate
(e ] (B
18. P1 BG Analytic
(1) (7) (7)
(0]
A / ID PKFO8
A
1 (STAT STD) (STATRGT) APS
1
(0]
A ID
A (Q0)
A Qc
1
(0] 0.40 3.50 0.75 115
18 Qc
© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2
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o] 040 3.50

A Kinetic Qc
0 Delta OD (405 -—495 nm) (s) 1900 2400
R 8
Qc
o} 7 Qc 7.2
Sample ID: Non recon 3
QC Status
Invalid - OD Not Above 0 At 500
Index
Index Not Calculated
Sample Category
Not Reportable
040
030
H
§. 0.20
g
£
(=]
0.10
0.00 L5 —
0055 500 1000 1500 2000 2500
Time (s)
Y-Intercept: -0.146  Slope 0.00012 R: 1.000
19. QC BG Analytic®
5.4
54.1
1.
2.
3. A4
4.
5.
5.4.2
1. BG Analytics®
2.
3.
4.

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics” G_2636 Rev.2
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5. BG Analytics®

6.
5.5
bl ID
q (STAT STD)
i Reagent (STAT RGT)
i APS
1
i ID
1
1. BG Analytics®
2.
3 ID
4 ID
5.
6
BG Analytics®
1.
2. BG Analytic8
3.
4,
7
Fungitell STAT®
(PN002603)
37°C+1°C
ID
1.QC
2.
3 Qc
BG Analytics® ID QC

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’

Qc
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7.1

1 Qc BGA
o QC - 6
o -
o]
8
QC
C
G 1900 2400 R
<0.980
G 1900 2400 <
0.00010 OD/
G 1900 2400 >
0.00024 OD/
C
6 QC
1 Qc Qc BGA 7.2
7.2
1 Qc BGA
o QC - 7
0
o]
BGA Kinetic
8
QC
C
¢500nm OD 0 500 Kinetic
q oD Kinetic 2390 OF >-0.005
q 1900 2400
N 1900 2400 <
0.980
q
7 QC
© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2 20



1 Qc BGA

Kinetic

QC
S (1->3)-B-D-
c (1-53)-B-D- *

8: BG Analyti&s
1 QcC BGA 9
Kinetic

QC
C >1.15 (1->3)-B-D-
C 0.74 < (1->3)-p-D-

<1.15
C <0.74 (1->3)-B-D- *
9: BG Analytiés
* 0 M Mo
6 MIHo U -D- L2 0 ™ Mo
Mucorales Absidia Mucor  Rhizopu$3 0 M Mo
0 M Mo Fungitell STAP4 6 m3p -D-
Fungitell STAT (PN002603)
8
001-800-848-3248 TechnicalServices@acciusa.com Associates of
Cape Cod Inc.

8.1 Lab Kinetics Incubating 8-well Tube Reader

8.1.1
LCD LED

8.1.2 LED
1 12x65 mm

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2
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8.1.3 LED

8.1.4

PKFO8 Fungitell STAT® STD

A PKFO8

1 PKFO8

8.1.5

LED

1
1

8.1.6
PKFO8 NIST
BGA

20 37°C+1°C

8.1.7 PKFO8  BG Analytics’
BGA PKFO8

PKFO8

BGA

8.2 BG Analytics’
8.2.1

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’

12x65 mm

RGT 12x65 mm

PKFO8

PKFO8

BGA
120 BGA

PKFO8

120

G_2636 Rev.2 22



8.2.2

usB

8.2.3

8.2.4

8.2.5

8.2.6

8.2.7

8.2.8

8.3
8.3.1

8.3.2

PKFO8
USB
PKFO8 DV (405 nm)
BG Analytics® BGA
LED
10
PKFO8 LED
PKFO8 UPS
SQlite
3
BG Analytics®
PKFO8
BGA
BGA

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2 23



8.3.3 PKFO8 STAT STD
STATSTD  STATRGT PKFO8 STAT STD
STATSTD  STATRGT PKFO8
BGA
& STAT STD STAT RGT
8.3.4 PKFO8
STAT RGT PKFO8 BGA 1
7 5
STATSTD  STATRGT 35:00
BGA
BGA 10
8.3.5
BGA BGA
1 Qc
1 Qc
84 QC

8.4.1 -
8.4.2 -

1900 2400 Kinetic (R) >0.980 R <0.980
8.4.3 -

1900 2400 Kinetic 0.00010 - 0.00024 OD/
>0.00024 OD/
8.4.4 -

1900 2400 Kinetic 0.00010 - 0.00024 OD/

<0.00010 OD/

8.4.5 -

Kinetic

© Copyright 2022, Associates of Cape Cod, Inc.
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0.754

0.501

0.254

Delta OD 405-495 nm

0 500 1000 1500 2000 2500

Time (s)
20. Fungitell STAT Kinetic
8.4.6 -
PKFO8
8.4.7 -500nm OD 0
500 Kinetic
8.4.8 - oD
Kinetic OD >-0.005 OD <-0.005
STAT RGT
8.4.9 -
1900 2400 Kinetic
8.4.10 -
1900 2400 Kinetic (R) >0.980
8.4.11 -

Kinetic 20

m Emergo Europe, Prinsessegracht 20, 2514 AP, The Hague, The Netherlands

© Copyright 2022, Associates of Cape Cod, Inc. BG Analytics’ G_2636 Rev.2
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10

c € Indicates compliance with the requirements of all the applicable EU directives
A Caution - see accompanying documents

In Vitro Diagnostic Device

Product Model Name

u Manufacturer

[EC |REP] FU Representative
11
2
Qc Qc <0.03 0z <-0.005 OD “NaN”
12
1 Miyazaki, T., Kohno, S., Mitutake, K., Maesaki, S., Tanaka, K-I., Ishikawa, N., and Hara, K. 1995.
(1->3)-R-D-

J. Clinical Microbiol. 33: 3115-3118.
2Binder, U., Maurer, E., and Lass-Florl, C. 2014. - Lin. Microbiol. Infect. 20 (Suppl.6): 60-66.
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Associates of Cape Cod, Inc.
124 Bernard E. Saint Jean Drive
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(888)395-2221  (508) 540-3444
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