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Consumer information

Proprietary The contents of this manual are the property of Haemonetics Corporation.
rig hts Haemonetics® and PCS® are trademarks or registered trademarks of
Haemonetics Corporation in the United States and/or other countries.

Any information or descriptions contained in this manual may not be
reproduced, released to the general public, or used in conjunction with any
professional instruction without written consent of Haemonetics Corporation,
Haemoscope Division, USA. Please direct any written inquiries to the
appropriate address.

Corporate headquarters International headquarters
Haemonetics Corporation Haemonetics S.A.

400 Wood Road Rue des Fléchéres

Braintree, MA 02184 Signy Centre

U.S.A. P.O. Box 262

Tel.: +1 781 848 7100 1274 Signy-Centre, Switzerland
Fax: +1 781 848 5106 Tel.: +41 22 363 9011

Fax: +41 22 363 9054

Disclaimer This manual is intended as a guide to provide the operator with necessary
instructions on the proper use and maintenance of certain Haemonetics
Corporation products. This manual should be used in conjunction with
instruction and training supplied by qualified Haemonetics personnel.

Any failure to following the instructions as described could result in impaired
product function, injury to the operator or others, or void applicable product

warranties. Haemonetics accepts no responsibility for liability resulting from
improper use or maintenance of its products.

Utilization of Haemonetics products may require the operator to handle and
dispose of blood-contaminated material. An operator must fully understand
and implement all regulations governing the safe handling of blood products
and waste, including the policies and procedures of their facility.

Handling and use of any blood products collected using Haemonetics
equipment are subject to the decisions of the attending physician or other
qualified medical personnel. Haemonetics makes no warranty with respect to
such blood products.

USA Federal Law restricts the sale, distribution or use of this device to, by or
on the order of a physician.
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Intended Use

The eBDS Oxygen analyzer is a component of the eBDS Bacteria Detection
System. The eBDS Oxygen Analyzer measures the percent of oxygen in the
headspace air of the sample pouch after 35 °C incubation.The eBDS Oxygen
Analyzer and the eBDS Sample Set are used together in qualitative procedures
for the recovery and detection of aerobic and facultative anaerobic
microorganisms (bacteria) for quality control testing of apheresis and single
and pooled units of whole blood derived platelet products in plasma.
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Analyzer Components

The primary Analyzer components are:

Figure 3-1, eBDS Oxygen Analyzer
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Table 3-1, Analyzer Components

Display

Soft Keys

Fixed Keys

Sample Probe

Holder for Sample Probe

Rubber Disc for Leak Test

Sample Gas Inlet

Sample Gas Outlet

RS232C to Personal
Computer

Main Switch

Mains Voltage Selector

Mains Inlet

Fan and Dust Filter (Gas
outlet located on rear panel
vents sample air to
atmosphere)

RS232C to Barcode Scanner
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International Symbols

International symbols referenced in this manual are:

@ Warning: Maintain ground/earth to avoid electric shock
c € This equipment complies with the IVDD Directive, 98/79/EC

< : This equipment is certified to the Canadian Standards Association. Certificate
c us No: 1263877
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Safety Precautions

A\

o
A

Universal
Precautions

BIOHAZARD
safety
procedures

A\
D

To protect your personal safety and ensure correct use of this equipment,
make sure you read and understand this guide.

The following terms are used:

DANGER: To designate a condition which MAY involve mortal danger or
serious injury

CAUTION: To designate a condition which MAY involve serious injury or
destruction of the equipment involved

NOTE: To designate a condition which MAY involve faulty operation of the
equipment thus causing faulty measuring results

IMPORTANT: Follow the instructions below carefully

Appropriate care should always be taken to guard against hazards when
handling untested blood components. Use of personal protective equipment
such as gloves, gowns and protective eye wear to help reduce the risk of
exposure is recommended. Hands and other skin surfaces should be washed
immediately and thoroughly if contaminated with blood.

Dispose of blood-contaminated products in a manner consistent with
established BIOHAZARD safety procedures.

DANGER:

Opening the eBDS Oxygen analyzer may involve mortal danger or serious
injury as live high-voltage leads may be exposed. Only authorized personnel
should open the cabinet.

When connecting to mains, Ground/Earth must always be connected.
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A CAUTION:
[ )

Use only original parts
e For indoor use only

e If Analyzeris moved or transported, make sure it is not exposed to shocks
or impact

e Analyzer should always be transported in the original box if warranty
repair work is to be carried out

e Analyzer should never be used unless the enclosed probe filter is
correctly fitted

e Buttons/keys on this equipment should only be finger touch operated,
sharp objects will destroy the touch-sensitive film

e Only use water or a mild soap solution to clean the front panel

e The warranty is invalidated if the above instructions are not strictly
adhered to

e Locate oxygen analyzer at least 5 cm (2.0 in.) from walls or other
electronic equipment
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Assembly and setup

Initial Assembly 1. Remove the eBDS Oxygen Analyzer from the shipping box.

IMPORTANT: Save the shipping box. The eBDS Oxygen Analyzer must be
transported in the original shipping box if warranty repairs are needed. Failure
to do so invalidates the Warranty. Call your Haemonetics Sales Representative
for instructions on how to return the eBDS Oxygen Analyzer.

6 Note: If the eBDS Oxygen Analyzer is to be used at altitudes between 1500 -
3000 meters (4900 - 9800 feet), contact a Haemonetics Service
Representative prior to preparing the system for use.

2. Attach end of hose tubing to sample gas inlet, located on the side panel
(Figure 4-1, G) of the Analyzer with finger screw. Do not over-tighten.

=1

Figure 4-1, Sample Probe Assembly and Probe Pen
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Table 4-1, Sampling Probe Components

A Sample Hose

B Gas Inlet of Analyzer
C Finger Screw

D O-Ring

E Probe Pen Assembly

F Probe Filter

G Probe

5. Attach the probe filter to the probe pen. Attach the probe to the probe
filter. Place the probe into the holder located on side of analyzer (Figure
4-1, E). Replace sample hose only when damaged. Conduct the Probe
Leak Test after every probe, filter, or probe assembly change, as
described in “Performing the Probe Leak Test” on page 50.

Selecting the To select the appropriate voltage for the eBDS Oxygen Analyzer:
approprlate 1. Before the power cord is connected to the eBDS Oxygen Analyzer,
voltage check that the device is adjusted to the correct voltage. The user can
select one of the following three voltages:
e 230 VAC,
e 115VAC

e 100V AC (Figure 3, A).

The currently selected voltage for the eBDS Oxygen Analyzer appears in the
small window in the fuse holder, which is located on the rear panel.

2. Depending on the selected voltage, two 5 x 20 mm fuses must be
inserted into the fuse holder with the following rated current:

Device Voltage Fuse
230 VAC 2 pcs. 0.63 AT
115 VAC or 100 V AC 2 pcs. 1.6 AT

* Additional fuse information is provided in “Power supply” on page 76.

Haemonetics® eBDS Oxygen Analyzer Device User Manual
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3. If the eBDS Oxygen Analyzer is to be used with a barcode scanner or a
PC running data-collection software, connect these devices to the eBDS
Oxygen Analyzer BEFORE applying power to the eBDS Oxygen
Analyzer.

4. Locate oxygen analyzer at least 5 cm (2.0 in.) from walls or other
electronic equipment.

o

Figure 4-2, Selection of Voltage for the Device
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Starting the To start the eBDS Oxygen Analyzer:

eBDS Oxygen 1. After confirming that the correct voltage is selected, and the appropriate
Analyzer fuses are inserted, connect the power cord to the eBDS Oxygen
Analyzer and then to the power outlet.

2. Turn on the device. The eBDS Oxygen Analyzer will begin operation with
a short self test.

Haemonetics eBDS

Oxygen
Analyzer

Self Test

Prg.verion:
eBDS_X.XX

6 Note: If there is a problem confirming the baseline with the eBDS Oxygen
Analyzer during or after the self test, refer to “Sample Test Procedure”, -
“Possible Alarm and Alert Messages During Measuring”.

After the self test, a warm-up period of 30 minutes must elapse before the
device is ready to measure.

[hcmoneme &1
11:48 »

12/31/2001
English

Ready in
30 min. M

3. Wait the stated time. The probe must be placed in the holder when not in
use.

4. After completion of the warm-up period, the eBDS Oxygen Analyzer will
automatically measure and reset the “Baseline” with the %02 in
atmospheric air.
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WAIT

Measuring
baseline

[ a—

5. If PC Handshake is enabled (“Enabling PC handshake and manual
logging” on page 30) the eBDS Oxygen Analyzer will verify that a PC
with data collection software is connected. If this is not the case, an
“ALARM” message is displayed. If PC handshake is disabled, the eBDS
Oxygen Analyzer will bypass this item.

The user may now be requested to carry out a Log On procedure before being
able to initiate a sample test (“Sampling” on page 41).

After one hour of inactivity, the eBDS Oxygen Analyzer will automatically
initiate a baseline confirmation. When confirmed, the baseline is reset.
Automatic baseline confirmation will not be executed when the user is
prompted, or when displaying “Pass” or “Fail” or if in a sub-menu.

When returning from one of these conditions, the baseline will be confirmed/
reset immediately if more than one hour has elapsed since the last baseline
confirmation.

P/N COL_COPY000535_US(AB) Haemonetics® eBDS Oxygen Analyzer Device User Manual



25

Functions of Soft keys

keys and icons
Soft keys are the keys below the icon in the display. The following icons

can be displayed above the soft keys.
Confirm/Accept
Cancel/previous menu/baseline measurement
8] Go to the diagnostic menu
Go to the setup menu
Go to the next screen

Resend data in Log data menu

EIGo to the Log data menu (only accessible when Manual logging is set to “Yes”)
Go to “Enter passcode” screen. Entering the valid passcode provides access
to the Setup Menu and Diagnostic Menu
Fixed keys

Start measuring/ (select, enter)

Manual Probe Leak Test

. Up (select previous or contrast up)

P” Down (select next or contrast down)

> Right (next digit)
Setting up the Set up the eBDS Oxygen Analyzer using the Setup Menu.
eBDS Oxygen _ ,
Note: Access to the Setup Menu requires the user to enter the User Supervisor
Analyzer passcode:

To set up the eBDS Oxygen Analyzer:
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1. In the main display, press E The Enter passcode screen appears.

Enter passcode

0000

2. Using the fixed keys, enter the User supervisor passcode

3. Press pAfto confirm.

4. lIcons and /"":’-3’ now appear, providing access to, respectively, the
Setup Menu and the Diagnostic Menu.

\Beemonstics eBDS,

5. Press to go to the Setup Menu.
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T

Time: 11:48 AM
Time AM/PM
Date: MM/DD/YYYY
Date: 12/31/2001
Language:

guag English
Contrast: 25
Passcode: %k k%
q

Note: If the user enters an invalid input, an alert message appears. Additional
information regarding the erroneous input may be displayed in some cases.

Press to confirm and reenter the parameter correctly.

. aERT

Invalid input

This ALERT also is displayed if the setting of interrelated parameters conflict
with each other.
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Setting time, To set system time, date, language, contrast, and passcode:

date, language, _
contrast, and 1. In the Setup Menu, press |f needed to go to Screen 1.

passcode Cosemp 1

Time: 11:48 AM
Time AM/PM
Date: MM/DD/YYYY
Date: 12/31/2001
Language:

guad English
Contrast: 25
Passcode: *kkk
q

N

Highlight the selection using the s and P keys.

Press P2 (enter).

w

. Set the correct value using the b, P, and > keys.

N

Press to accept the value.

Press to return.

o

o

Setup items
e Time (1st) - Set current time.
e Time (2nd) - Select time format. Select between: “AM/PM” or “24 hr.”

e Date (1st) - Select date format. Select between: “Month/Day/Year” or
“Day/Month/Year.”

e Date (2nd) - Set current date.

6 Note: Time and date can only be adjusted 24 hours back and forth after each
power-up with a total limit of +5 days relative to the factory setting.
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e Language - Selects language. After selecting a language, all menus,
messages and printouts will be in the selected language.

e Contrast - Adjusts display contrast if necessary. In the main screen, the
contrast can be adjusted by pressing the or the key.

e Passcode - Changes the 4-digit User Supervisor passcode. The eBDS
Oxygen Analyzer will first prompt for the present passcode.

Enter passcode

0000

Enter the new passcode.

Enter NEW
passcode

0000

An ALERT is displayed, prompting the user to enter the new passcode once
more.

- ALERT

Enter NEW
passcode
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If the procedure has been followed correctly, the following message will

display.

New passcode OK

Press to confirm and return to Setup Menu screen 1.

Enabling PC The user can enable or disable PC handshake or manual logging at any time.
handshake and
manual logging Enabling PC handshake

If PC handshake is set to “Yes,” the eBDS Oxygen Analyzer will verify that a

PC with data collection software is connected. This check is performed
continuously during the sample test procedure.

To enable or disable PC handshake:

1. In the Setup Menu, press to go to screen 2.

[Tssemp T2

PC Handshake: Yes
Chk. Incubation

PRT enabled: No
Man. Logging: Yes

2. Highlight PC Handshake using the i and P keys.

3. Press to toggle yes or no.

4. Press to return.
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Enabling Manual Logging

If manual logging is set to “Yes,” the user can initiate a retransmission of data
to the PC, which is useful if a failing connection to the PC is re-established.

To enable manual logging:

1. In the Setup Menu, press to go to screen 2.

[Tssesp T2

PC Handshake: Yes
Chk. Incubation

PRT enabled: No
Man. Logging: Yes

2. Highlight Manual Logging using the i and P keys.

3. Press to toggle yes or no.

4. Press to return.

5. Access to Log Data Menu screens 1-5 is now possible by pressing D
in any screen in which it appears.

| uer ek

Serial no.:

60001234
Prg. version
X.XX

HardWare rev.: D
Date: 12/31/2003
Time: 11:48 AM
User ID:
1234567890123456
12345678901234

The Log Data Menu screens provide the user with the same information that is
transmitted to the PC. This enables the user to log data manually if a PC with

data collection software is not available or in case the connection to the PC
fails.

6. Press in any of the five Log Data Menu screens to initiate a

retransmission of data to the PC, which is useful if a failing connection to
the PC is re-established.
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Setting scanner 7o set scanner options:

options
1. In the Setup Menu, press to go to screen 3.

2. Highlight your selection using the I and P” keys. The options are:

e User ID - If set to “No” the user will not be prompted to input a User ID. If
set to “Yes” the user will be prompted to scan the User ID. If set to “LogOn”
the user may freely choose to input the User ID either manually or by
means of the scanner. If set to “Auto” the user will be prompted to scan
the User ID if a scanner is connected. If set to “Auto” and a scanner is not
connected, User ID is not requested.

e Code - Barcode type. Two options are available: “Codabar” and “Free”,
which is a simple string consisting from 3 to 20 characters. Code: appears
only if Codabar is connected.

e Max. length/Total length - Number of characters in the barcode string.

e Start/Stop --appears for Codabar only. Five options are available:
A,B,C,D.

3. Press .
4. Set the correct values using the i, P , and > keys.
5. Press to accept the value.

6. Press to return.
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Setting the lot

number . .
O Note: Changing this parameter cannot be done by the user but requires the

assistance of a Haemonetics Service Representative.

To set the lot number:

1. In the Setup Menu, press to go to screen 4.

[ setmpr 74

SCANNER OPTION

Lot number: Auto.
Code: Codabar

Tot.Length: 16

Start/Stop: A
Auto start: No

2. Highlight your selection using the B and P keys. The options are:

e Lot number:
> If set to “No” the user will not be prompted to input a Lot number.
> If set to “Yes” the user will be prompted to scan the Lot number.

> If set to “Auto” the user will be prompted to scan the Lot number if a
scanner is connected.

> If set to “Auto” and a scanner is not connected, Lot number will not
be requested.

e Code - Barcode type. Three options are available: “ISBT 128", “Codabar”
and “Free”, which is a simple string consisting of up to 30 characters.

e Max./Tot. Length - Number of characters in the barcode string.

e Start/Stop - Start/Stop code for Codabar only. Five options are available:
A,B,C,D, and * (wildcard).

e Auto start - If set to “Yes” the eBDS Oxygen Analyzer will automatically
start a measurement upon scanning a valid Lot number.

3. Press .
4. Set the correct values using the i, P | and > keys.

5. Press to accept the value.

6. Press to return.
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Setting the To set the product code:

product code

1. In the Setup Menu, press to go to screen 5.

[Tseeap T

SCANNER OPTION

Prod. code: Auto.
Code: Codabar
Tot. length: 16
Start/Stop: A

2. Highlight your selection using the I and P keys. The options are:

e Product code - If set to “No” the user will not be prompted to input a
Product code.

>

>

v o v Y

>

If set to “Yes” the user will be prompted to scan the Product code.

If set to “Auto” the user will be prompted to scan the Product code if
a scanner is connected.

If set to “Auto” and a scanner is not connected, Product code will not
be requested.

Code - Barcode type. Four options are available: *
USS Codabar

ISBT 128

Codabar

Free, which is a string consisting of up to 30 characters.

e Max. length/Total length - Number of characters in the barcode string.

e Start/Stop - Start/Stop code, for Codabar only. Five options are available:
A, B, C, D and * (wildcard).

3. Press VA1

4. Set the correct values using the i, P |, and > keys.

5. Press to accept the value.

6. Press to return.

P/N COL_COPY000535_US(AB)
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Setting the

Donation ID o ,
O Note: Changing this parameter cannot be done by the user but requires the

assistance of a Haemonetics service representative.

To set the Donation ID:

1. In the Setup Menu, press to go to screen 6.

[ setuwp €

SCANNER OPTION

DonationID: Auto.
Code: Codabar
Tot. length: 16
Start/Stop: A

Auto start: Yes
DonationID: 702

2. Highlight your selection using the B and P keys. The options are:

e Donation ID - If set to “No” the user will not be prompted to input a
Donation ID. The eBDS Oxygen Analyzer will automatically assign an
internally generated number to represent the measurement (Figure 20).

> If set to “Yes” the user will be prompted to scan the Donation ID

> [f setto “Auto” the user will be prompted to scan the Donation ID if a
scanner is connected

> If setto “Auto” and a scanner is not connected, Donation ID will not
be requested

> Code - Barcode type. Four options are available:
>USS Codabar
>/SBT 128
>Codabar
>Free, which is a string consisting of up to 30 characters
e Max. length/Total length - Number of characters in the barcode string.

e Start/Stop - Start/Stop code, for Codabar only. Five options are available:
A, B, C, D, and * (wild card).

e Auto start - If set to “Yes” the eBDS Oxygen Analyzer will automatically
start a measurement upon scanning a valid Donation ID.
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Logging on

To log on to the eBDS Oxygen Analyzer:

1. The user may be prompted to input a “User ID”.

Hacmonetics eBBS

Scan barcode:
User ID

Depending on the settings in the Setup Menu (“Setting up the eBDS Oxygen
Analyzer” on page 25), three possibilities exist:

e User ID not required, in which case this item is bypassed.

e The useris prompted to input the User ID either manually using the “Up”,
“Down” and “Right” keys, or by means of a scanner.

e The user is prompted to input the User ID using a scanner. When the
eBDS Oxygen Analyzer receives a barcode from the scanner, two short
beeps will sound.

2. The user may now be prompted to input a Lot number.”

Hacmonetics eBbg

Scan barcode:
Lot number

USER_ID SCANNED
BY USER_ID 123 ~

Depending on the settings in the Setup Menu (“Setting up the eBDS Oxygen
Analyzer” on page 25), three possibilities exist:

e Lot Number not required, in which case this item is bypassed.

e The useris prompted to input the Lot Number using a scanner.
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e Theuseris prompted to input the Lot Number using a scanner after which
the eBDS Oxygen Analyzer will automatically start a measurement. In this
case the remaining items in this section are bypassed.

IMPORTANT:

Before attempting to start a measurement, perform preparatory steps 1-6 in
“Sampling” on page 41.

3. The user may now be prompted to input a “Product code”.

Scan barcode:

Product Code
USER ID SCANNED
BY USER ID 123 —
LOT NUMBER SCANNED
BY USER_123 -

Depending on the settings in the Setup Menu (see Section 5 “Setup
Menu”), two possibilities exist:

B

e Product code not required in which case this item is bypassed.
e The useris prompted to input the Product code using a scanner.

5. The user is now prompted to input a Donation ID:
Scan barcode:
Donation ID

USER ID SCANNED

BY USER ID 123 ™~
LOT NUMBER SCANNED
BY USER 123 -
PRODUCT CODE SCANNE
D BY USER 1

6. Depending on the settings in the Setup Menu (see Section 5 “Setup
Menu”), two possibilities exist:

e The useris prompted to input the Donation ID using a scanner.

e Theuseris prompted to input the Donation ID using a scanner after which
the eBDS Oxygen Analyzer will automatically start a measurement.
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IMPORTANT:

Before attempting to start a measurement, perform preparatory steps 1-6 in
“Sampling” on page 41.

The eBDS Oxygen Analyzer is now ready to measure sample pouch.

Caution: Universal Precautions: Appropriate care should always be taken to
guard against hazards when handling of untested blood components. Use of
personal protective equipment such as gloves, gowns and protective eyewear
to help reduce the risk of exposure is recommended. Hands and other skin
surfaces should be washed immediately and thoroughly if contaminated with
blood.
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Sampling

To perform a sample test procedure:

1. Verify that the eBDS Oxygen Analyzer displays the message “Ready to
measure sample pouch” at the top of the screen.

sample pouch

USER_ID SCANNED

BY USER ID 123 —
LOT NUMBER SCANNED B
Y USER 123~ -
PRODUCT CODE_SCANNED
BY USER 1 —
DONATION ID SCANNED
BY USER I23~ -

2. Confirm that the probe filter is in place and the probe is securely
attached.

3. Obtain the eBDS sample pouch to be tested. Slide the neck of the
sample pouch into the holder and position securely. Scan barcodes as
prompted either before or after placing the sample pouch in the holder.

\=—=1

s—C A

Figure 5-1, Setting up the sample pouch

4. Hold the sample pouch vertically and insert probe of the Oxygen
Analyzer through the sampling site and protective membrane and into
the head space air of the sample pouch. When you penetrate the
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protective membrane you will hear a “click.” This means the probe has
been inserted successfully.

Figure 5-2, Inserting the probe into the sample pouch

A Caution:

P/N COL_COPY000535_US(AB)

Contamination of probe and/or filter with liquid will result in no reading,
the screen will display the alarm message: “Filter blocked.”

Always dispose of blood - contaminated products in a manner consistent
with established BIOHAZARD safety procedures.

If probe filter is not attached fluid will enter the eBDS Oxygen Analyzer
and cause damage. Contact Haemonetics Service Representative.

Do not hold/squeeze sample pouch when inserting probe, pressure will
force liquid up into probe.

Do not insert probe into liquid.

Do not use alcohol to cleanse sampling site or probe. The presence of
alcohol near the sampling site could result in a “FAIL” determination, when
there should have been a “Pass” i.e., a false positive for contamination.
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5. Once the probe is inserted, press to start measuring or scan pouch

Lot Number (or Donation ID) if “Auto Start” is enabled. While measuring,
the eBDS Oxygen Analyzer displays:

WAIT

Measuring
sample pouch

6. After measuring the sample pouch, Analyzer must verify the baseline
(atmospheric air). This screen is displayed:

To finish
measurement
Place probe pen
in holder and
press enter

7. Remove the probe from the sample set and place it in the probe holder
located on the side of the eBDS Oxygen Analyzer.

8. Press p]to start the verification of the baseline. The verification will
take up to 50 seconds. This screen is displayed:

WAIT

Measuring
baseline

[ aa—
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If the baseline can be confirmed, the result of the sample pouch measurement
will display one of two screens:

|

Results of sample pouch measurement

If the green screen with the
result “Pass” is displayed, the
test did not detect bacteria
contamination and indicates
the sample is NEGATIVE at the
time of measurement.

A flashing “FAIL" on a red
screen indicates that the
platelet unit may be
contaminated with bacteria
and should be discarded after
culturing to confirm results.
This r esult indicates that the
sample is POSITIVE.

After a “FAIL” reading the flow system will be flushed for an extended period of
time and baseline verification will repeat.

9. If an “ALERT” message appears, follow the instructions on the eBDS
analyzer display to enable a retest. Only one retest of the %02 for a
given eBDS Sample Set can be done. If a retest is desired, return to step

10.

11.
12.

P/N COL_COPY000535_US(AB)

1 of this section. Should an error message be displayed and not

resolved, or if for any other reason there is a question about the ability to

obtain a proper “Pass” or “FAIL” indication for a given platelet
component, the test should be considered invalid.

Record the results in normal manner.

Press KVA to confirm the result.

Discard the sample pouch. The eBDS Oxygen Analyzer is now ready to

measure the next sample pouch.
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Alarm and Alert Messages

eNote: Ifan “Alarm” or “Alert” is displayed during sampling, the measurement is
invalid.

This section lists the alarms and alerts that may occur.

Filter is blocked If liquid is drawn into the probe filter, the filter will become blocked. The “Filter
alarm blocked” alarm is displayed.

. amamw

The filter is
blocked

Change filter
and probe

1. Change both the probe filter and the probe and place in the holder.

Remedy:

2. Press to reset the eBDS Oxygen Analyzer.
3. Perform the Probe Leak Test (“Performing the Probe Leak Test” on

page 50).
Sample hose If the sample hose is detached or contains a leak, the alarm “Sample hose
error alarm error’ is displayed.

. AR

Sample hose
error

Check filter,
probe, hose and
connections
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Remedy:
1. Check that the O-ring on the sample hose is mounted correctly.
2. Check all connections for leaks.
3. Press to reset the eBDS Oxygen Analyzer.
4. Perform the Probe Leak Test (see “Performing the Probe Leak Test” on

page 50).
Unable to If the eBDS Oxygen Analyzer is unable to confirm a baseline, that is, it was not
confirm possible to measure 20.9% 02 + 0.2 while measuring atmospheric air, the
baseline alert Unable to confirm baseline alert is displayed.

. AT

Unable to con-
firm baseline.

Replace probe
and filter and
press enter to
confirm baseline

The cause can be either a partly blocked probe filter or probe.
Remedy:
1. Replace the probe and the probe filter.

2. Place assembly in the holder and Press to reset analyzer.

3. Perform the Probe Leak Test (“Performing the Probe Leak Test” on
page 50).
If it is still not possible to confirm the baseline after replacing probe filter and
probe, with the probe placed in the holder (see previous alert), it is therefore
not possible to measure 20.9% 02 + 0.2 when sampling atmospheric air. It is
therefore necessary to reset the baseline.
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Unable to con-
firm baseline.

To reset base-
line, press the
(20.9) "button

Remedy:

20.9
%02

1. Press E/?& . The eBDS Oxygen Analyzer resets the baseline.

2. Perform the Probe Leak Test (“Performing the Probe Leak Test” on

page 50).

Possible wrong This alert appears when the sample pouch

Possible wrong
measurement

Place probe pen
in holder

47

concentration is above 21.1% O2.
measurement Expected O2 concentration is 20.9% or lower.

alrt B

Remedy:

Press to reset the eBDS Oxygen Analyzer.
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Calibration is Calibration is due.

due alert . mamv

eBDS Oxygen
Analyzer is due
for calibration

Contact a Haemonetics Service Representative. When 12 months have
elapsed since the last calibration, this alert is displayed once every day at first
user activity followed by the alarm “New calibration needed.”

Remedy:

Press to resume normal operation. The user can resume normal operation
until 13 months have elapsed since the last calibration. After this date an alarm
“New calibration needed” is displayed (page 67) and the eBDS Oxygen
Analyzer is locked for further testing until a calibration has been performed.

Unable to If a leak is detected during a leak test, the “Unable to confirm probe assy. test.”
confirm probe Alert is displayed.

assy. test alert o maw

Unable to
confirm probe
ass¥. test.
Replace probe
and filter.

BLOCK PROBE
Press enter to
test probe assy.

Replace the probe and filter, then press .

A IMPORTANT:

If “Unable to confirm probe assy.” is displayed again, it indicates that a leak is
still present.

Remedy:
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. ART

Unable to
confirm probe
assy. test.

Replace complete
probe assy.

BLOCK PROBE
Press enter to
t est probe assy.

Remedy:
1. Replace the complete probe assembly

2. Perform the probe leak test

3. Press .

If the test fails a third time, contact a Haemonetics service representative.
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Performing the Probe Leak Test

Conduct the Probe Leak Test
e A minimum of once a day

e After every probe and filter change
To perform the Probe Leak Test:

1. Press the leak test icon B

2. Block the probe by pressing the probe tip against the rubber disc located
on the front of the eBDS Oxygen Analyzer.

paomenenes ™1

BLOCK PROBE

Press enter to
start leak test
of probe assy.

3. Press to start the leak test. The test will take approximately 10

seconds. Keep the probe tip against the rubber disc for the duration of
the test..

WAIT

Testing
probe assy.

[ —
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If the leak test was successful, this screen is displayed:.

[Clemoneries &9

NO LEAK
DETECTED

4PmstmemM%w

5. If the leak test is unsuccessful, replace the probe and filter and repeat
the test.

- ALERT

Unable to
confirm probe
assX. test.
Replace probe
and filter.
BLOCK PROBE
Press enter to
test probe assy.

6. If the subsequent leak test was unsuccessful, replace entire sample
probe assembly and repeat the test.

.~ ALERT

Unable to
confirm probe
ass¥. test.
Replace complete
probe assy.
BLOCK PROBE
Press enter to
test probe assy.
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Connecting to a PC or scanner

Connectingtoa personal computer. . ............... ... 54
Connectingtoabarcodescanner. .................... i, 55
Configuringthescanner . ........... ... ... . i 55

Haemonetics® eBDS Oxygen Analyzer Device User Manual P/N COL_COPY000535_US(AB)



54

Connecting to a personal computer

To connect the eBDS Oxygen Analyzer to a personal computer:

1. Locate the serial cable delivered with the eBDS Oxygen Analyzer. The
connector pinout is:

2:RX 8: CTS
5:GND 9: 5VDC

Baud: 9600 Parity: No Stop bits: 1 Databits: 8
Type: 9 pin SUB-D male

Figure 4-1, Serial Cable Pinout

2. Connect either end of the cable to the RS232C serial port on the rear of
the eBDS Oxygen Analyzer.

3. Connect the other end of the serial cable to the RS232C port on the
personal computer.
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Connecting to a barcode scanner

IMPORTANT: The serial port on the left side of Analyzer has +5 VDC on pin
no. 9, and is thus not a standard serial RS232C port. Draw max. 250 mA from
this 5V DC supply.

The user can connect a scanner directly to the serial port without the use of an
external power supply if the scanner is able to use the 5 VDC from pin 9 in the
serial port (max. 250 mA) as its power supply.

To connect the eBDS Oxygen Analyzer to a barcode scanner:

1. Locate the serial cable delivered with the eBDS Oxygen Analyzer. The
connector pinout is:

2: RX 8: CTS
5:GND 9: 5VDC

Baud: 9600  Parity: No Stop bits: 1 Databits: 8
Type: 9 pin SUB-D male

Figure 4-2, Serial Cable Pinout

2. Connect either end of the cable to the RS232C serial port on the left side
of the eBDS Oxygen Analyzer.

3. Connect the other end of the serial cable to the RS232C port on the

scanner.

Configuring the

scanner O Note: This configuration procedure activates handshaking between the eBDS
Oxygen Analyzer and the Metrologic Voyager Bar Code Scanner.

To configure the scanner:
1. Power up the Voyager.

2. Scan the four bar codes below, proceeding from code 1 to code 4.
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Code 1 ”

AT et
configuration mode

9999909 (3 fast beeps)

ose [ NIMIRAN TN Fogongeers
(1 beep)
9999098
cosca || TIIRRANIANL ~ pcrs oo
(1 beep)
2124510
Code 4 Exit
configuration mode

3099999 (3 slow beeps)

3. Press to reset the eBDS Oxygen Analyzer.
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Performing diagnostics and data
logging

Performing Diagnostics .. ........... i 58
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Performing Diagnostics

6 Note: Access to the Diagnostic Menu menu requires that the user enter the
User Supervisor passcode.

To perform Analyzer diagnostics:

1. In the main display, press gto go to the “Enter passcode” screen.

Enter passcode

0000

2. Enter the User Supervisor passcode.

3. Press to confirm.

4. lIcons and appear providing access to the Setup Menu and the
Diagnostic Menu, respectively.

[Eeemonerics <991

je

5. Press to go to screen 1 of the Diagnostic Menu.
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~Diagnostic 1

02 EMF -0.238
02 20.93
Press.diff 209
Device temp. 29
Heat.t.dif 0
02 Offset -0.002
Scanner Yes
Prg.version:
X.XX
q

Note: n the Diagnostic Menu the user can start and stop the pump by pressing

Yip

Diagnostics screen 1 displays these diagnostic results:

Haemonetics® eBDS Oxygen Analyzer Device User Manual

02 EMF - Sensor EMF (mV)
02 - Actual measured %02

Press.diff. - Actual pressure difference/pressure drop in sample hose,
probe and probe filter. Read out should be less than 2 mbar with the pump
stopped. Normally, with the pump running, the pressure difference should
be between 200 and 230 mbar.

Device temp. - Internal device temperature [ °C]. Allowed range is 0 to 60
°C.

Heat.t.dif - Heater temperature difference [ °C]. Max. £30 °C is allowed.

02 Offset - Read out of the current O2 offset/drift in mV compared to
factory calibration with 20.9% O2. The O2 offset is measured every time
the baseline is reset. Max allowable offset is +3 mV.

Scanner - Yes: Scanner detected. No: No scanner is detected. It is
possible to scan barcodes while in this menu. Scanned bar code is written
on the line below.

Prg.version - Software program version.

The user now has three options:

Press to go to screen 2 in the diagnostic menu. Screen 2 in the
diagnostic menu contains hour counters and serial numbers of major
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Sending
diagnostic
menu data to a
peripheral
device

o

parts in the eBDS Oxygen Analyzer.

[LFER T

Hours
Power on 129
Pump 4
Fan 129
02 sensor 129
Heater
Serial no.

60001234
02 sens. 03M09
Heater 01MO09
q

e Press E-, to go back to screen 1 in the diagnostic menu.

e Press to return to the previous screen

e Press EI to go to the Log Data screen. See “Viewing data logging” on

page 7-61 for information.

To send diagnostic data to a peripheral device:

1. Ensure that PC Handshake is set to No (see Section 5, PC Handshake).

el 1o go to screen 1 of the Diagnostic Menu.
3. Press to go to screen 2 in the diagnostic menu.

4. Press to send the data to a peripheral device such as a PC with
data collection software.

Note: If the user is using Data-5 Software, he or she may need to press

several times to allow all of the data to be transferred from the buffer. If

there is any sample reading data or residual data in the buffer that has not been
delivered, it will be delivered when the connection between the eBDS Oxygen
Analyzer and the peripheral device is disconnected and then re-reconnected
(see “Enabling PC handshake and manual logging” on page 4-30).
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Viewing data logging

The eBDS Oxygen Analyzer is configured to log the following data:

Serial_no_of eBDS
Software_version
Hardware_revision

Year

Month

Day

Hours

Minutes

Seconds

UserlD

Lot_Number
Product_Code
Donation_ID
Pre_Baseline_mV
Pre_Baseline_02%
Pre_Baseline_Pressure
Pre_Baseline_DeviceTemp
Pre_Baseline_Thermocouple_mV
Test O2_sensor_ mV
Test_02%

Test Pressure
Test_DeviceTemp
Test_Thermocouple_mV
Post_mV
Post_Baseline_ 02%
Post_Baseline_Pressure
Post_Baseline_DeviceTemp
Post_Baseline_Thermocouple_mV
Fail_level

02%

Result;CRC16

Haemonetics® eBDS Oxygen Analyzer Device User Manual
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Hour: logged in 24 hrs. format.

Donation_ID: If a barcode is scanned before the measurement this code is

logged. If not, the internal Donation ID is used.

Result:
0: FAIL. 02_level = sample pouch
1: Pass.

02_level = sample pouch

2: Baseline confirmed

02 _level = Baseline

3: Unable to confirm baseline

02_level = Baseline

4: Probe filter blocked 02 level =0
5: Measuring hose error 02_level =0
6: Sample pouch above 21.1% O2 02_level =0

7: Manual leak test failure #1

Replace probeffilter

8: Manual leak test failure #2

Replace sample kit

9: Manual leak test OK
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Sample hose error. Check filter, probe, hose, and connections . . ... .. 66
Calibration data is invalid
Please contact service representative . ......................... 66
Error in setup data
Please contact service representative .. ........................ 67
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Couldnotsenddata . ....... ... .. .. . i 68
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AD7714

Errorno. 42 . . ... 71
Maintenance. . . ... . e 72
Service information. . . ... ... 73
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Alarms and Troubleshooting

Errors in eBDS Oxygen Analyzer are divided into two categories; alarms and
System errors (see “System errors” on page 69).

Leak, Pump, 1,
and pressure
gauge test
2,
3.

Go to screen 1 in the diagnostic menu (“Performing Diagnostics” on
page 58 ). Read the Press. diff. It should be less than 2 mbar with the
pump turned off.

Turn on the pump with the key and read Press. diff. It should now be
in the range 200 to 230 mbar.

Block the probe by pressing probe tip against rubber disc on top of
analyzer and check that Press. diff. now increases to a value greater
than 350 mbar. Typical pressure differences with the pump running:

Without measuring gas hose: 0 mbar

With measuring gas hose and probe pen: 200 mbar

With measuring gas hose, probe pen and probe filter: 203 mbar

With measuring gas hose, probe pen, probe filter and probe: 204 mbar
With blocked probe: > 350 mbar

If the pressure difference, with the pump running and with the probe blocked,
is below 350 mbar, it indicates either a sample flow system leak or a defective
pump. Perform the Probe Leak Test (“Performing the Probe Leak Test” on
page 50). If this does not remedy the problem, contact a service
representative.
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Alarms

The filter is
blocked.
Change filter
and probe

Sample hose
error. Check
filter, probe,
hose, and
connections

Calibration data
is invalid
Please contact
service
representative

P/N COL_COPY000535_US(AB)

This alarm occurs when the pressure difference, with the pump running, is
greater than the Press. max limit defined in the setup menu.

To remedy the problem:

1.
2.

Change probe and filter.

Perform the leak, pump and pressure gauge test (“Leak, Pump, and
pressure gauge test” on page 65).

If changing the filter and probe did not solve the problem check that the
sample hose is not blocked.

Perform leak, pump and pressure gauge test (“Leak, Pump, and
pressure gauge test” on page 65).

If this does not remedy the problem, contact a Haemonetics service
representative.

This alarm occurs when the pressure difference, with the pump running, is
lower than the Press. min limit defined in the setup menu. To remedy the
problem:

1.
2.

Check all connections for leaks.

Perform the Probe Leak Test (“Performing the Probe Leak Test” on
page 50).

3. With the pump running and with the probe blocked, check that Analyzer

is able to obtain a pressure difference bigger than 350 mbar. See “Leak,
Pump, and pressure gauge test” on page 65.

Each time the eBDS Oxygen Analyzer is turned on it checks to determine
whether the calibration data is valid and intact. If not, all calibration data is reset
and this alarm displays.

The User cannot use the eBDS Oxygen Analyzer until a new calibration has
been performed.

If this alarm appears, contact a Haemonetics Service Representative.
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Each time the eBDS Oxygen Analyzer is turned on it checks to determine
whether the setup data is valid and intact. If not, all setup data is preset to
default values and this alarm displays.

The default values are:
e Scanner: Auto
e Lot number: Auto
e User ID: Auto

Language: English

If this alarm displays, contact a Haemonetics service representative.

Each time the eBDS Oxygen Analyzer is turned off, hour counters, etc. are
saved. Further, information is saved indicating that all hour counters, etc. were
saved. If this information is missing when the eBDS Oxygen Analyzer is turned
on, this alarm displays. The information is missing because of an error in the
power supply or another hardware error.

To remedy this condition, turn the eBDS Oxygen Analyzer off and on again. If
this alarm displays again contact a Haemonetics Service Representative.

This alarm displays when more than 13 months have elapsed since the last
calibration. This means that the accuracy of the instrument cannot be
guaranteed. The user cannot use the eBDS Oxygen Analyzer until a new
calibration has been performed.

To calibrate the eBDS Oxygen Analyzer, contact a Haemonetics Service
Representative.

This alarm displays if PC Handshake is set to Yes in the Setup Menu, screen
2, and the eBDS Oxygen Analyzer cannot verify that a PC with data collection
software is connected.

To remedy this condition
e If no PC is connected, set PC Handshake to No

e If a PCis connected, check that the cable is connected correctly and that
the software is responding correctly

P/N COL_COPY000535_US(AB)
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Communication
problems with
PC

Log data lost
Could not send
data

This alarm displays if PC Handshake is set to Yes in the Setup Menu, screen
2, and the eBDS Oxygen Analyzer does not receive an acknowledgement upon
sending sample data to the PC.

Remedy: Check that the PC software is responding correctly.

If the alarm Communication problems with PC has displayed because of a
missing acknowledgment from the PC upon sending sample data, this alarm
will follow shortly after. This indicates that the data being sent is not being
collected by the PC and must be considered lost.
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System errors

If a system error occurs, the error displays:

- f ~111:24 AM
ime and date of error 12/31/2001

Description of error Device temp. >60
Error number——— (Error no. 31)

When a System Error is display:ed
. Note the error time and date.

. Note the error description.

1
2
3. Note the error numbers.
4

. Press G to accept the error. When the user presses g1 the eBDS
Oxygen Analyzer will restart when power is connected.

Response toa When a system error occurs, restart the eBDS Oxygen Analyzer once (unless

system error the error is Device temp. >60°C Error no. 31). If the same or a new system error
displays after a restart, turn the eBDS Oxygen Analyzer off and contact a
Haemonetics Service Representative.

Device tem P- the eBDS Oxygen Analyzer checks its internal temperature continuously. This
>60°C error indicates that the internal device temperature is greater than 60 °C.
Error no. 31 Possible causes:

1. The surrounding temperature is too high.

2. The filter in front of the fan on the rear of the eBDS Oxygen Analyzer is
blocked.

3. The fan is defective.
Remedies:

1. Determine that the instrument’s fan is not too close to a wall, or in an
area where heat could build up.
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Bad ROM
checksum
Error no. 32

12C Communic.

bus
Error no. 33

LF signal
Error no. 34

Thermocouple
Error no. 35

02 sensor
Error no. 61

Error no. 62
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2. Change the filter in front on the fan if it is dirty or otherwise is restricting
airflow.

3. Activate back-up analyzer and contact a Haemonetics Customer Service
Representative to obtain replacements to the unit displaying System
Error.

Checked at start up. The program in the eBDS Oxygen Analyzer resides in a
PROM together with a checksum. If the checksum is wrong this error displays,
indicating a hardware error.

Remedy: Call a Haemonetics Customer Service Representative for return
authorization and a replacement Analyzer. Substitute a backup Analyzer.

Checked continuously. Internal communication bus error. This error message
indicates a hardware error.

Remedy: Call a Haemonetics Customer Service Representative for return
authorization and a replacement Analyzer. Substitute a backup Analyzer.

Checked at start up. The power supply is reporting a too-low secondary
voltage. Reason: Power supply error or low primary voltage.

Remedy: Remove other electrical devices from the power line that contains the
wall outlet supplying the Oxygen Analyzer or otherwise stabilize and verify the
supply voltage.

The thermocouple voltage is not in the range of -1 to 9 mV. Reason: The
thermocouple is disconnected (hardware error).

Remedy: Call customer service for return authorization and replacement
Analyzer. Substitute backup Analyzer.

The heater temperature difference is not in the range +30 °C. Reason:
Hardware error.

Remedy: Call customer service for return authorization and replacement
Analyzer. Substitute backup Analyzer.

The O2 sensor voltage (EMF) is higher than 200 mV. Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement
Oxygen Analyzer. Substitute backup Oxygen Analyzer.
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71

The O2 sensor voltage (EMF) is below -50 mV. Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement
Oxygen Analyzer. Substitute backup Oxygen Analyzer.

The O2 sensor is short-circuited. Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement
Oxygen Analyzer. Substitute backup Oxygen Analyzer.

The voltage reference to the ADC is not within the tolerance 1.45V +0.0725V
(5%). Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement
Oxygen Analyzer. Substitute backup Oxygen Analyzer.

The O2 offset is outside the range: factory calibration with 20.946% 02+3.0 mV.
Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement
Oxygen Analyzer.Substitute backup Oxygen Analyzer.

Checked continuously. Internal device temperature is below 0 °C.

Remedy: Move Analyzer to a location where the temperature is greater than
0°C and wait until the temperature has stabilized.

Error in internal RAM. Cannot detect internal clock. Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement of the
eBDS Oxygen Analyzer. Substitute backup Analyzer.

Error in internal ADC AD7714. Reason: Hardware error.

Remedy: Call customer service for return authorization and replacement of the
eBDS Oxygen Analyzer. Substitute backup Analyzer.
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Maintenance

e Calibration and service is to be provided by a factory authorized
technician only.

e The device should be cleaned with a mild detergent solution; however, if
the front panel (keys and display field) are seriously soiled, use isopropyl
alcohol. No other solutions should be used to clean the front panel.
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Service information

For service information call Customer Service or your local representative.

In the USA & Canada, call 800.537.2802

Haemonetics® eBDS Oxygen Analyzer Device User Manual
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Power supply

Electrical supply

Rated Input Voltage: 110/115/230 V AC
Rated Frequency: 50/60 Hz \

Rated Input Power: 70 VA

Mains supply voltage

Mains supply voltage fluctuations are not to exceed 10% of the normal supply
voltage

Pollution classification

Degree 2
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Environmental specifications

Installation category

Category |

Altitude

Up to 3,000 m (9,800 feet)
Temperature

Storage: -20 °C to 45 °C

Operating: 15 °C to 35 °C

Humidity

Storage: <75% RH

Operating: < 95% RH (non-condensing)
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Physical specifications

Dimensions

323 cm x 21 cm x 27 cm (Width x Depth x Height)

Weight

5.7 kg

02 concentration “pass-fail” threshold

9.4% (in configuration for platelets collected in plasma)
Headspace gas sample volume per test

1.7 mL +/- 0.01 mL

Testing time

(from start sample measurement to end of sample measurement)

Less than 15 seconds

P/N COL_COPY000535_US(AB) Haemonetics® eBDS Oxygen Analyzer Device User Manual



79

Electrical requirements

Fuses

0.63 Ampere 250 Volt Alternating Current - 5 x 20 mm Time Lag Surge
withstand Glass Body

Cartridge Fuse designed to IEC Specification.

1.6 Ampere 250 Volt Alternating Current - 5 x 20 mm Time Lag Surge
withstand Glass Body

Cartridge Fuse designed to IEC Specification.
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Device risk statement

All risk is reduced to tolerable risk level per IEC Test Requirements.
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