“TERUMO

BLOOD AND CELL

&

TECHNOLOGIES

Trima Accel® Automated Blood Collection System

Trima-032
Version 7.0.4 Software Release

Rationale

This service message announces the release of Trima V7.0.4 software and the associated spare parts.

Parts Affected/Compatibility

Part Number

Part Name/Description

809179-000 SW, CD, Spare, V 7.0.4, Trima Accel
809180-000 SW, V7.0.4 TR Default Feature Set, Spare
809166-000 SW V7.0.4 FeatSet 5 (AABB LR) Spare
809167-000 SW V7.0.4 FeatSet 12 (US) Spare
809168-000 SW V7.0.4 FeatSet 14 (US Intersol) Spare
809169-000 SW V7.0.4 FeatSet 27 (APAC LC) Spare
809170-000 SW V7.0.4 FeatSet 23 (China) Spare
809171-000 SW V7.0.4 FeatSet 28 (NNLC) Spare
809172-000 SW V7.0.4 FeatSet 2 (Default LTD) Spare
809173-000 SW V7.0.4 FeatSet 1 (AABB LR LTD) Spare
809174-000 | SW V7.0.4 FeatSet 25 (APAC LC LTD) Spare
809175-000 SW V7.0.4 FeatSet 19 (China LTD) Spare
809176-000 SW V7.0.4 FeatSet 29 (NNLC LTD) Spare
809165-000 Solid State HD, V7.0.4, Gen 2

809181-000 SW, Language CD, Spare, V7.0.4, Trima Accel

Document Distribution

Regional team leaders must distribute this service message with the attached documentation to their
local service personnel as applicable.

Where can | find this information in the future?

These spare part kits can be found in VSP.

Marketing Information

This release contains 12 feature sets. Your local sales and/or marketing teams will inform you of which
feature set to install.

If the Maximum Platelet Yield (Max PLT Yield) feature is used, local sales and marketing teams will
provide the value to be configured.

Do not escalate questions about feature sets or platelet yield values to Level Il.

D0000037243

25 March 2022

Global Equipment Support Team




ﬁRUMD @Global Equipment Support Team
4

BLOOD AND CELL Service Message
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Trima Accel® Automated Blood Collection System

Details for Service Personnel
Training

The remove and replace instructions for the software, feature sets and the solid state hard drive are the
same as previous versions of V7, so no additional training is required.

Instructions

1. Review the attached Service Message STS-006 Resolution for File Transfer Failure.

2. Implement the included changes prior to installing V7.0.4 software.
The large file size may cause the issue described in STS-006 to occur even if it has not with other
software downloads.

3. Use STS 3.9 or higher to install this software.

4. Review the attached quick reference guides that describe the changes to the user screens from both
V6 and V7.

Feature sets

The V7.0.4 upgrade automatically sets the feature set to the default. If a feature set other than the
default is needed, install the feature set after the upgrade is finished.

If a feature set was previously installed, reinstall the feature set after installing V7.0.4.

Maximum PLT Yield

Regional sales and/or marketing will inform you when the Max PLT Yield feature will be used. They will
also provide you with the value to configure.

1. Connect to the device with STS and boot to PROCEDURE Mode
2. Navigate to the Platelet screen, and press the Max PLT Yield button.
NOTE: If the Max PLT Yield button is not visible, verify that the device is connected to STS.

Platelets
Off

Final Collect Collect Solution
Yield concentration  Plasma volume concentration volume
! ¥ (: (mL) (x 10°/pLy {mlL)

(x10') (x 10°/pL)

3.0 1010 297

2,0 1250

13,0 | 1250 1040
Yield scaling Collect in -
factor | 1,00 one bag Off
Return to main menu I (N &)

3. Enter the value using the keypad, then press Enter.
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Trima Accel® Automated Blood Collection System

Platelets

Max PLT iy
Yield i
Final Collect Solution
Yield concentration I 8 l 9 ncentration volume
xio0™) (x 10°/uL) |

3,0 1010 l [TIT

% 10°%/uL) (mL)

Enter '

l 1040

Yield scaling Collect in -
factor 1,00 one bag | Off
' Return to main menu | - @

Software Changes Impacting Service

The following is a list of changes made to the software that may impact service. Many of these changes
are intended to reduce customer complaints and service requests:

e The GUI state transition issue has been resolved.

o This will eliminate device failures when scanning multiple barcodes on a single instance of the
classic barcode screen.

e 106 Alarm: this alarm caused the run to end while the user is at CFR11 screen. This has been
resolved.

e InV7.0.4, Trima network communications are configured to full duplex, and VxWorks is updated to
6.9.4.12. This reduces communication errors when connected to customer networks.

e The Unique Device Identification (UDI) was added to the main screen for operator ease of access
when submitting complaints where it is required.

o Refer to the attached screen comparison.

e Level Sensor Error (144) was triggered during a plasma collection, and the alarm screen was not clear
as to why the alarm occurred. Alarm 144 has been replaced with alarm 172 for clarity.

e STS now correctly displays upgrade and downgrade to reflect the change path. This issue has been
resolved except for Upgrade/Downgrade path 7.0.3.1 to 7.0.4 due to a software branch issue.

e Alarm 1066 for Setconfig.dat occurring on Trima V7 connected to Vista was resolved by updating the
setconfig.dat file in V7.0.4.
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FAQs

@ Which languages are released?

@ The language CD includes the following 26 languages: Brazilian Portuguese, Bulgarian, Croatian,
Czech, Danish, Dutch, Finnish, French, German, Greek, Hungarian, Italian, Japanese, Korean,
Lithuanian, Norwegian, Polish, Portugal Portuguese, Romanian, Russian, Simplified Chinese,
Spanish, Swedish, Traditional Chinese, Turkish, and Vietnamese.

@ Currently released feature sets have the same number in the title as the feature sets released in this
service message; are they the same or different?

@ They are different. When installing a feature set with V7.0.4 software, the name of the feature
set spare must start with SW V7.0.4 FeatSet.

Attached Documents

Document Number Document Title
D0000027045 STS-006, Resolution for File Transfer Failure
BC-TRIM-00693 Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison
BC-TRIM-00686 Quick Reference Guide: Version 7.0/70.0.4 Screen Comparison
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STS-006
Resolution for File Transfer Failure

Rationale
Multiple service engineers have had failures when trying to upload software to devices in the field.
Device Type
This service message applies to the following device(s):
Name Serial # range /version Description
STS All supported versions Has been found during software.taz

file upload to a device.

Document Distribution

Regional team leaders must distribute this service message with the attached documentation to their
local service personnel as applicable.

Where can | find this information in the future?

This information can be found in Box.com and on the GEST SharePoint site.

Details for Service Personnel

All supported versions of STS on service laptops must be updated individually per the instructions in this
message. Failure to update the STS file may cause software installation failures in the field.

Background Information

When a software.taz file is selected to be uploaded to a connected device Windows Defender (antivirus)
scans the file to ensure that it is safe to upload. There is a preset timeout period in STS and in some cases
the security scan exceeds that limit. The following steps provide instructions to increase the timeout
period in STS.

NOTE: If there is more than one version of STS installed on your laptop you will need to perform the
following steps on both versions of STS.
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Instructions
1. Open the STS folder located on the C: drive

» This PC » Local Disk (C:) » 5TS w 0

2. Open the folder of the STS version that is being updated (Service Tools Suite 3.10 is used as an
example in these instructions).

Name B Date modified Type Size 2
Service Tools Suite 3.7 7/16/2021 8:41 AM  File folder
Service Tools Suite 3.10 9/16/2021 2:28 PM  File folder
5T5 3.3.9.0 (104MB) 2/13/2020 8:06 AM  File folder
STSAtreus 2/13/2020 8:06 AM  File folder
STSOptia 2/13/2020 8:06 AM  File folder
STSQuantum 2/13/2020 8:06 AM  File folder
STSReveos 2/13/2020 8:06 AM  File folder
STSTrima 2/13/2020 8:07 AM  File folder v

NOTE: The contents of the folder should look like the following picture.
3. Right click on the UserContext document at the bottom of the list

Name B Date modified Type Size

bin 8/31/2021 8:21 AM File folder

config 8/31/2021 &:21 AM File folder

help 8/31/2021 8:21 AM File folder

log 7/16/2021 8:42 AM File folder

protocols 8/31/2021 8:21 AM File folder

PutPlusProtocolEditorApplication 8/31/2021 8:21 AM File folder

scripts 8/31/2021 8:21 AM File folder

STWebWinForm 8/31/2021 8:21 AM File folder

tint 8/31/2021 8:21 AM File folder
E] Regions 8/24/2021 6:09 PM XML Document 1 KB
| ReveosProtocolEditingRegions 8/24/2021 6:09 PM XML Document 1KB
E] 5TS.log4net 8/24/2021 6:09 PM XML Document 2KB
| ] UserContext 9/13/2021 11:29 AM XML Document 5KB
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4. Select “Open with” then select “WordPad” from the dropdown list.

Open
Edit

Notepad

Run as administrator Office XML Handler

@& Move to OneDrive Office XML Handler
12 Share WordPad
Open with >

oNEr=Y=Y

3 5 Search the Microsoft Store
Restore previous versions

Choose another app
Send to >
5. Inthe file that opens, scroll down to the following:
6. ><ftpConnectionTimeoutSeconds>5</ftpConnectionTimeoutSeconds><
7. Within this line, Change the number 5 to 60.
<ftpConnectionTimeoutSeconds>5</ftpConnectionTimeoutSeconds> to
<ftpConnectionTimeoutSeconds>60</ftpConnectionTimeoutSeconds>
8. Within the following line in the file change the number 6 to 600
<ftpTransferTimeoutSeconds>6</ftpTransferTimeoutSeconds> to
<ftpTransferTimeoutSeconds>600</ftpTransferTimeoutSeconds>

NOTE: Figure 1 shows the approximate location from the top of the file

<?xml version="1.0" encoding="utf-8"?><Context><!-- for the
following elements: {0}=user data homs;

{l}=application bin

{2}=device type

{3}==zerial number

——><appName>Service Tools Suite</appNamer<serialNumberMap><T>

Trima</T><t>Trima</t><W>Reveos</Wr<w>Reveos</w><S>Cptla</S><s>
Optia</s><P>0ptia</P><p>Optia</p><C>Cuantum</C><c>Quantum</c><F>
FINIA</F><f>FINIA</f><J>0Orion</J><j>0Orion</j></serialNumbsrMap>
<connection®>
<localsynclisteningPort>37002</localisyncListeningPort>
<localSynclListeningPort>37006</localSynclListeningPort>
<remotelisteningPort>37000</remotelisteningPort>
<trimalisteningPort>7000</trimalisteningPort>
<local TINTAsyncListeningPort>37005</local TINTAsyncListeningPort>
<remoteFTPPort>21</remoteFTPPort>
<sendRetryCount>2</sendRetryCount>
<receiveTimeout>1000</receiveTimsout>
<discoveryTimeout>1500</discoveryTimeout>
<connectivityTimeout>4000</connectivityTimsout>
<cesConnectivityTimeout>20000</cesCommectivityTimeout>

<repeatCommandFrequency>2</repeatCommandFrequency>
23— S o T o - ] = DO 23— S o o T s ]

<ftpConnectionTimeoutSeconds>5</ftpConnectionTimecutSeconds>
“<ftpTransferTimscutSeconds>6</ftpTransferTimsoutSeconds>

Figure 1: Approximate location of the lines that need to be updated
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9. Save the changes to the document and close WordPad

NOTE: You can open the document in WordPad again to ensure that the changes saved correctly.

<%?xml version="1.0" encoding="utf-8"?><Context>»<!-- for the
following elements: {0}=user data home;

{l}=application bin

{2}=device types

{3}=serial number

——><appName>Service Tools Sulte</appName><serialNumberMap><T>

Trima</T><t>Trima</t><W>Reveos</Wr<w>Reveos</w><3>0ptia</S><s>
Optia</s»><P>Cptia</P><p>0Optia</p><CrQuantum</C><c>Quantum</c><F>
FINIA</F><f>FINIA</f><J>»0rion</J>»<j>0Orion</j></serialNumbesrMap>
<connection>
<local&syncListeningPort>»37002</localaAsynclListeningPort>
<localSyncListeningPort>37006</local3ynclisteningPort>
<remotelListeningPort>37000</remoteListeningPort>
<trimalisteningPort>7000</trimalisteningPort>
<localTINTAsyncListeningPort>37005</local TINTAsyncListeningPort>
<remoteFTPPort>2l</remoteFTFFort>
<sendRetryCount>2</sendRetryCount>
<receiveTimeout>1000</receiveTimeout>
<discoveryTimeout>1500</discoveryTimsout>
<connectivityTimeout>4000</connectivityTimeout>
<cesConnectivityTimeout>20000</cesConnectivityTimesout™>
<repeatCommandFrequency>2</repeatCommandFrequency>

<repeatCommandInterval>500</repeatCommandInterval>
ftpConnectionTimeoutSeconds>60</ftpConnectionTimeoutSeconds>
ftpTransferTimeoutSeconds>600</ftpTransferTimeoutSeconds>

</connection><paths><currentConnection>

Figure 2: File opened for a second time to verify the changes were saved
10. Close the STS folder and repeat these steps for any additional version of STS on your laptop.

NOTE: If you do not see a UserContext document in the STS version folder, connect STS to a Trima/Optia
device and then open the TFD feature from the tools menu in STS. When you close TFD it will
automatically create the UserContext.xml file in the STS folder.

11. The STS software is now ready to upload software to the device.
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Trima Accel® Automated Blood Collection System Quick Reference
Guide: Version 7.0/7.0.4 Screen Comparison

System State Screen Color Scheme Description

Denotes all steps before donor
connection

Denotes all steps for donor connection
and the collection procedure
Provides notification/
Requires operator attention

Addition and unload _ Denotes post-collection steps,

Donor info/Load system

Prepare and donate

Operator attention needed

including automated processes

Alerts/Alarms Denotes an alert or alarm state

Version 7.0 Screen Version 7.0.4 Screen Description
Rebranded splash screen to
TERUMOBCT “TERUMO reflect Terumo Blood and
TRIMA ACCEL® Cell Technologies logo
Automated Blood Collection System Change

Added UDI (Unique Device
Identifier) reference on the
screen to comply with the
European Union Medical
— | Device Regulation (EU
MDR).

Button displays the UDI
reference for reporting

Config | = G P » purpOSES

(01)05020583000216(8012)20.8.00046(11)210615

Close

1

Config \7

©2022 Terumo BCT, Inc. Page 1 of 2 BC-TRIM-00686
Rev. 2022-01
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Trima Accel® Blood Collection System

Quick Reference Guide: Version 7.0/70.0.4 Screen Comparison

Version 7.0 Screen

Version 7.0.4 Screen

Description

Load the tubing set with REF 82406

6 S

Load  info Prepare  Donate  Addition Unload

Continue

Unload

—_—
More info

Prepare  Domate  Addition Unload

1: Close, connect 2: Open 3: Close, seal, open

&\ SN )¢
e L

Addition Unload  05/10/17

25 min |

Prassure Platelets Plasma RBC

Return

>
F End run

Load the tubing set with REF 82406
= ¢ '
to Prepare  Donate  Additi
Close the blue blood diversion clamp and sample bag line clamp
: iy
2 ¢
S N

Pressure test error

g S ¢

Load  Info Prepare  Donate  Addition Unload

gl More info

Changed screen graphics to
reflect a recent disposable
set change, removal of the
needle line clamp for loading.

&
4 i E End run

Prepare  Donate  Addition Unload

1: Connect 2: Open 3: Close, seal, open

Start draw

Changed screen graphics to
reflect a recent disposable
set change, removal of the
needle line clamp for donor
connection.

&
L ‘\ End run

Return in progress

- @ 1

Donate  Addition Unload  05/10/17

End run

9 min

Platelets Plasma

Added the AutoFlow indicator
for plasma collection using
Multiplasma, Plasma/RBC,
and Plasma/Auto RBC tubing
sets.

©2022 Terumo BCT, Inc.

Page 2 of 2
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Trima Accel® Automated Blood Collection System Quick Reference

Guide: Version 6.0/7.0.4 Screen Comparison

System State

Screen Color Scheme

Description

Donor info/Load system

Denotes all steps before donor connection

Prepare and donate

Denotes all steps for donor connection and the

collection procedure

Operator attention
needed

Provides notification/
Requires operator attention

Addition and unload

Denotes post-collection steps,
including automated processes

Alerts/Alarms

Denotes an alert or alarm state

Version 6.0 Screen

Version 7.0 Screen

Description

TERUMOBCT

“TERUMO

TRIMA ACCEL"®

Automated Blood Collection System

Versisn 70 Teruma BCT, inc.

Donor info/Load System

Donor info

"’7

Load system

The splash screen is
rebranded to reflect
Terumo Blood and Cell
Technologies logo
change.

The “Do Not Connect
Donor” icon is changed.

UDI (Unique Device
Identifier) reference
appears on the screen to
comply with the European
Union Medical Device
Regulation (EU MDR).

The button displays the
UDI reference for
reporting purposes.

©2022 Terumo BCT, Inc.

Page 1 of 8

BC-TRIM-00693
Rev. 2022/02






BLOOD AND CELL Trima Accel® Automated Blood Collection System

i ERUMD TECHNOLOGIES Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen Version 7.0 Screen Description

The Clear info button
l allows you to clear donor
information without

cycling power.

|Clur info

Pano Dono 4 > Donar weight
0 00 I 85ko

Gender selection is more
distinct.

Note: Displayed units
depend on configuration.

If the height or weight
oo R entered is out of range,
No V6 screen S the system prompts the
operator to verify donor
information.

Clear info

ral b

mL. | ' ; —s78zml | The donor’s gender,

e | e s ol ssemiag height, and weight are
i SIS visible at the top of the
. u . €] 8 screen, in addition to the
4 total blood volume.

Confirm info I '

The Flow Rate button
allows you to manually
enter a draw flow rate.

Masma RBC Duration Marelets Plasma REC O T min
(a) 200 mL mL 47 min 65 00mL  225mlL ThlS button iS dISpIayed
only if Flow rate entry is
T Geoered I |~ teoetred >~ © ) configured ON.

[ Confirm procedure |

Y ieiid | The confirmation screen
contains a summary of
the selected procedure.

The confirmation screen
is also displayed when the
operator selects a
different procedure during

.r'.on{iun (;anl.'(.-l . COIIeCtIon

No V6 screen

©2022 Terumo BCT, Inc. Page 2 of 8 BC-TRIM-00693
Rev. 2022/02
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Trima Accel® Automated Blood Collection System
Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen

Version 7.0 Screen

Description

——

Close the blue blood div

Screen graphics and
instruction have changed
to reflect a recent
disposable set change,
removal of the needle line
clamp for donor
connection.

1: Connect 2: Squeeze

End run

1: Connect

Fregs

: Break the bag  3: Squee:
rangible

The Connect AC prompts
reflect the tubing sets with
the AC luer connection.
Prompts depend on the
tubing set REF selected.

The AC detector graphic
flashes yellow and orange
until it detects fluid.

Start draw

—

Screen graphics and
instruction have changed
to reflect a recent
disposable set change,
removal of the needle line
clamp for donor
connection.

©2022 Terumo BCT, Inc.
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Trima Accel® Automated Blood Collection System

Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen

Version 7.0 Screen

Description

Return

Draw in progress

Pressine
Return

Matelsts Plas

65x 10" 200"||':1L

—

18mL | 175 mL

1. The system defaults to
show elapsed time.

2. No units are displayed
if a product is not to be
collected.

3. The current yield button
allows you to switch the
display between current
platelet yield and
current platelet volume.

4. Pressure Draw now
appears in white text
and Pressure Return

appears in yellow text.
sl | 5. The AutoFlow indicator
|3 has been added to the
pressure meter.

6. You can now access
the Procedure selection
screen from the Run
screen.

7. The icons indicate that
more procedures have
become available due
to AutoFlow.

No V6 screen

Platelets

[earm The adjust button has
been added to the
procedure selection
screen to allow recovery
of a procedure
187 piy disqualified by AutoFlow.
Currently collected
yield/volumes are
displayed in gray.

Draw in progress

tlon time remaining
24 min__

End run

i Continue I

The gray bars in the
meters have been
removed.

The arrows on the adjust
meters are inactive if they
cannot be increased or
decreased.

The clumping meter has
changed to System AC
and reversed in function.

Touch the up arrow to
increase the amount of
AC in the extracorporeal
circuit.

©2022 Terumo BCT, Inc.

Page 4 of 8

BC-TRIM-00693
Rev. 2022/02





BLOOD AND CELL
TECHNOLOGIES

“TERUMO

Trima Accel® Automated Blood Collection System

Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen

WEBC content detected, cl

10" 200 mL 225 mL

Platma

Draw 10" 260mL 22 III|.

10" 260 mL Iuh rnL

Post Collection

End of run summary

Procedural

Version 7.0 Screen

Draw in pr

Donste  Addither

15 min

Matalsts

35x10" ZODmL

End of run summary

Procedural

Next page i

Description

End run

The “Clearing LRS
chamber” and “WBC
content detected, clearing
LRS chamber” system
screen graphics have
changed.

The message will clear
automatically when
clearing is complete, or
you can touch Close to
clear the message.

Platelet collection bags
must remain on the IV
pole.

End run

@l | Plasma rinseback has
m | been redesigned. The
additional volume
collected is now 30 mL
and is displayed on the
plasma meter instead of
as part of the target
volume.

60 min |

RisC
225 mL

A final adjusted draw flow
rate has been added to
the End of run summary if
Flow rate entry is
configured On.

158 ml

30 min

“Total saline used” has
been clarified as “Saline
to donor.”

©2022 Terumo BCT, Inc.
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Trima Accel® Automated Blood Collection System
Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen

Hardware failure

Continue

Version 7.0 Screen

Description

Platelet product verification and labeling

"3 End
1 5 addition

Platelet product: DO NOT label as leukoreduced

Platelet product verification

The color of the status bar
and the text for products
that cannot be labeled as
leukoreduced has been
changed to yellow.

Continue

| continue

) [ Moreinfo |

Alert/alarm screens have
been reformatted:

= Text and text color

= Button colors: Active
buttons have color, and
inactive ones are gray
until the alert condition
is cleared.

= Mute button is
redesigned

Descriptions have been
modified.

Continue

The Continue button is
inactive (gray) until fluid is
detected at the AC
Sensor.

When fluid is detected,
the Continue button
becomes active and the
AC sensor graphic is
green.

©2022 Terumo BCT, Inc.
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Trima Accel® Automated Blood Collection System
Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen

Version 7.0 Screen

Description

| Continue

I Adjust

More info

The “Draw pressure too
low” alert has changed:

= Different graphic
= New pressure display
button

A new audio tone for
“Draw pressure too low”
differs from the “Return
pressure too high” alarm
tone.

The “Return pressure too
high” alert has changed:

= New pressure display
button
= Different layout

A new audio tone for
“Return pressure too high”
differs from the “Draw
pressure too low” alarm
tone.

©2022 Terumo BCT, Inc.
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i ERUMD TECHNOLOGIES Quick Reference Guide: Version 6.0/70.0.4 Screen Comparison

Version 6.0 Screen Version 7.0 Screen Description
Donation time increase

A new advisory message
and a new alert have
been added for AutoFlow.

AutoFlow automatically
decreases the flow in
response to low draw
pressure.

Continue If the procedure duration
has increased by more
than 10 minutes, a
“Donation time increase”
advisory message is
displayed.

No V6 screens

If the procedure duration
exceeds the maximum
configured by your system
administrator, a
“Maximum procedure
duration exceeded” alert
is displayed.
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