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Introduction

This chaptersection covers the following topics:
¢ About this guide (page 8)

® Abbreviations (page 9)

® Technical support (page 10)
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About this guide

This guide provides information for setting up and running the BD FACS™ Workflow
Manager system for using BD FACSLyric™, BD FACSVia™ and/or BD FACSLyric™
physically and data integrated with BD FACSDuet™.

In addition to becoming familiar with the instructions outlined in the guide, operators
must receive appropriate training on the BD FACS™ Workflow Manager system before
attempting to operate the system.

This guide includes:

An overview of the BD FACS™ Workflow Manager system.
Navigation Instructions for the BD FACS™ Workflow Manager software.

The different workflows for processing panel requests on BD FACSLyric™, BD
FACSVia™ and BD FACSLyric™ physically and data integrated with BD FACSDuet™.

A system reference providing a detailed explanation of functionalities of the
BD FACS™ Workflow Manager system.

Additional information

This User Guide can be viewed by clicking the Help button from the user menu of the
navigation panel in the BD FACS™ Workflow Manager software. Internet access is not
required to access the Help system.
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Abbreviations
The following table lists the abbreviations used in this guide.
Abbreviation Meaning
CRO Contract Research Organisation
ERP Entry Run Package
FACSDuet™ BD FACSDuet™ Sample Preparation System
FACSDuet™ BD FACSDuet™ Software on BD FACSDuet™ Sample Preparation
Software System
FACSLyric™ BD FACSLyric™ Flow Cytometer
FACSuite™ BD FACSuite™ application on BD FACSLyric™ Flow Cytometer
FACSVia™ BD FACSVia™ Flow Cytometer

FACSVia™ Software | BD FACSVia™ Software on BD FACSVia™ Flow Cytometer

FWM BD FACS™ Workflow Manager
LIS Laboratory Information System
SOP Standard Operating Procedure

ub User Defined Assay
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Technical support

Technical support contact

If assistance is required, contact your local BD Biosciences technical support
representative or BD distributors. Go to our website bdbiosciences.com, for
up-to-date contact information.

The following information is required while contacting BD Biosciences:

¢ Product name and license number

* Any error messages


http://www.bdbiosciences.com/en-eu/support

About the system

This chapter section covers the following topics:
* BD FACS™ Workflow Manager system (page 12)
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BD FACS™ Workflow Manager system

BD FACS™ Workflow Manager (FWM) is a standalone laboratory software solution
that provides data management and workflow management functionalities across
locations where clinical diagnostic activities occur. The software combines clinical

results, operational data, and patient and sample data from the following sources:

¢ Automation (BD FACSDuet™ Sample Preparation System)
¢ Diagnostic Instrumentation (BD FACSVia™ and BD FACSLyric™ Flow Cytometers)
e External software such as Laboratory Information Systems (LIS)

The data collected from the above sources is aggregated, evaluated, and
disseminated subsequently.



Getting started

This chaptersection covers the following topics:
® Launching and Logging in to the FWM Software (page 14)
* FWM Software navigation panel (page 15)
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Launching and Logging in to the FWM
Software

To launch the FWM software double-click the Desktop icon of the application.

Logging in

® Once the FWM software is launched, the user is prompted to enter the credentials
for signing in as a defined user.

® Select the Eye icon on the right side of the Password tab for viewing the password.

* The user must select the check box “I acknowledge that I have read and
understood the above” to enable the “Sign in” button.

Sensitive information entered in FACS Workflow Manager may be
displayed while using the software, and when viewing saved or
printed reports.

Bl | acknowledge that | have read and understood the above.
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FWM Software navigation panel

Overview

The navigation panel is located on the left side of the application. The various
functions associated with the navigation panel are described below:

Navigation panel SI. No. | Function

1 User Menu (your name):

o Change your password
» Sign out
e About

Adimin - e Help

2 Notifications: View current and archived
notifications (New notifications are
indicated with a counter)

3 Dashboard: View connection status of
available Instruments and LIS
connections

RECQILESTS

4 Requests: View, Create and Edit

Requests
RERORTING 5 Results: Review and process Results

6 Reporting: View the Audit log

7 Library: Manage system configuration

8 Settings: Manage system settings

15



16 ‘ BD FACS™ Workflow Manager System User's Guide

Accessing the user menu

Clicking the User name drop-down provides the following options: Change password,
Sign Out, About and Help.

Dashboard

Instrument Connections

FACSDuet-Integrated
P Change password
@ Sign Out FWM-4CE9140M5C
O About

@ Help

WV requests

RESULTS

Running L') (R

LIS Connections

REPORTING

FWM-4CE9140M5C

Change the Password

Click Change password to edit the password for the current user. Type the Current
Password and provide the New Password, then type the New Password again to
confirm it and click OK.

7 Password Editor x
L]

Current Password

@

New Password

Confirm Password

OK Cancel
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Signing Out

Click Sign out for signing out as the current user.

About

Click About to display the About FACS Workflow Manager dialog that contains
information related to the software versions of the FWM software and related
services and drivers.

FACS™ Workflow Manager

Client Software Version : 1.1.0.7036
Broker Software Version @ 1.1.0.7036

Connectors

BD FPWM HttpListener Connector Library @ 1.1.0.7036
BD FWM Serial Connector Library : 1.1.0.7036
BD FWM TCPIP Connector Library : 1.1.0.7036

Protocols

BD FWM ASTM Protocol Library : 1.1.0.7036

BD FWM FACSLIGA Protocal Library: 1,1.0.7036
BD FWM FACSVia Protocol Library : 1.7.0.7036
BD PWM HLT Protocol Library @ 1.1.0.7036

Copyright Becton, Dickinson and Company. © 2018 BD.
All rights Reserved.

Copyrights

Close

Help
Click Help to access the BD FACS™ Workflow Manager system User's Guide.
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Operating the system

This chaptersection covers the following topics:
* Notifications workspace (page 20)

® Dashboard workspace (page 22)

® Requests workspace (page 24)

* Managing requests (page 27)

® Results workspace (page 33)
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Notifications workspace

Overview

Click the Notification icon in the navigation menu to access the Notifications
Workspace. The number of unread notifications is displayed in the orange notification
counter.

John Doe -
ministrat

Notifications

# I Timestamp: From v v~ T v ~ Component :  Unspecified, Database, v

Status:  Current, Acknowledged v Filter Reset
» Severity Description Component  Timestamp Status
20050 @ Error Error while “dispatching” “query” “BBFWM.Broker.Core.Handlers Dashboard.Connections.Get... Broker 6/29/2020 10:35:06 AM Current
23053 Warning  Panel TBNK_TC has already been requested and cannot be duplicated. Broker 6/29/2020 10:28:15 AM Current
23053 Warning  Panel IMK_TC has already been requested and cannot be duplicated. Broker 6/29/2020 10:28:15 AM Current

- 23053 Warning  Panel TBNK has already been requested and cannot be duplicated. Broker 6/29/2020 10:28:15 AM Current

23053 Warning  Panel 6CTBNK_TC has already been requested and cannot be duplicated. Broker 6/29/2020 1028:15 AM Current

ECRRNNG 23053 Warming  Panel 6CTBNK_TC has already been requested and cannot be duplicated. Broker 6/29/2020 10:28:15 AM Current

@6 666 6
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Details

Details of each notification can be viewed by either double-clicking the entry in the
list or by clicking the Eye icon on the right side of the corresponding notification.

2 Filter Reset

Component  Timestamp Status

Unspecified  12/4/2019 9:01:25 PM  Acknowledged | @
Unspecified  12/4/2019 9:01:25 PM  Current @
Unspecified  12/4/2019 9:01:25 PM  Current @
Client 12/4/2019 7:05:43 PM  Current @
Broker 12/4/2019 7:05:04 PM  Current @
@

Broker 12/4/2019 7:04:05 PM  Current

Current Notifications: Notifications which are not viewed in detail are shown as
“Current”.

Acknowledged Notifications: When a notification is viewed its status changes to
“Acknowledged”.

Click the Archive button in the "Notification Details” dialog box to remove the entries
from current view. If needed, entries can be retrieved by search Filter option.

The notification detail window contains the Notification Number, Severity and
Timestamp. To view a detailed description of the notification, click the + button.
Similarily, Resolutions can also be viewed by clicking the corresponding + button.

# Notification Details

# Severity Timestamp

23053 Warning 6/29/2020 10:28:15 AM

— Description

Panel TENK_TC has already been requested and cannot be duplicated.
= Resolutions

- No additional action required.

E>:cep'.'on Stacktrace

4 Properties

21
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The filtering options at the top of the notification workspace enables the user to
select filtering criteria: Error number, date/time of occurrence, Component and Status.

e . o X
Notifications

Timestamp:  From v v T ~ v Component: Unspecified, Database, v  Status:  Current, Acknowledged Filter Reset

Once the filtering criteria has been defined, click the Filter button. Clicking Reset will
remove all filtering criteria.

Dashboard workspace

To access the dashboard, click the DASHBOARD button on the user menu. The
Dashboard provides information related to the type and the status of the
instrument(s) and LIS(s) connection(s).

Dashboard

T — Instrument Connections
Admin| atol
VM-DUET-CONN VM-LYRIC-CONN

fwm-10308777 fwm-10308777

RESULTS
Unknown @ @ Running (_') @ @

LIS Connections
VM-LIS-CONN

fiwm-10308777

REPORTING

Running
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The following table gives an overview of the functions that are available on the

Dashboard for each instrument.

Dashboard panel

Sl. No.

Function

1

Connection Name

Hostname of the computer on

which the connection is running

Number of queued messages are
displayed in the message counter.
When LIS does not respond to the
FWM messages they get queued
and are subsequently transmitted to
the LIS when it responds again. Click
the message counter to clear the

queue if needed.

Instrument type icon

Status: Running, Stopped,
Deploying, Starting, Unknown (if not
deployed or deployment service is

not available)

Start button

Record button to monitor traffic of
the connection. Value can be
defined between 24h - 72h. Align
this value with Purge Diagnostic
Data value in System - Settings.

View the communication messages

23
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Requests workspace

Requests workspace provides Sample information along with Panel requests that are
received from the LIS or created manually. Samples will be displayed in the Requests
Workspace until all panel requests are either approved or rejected.

To access the Requests workspace click the REQUESTS button. The filtering options at
the top of the workspace allows you to filter Requests in the workspace based on the
following criteria: Sample ID, Patient ID, Last Name, Status and Collection Date

(Section 1).

Pending, Inprogress.Preppil > Collection Date Reset

(&

Select all the required options from the Status drop-down list.

| Status: {t) Pending, InProgress, Preppii ~ |  Collectig
Pending

InProgress
Prepping
Prepped

Measuring
Measured

Approved
Rejected
Reanalyse
Rerun

The Filter button on the workplace allows you to filter the requests based on the
selected entry(ies). Similarly, the Reset button allows to reset all values to default.
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Section 2 lists all available patient requests based on the selection criteria.

Requests | 1

Al

Code

eCTRNKTC

¢ B ®w o |2 B »

e

6 Color TBNK + Trucount

s: Pending, InProgress,Preppir = Collection Date: From

Tubes Volume (m)  Diution

o

Fiter
" 000004
000000 am
D
Requested On Status

1 ez as2AETM Pending

The + New button provides access to the Create Sample page where information
related to a new sample can be entered. The Refresh button refreshes the list of all

available samples.

Requests

Sample ID:

(= o |

HX1

12/5/2019 2:41:36 PM

TRE

RESULTS 12/5/2019 3:24:71 BM

REPORTING

Patient ID :

Doe, John
S o
Mouse, Johnny

e ]

Create Sample

Patient ID

First Name

Last Name

Date of Birth

Sex Unknown
Sodial Security Number

Physician

Height (cm)

Sample ID
Specimen Type

Collected On 12/6/2019

s <NollS>

2:30 PM
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The Sample Info (Section 3) displays all the patients/samples information related to
the sample that is selected in the list of available samples: Patient name, Patient 1D,
Date of Birth, Sex, Social Security #, Sample ID, Specimen Type, Date and time of
Collection, Date and Time of Receiving, Weight (kg), Height (cm), Physician name.

I
Requests 1
ast Name Status:  Pending. InProgress Preppil +  Collection Date: Fom v To = Fiter Reset
2 Refresh TP e
sz20812:1 il &y saomiz2 — 0000 kg
P Unien 0 00000 cm
. 041975 67 years) e1272022 35246 14 hysciar oro
£/1272022 80100 AM 3
o oeaaaee0 °
saa0812.2
ez
Code Descripton Tubes Volume (m)  Diution  Requested On Status ]
GCTBNKLTC 6 Color TENK + Trucount ' o 1220235246 M  Pending s

The Panel Requests (Section 4) lists the available panel(s) for the selected sample.The
+L status icon next to a panel request indicates that the panel request was received
from an LIS. To add more panels click the + button.

Code Description Tubes Volume () Dilution Requested On Status [ ]

ECTBNK.TC 6 Color TENK + Trucount E 1 o 1 8/12/202235246FM  Pending L |
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Managing requests

Panel requests from LIS

Panel Requests can be either received from LIS or manually created in the Requests
Workspace. Click the REQUESTS button in the navigation menu to access the
Requests workspace.

Requests
Sample D : Patient ID :
Admin -
Administrato
HX1 Doe, John
12/5/2019 2:41:36 PM &S T
TRE Mouse, Johnny
RESULTS 12/5/2019 3:24:71 PM f _i

REPORTING

WE uBrary

<

Panel Requests received automatically from the LIS are displayed as a list. When the
LIS supports Host Query and has an enabled connection, FWM can retrieve Panel
Request information from LIS based on the identified Sample ID of the connected
instruments.

To ensure that all the latest information is displayed on the screen and to update the
list of Samples, click the Refresh button.
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Creating a manual request

® Click + New button on the Request workspace to open the Create Sample page.
Enter the following Sample details to create a new request: Patient ID, First Name,
Last Name, Sample ID and Specimen Type.

Note: These fields are mandatory and must be populated to create a new request.
All other basic details are filled in automatically if an existing Patient ID is used.

* Specimen types need to be created in advance in the Library workspace (page 60).
The Default specimen type is Unknown (UNK).

® (Click the Save button and the new Sample opens in the list of Samples.

Requests

st Nam Status (1) Pending nProgress Preppir ¥ Collection Dot From v o v rrer Reset

ssssssssssss

¢ B ®w o |3 B »

MMMMMMM

® Click the created Request ID to view the panel requests which are to be measured
on the sample.

Code Description Tubes Volume (ml)  Dilution Requested On Status L]

GCTBNK_TC & Color TBNK + Trucount 1 o 1 8/12/2022 3:52:46 PM Pending xS |

* To add panel requests, click the + button. The Add Panel Request window opens.

® Select the panel from the drop-down in the Add Panel Request window.
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77 Add Panel Request £

Panel
Dilution
Volume (ml)

Requested On

Send to LIS

: 3/4/45 (3.4 45)

3/4/45 + Trucount (3_4_45_TC)
3/8/45/4 (3.8.45_4)

3/8/45/4 + Truount (3_8_45_4_TC)
4/8/3 + Trucount (4_8_3_TC)

6 Color TBNK (6CTBNK)

6 Color TBNK + Trucount (6CTBNE_TC)
HLA-B27 (HLA_B27)

4 Color TBNK (IMK)

4 Color TBNK + Trucount (IMK_TC)
Leucocount (LEUCO)

Plasmacount (PLASMA)

¢ If any specific dilution or volume is required, it can be added to the request.

* Enable the Send to LIS option to enable transmission of the results of this request
to the LIS. If a default LIS is defined in the LIS field in the Create Sample page, the
appropriate LIS will be assigned automatically and results will be send to LIS after

approval.

£/ Add Panel Request s

Panel
Dilution
Volume {mil)

Requested On

Send to LIS

A

06/05/2019 s 12:35 o

OK

Cancel
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¢ If the maximum sample age has exceeded, a warning will be shown asking if the
user wants to continue with the request. Select Yes to continue or No to stop.

" Override maximum sample expiration?

The maximum sample age of 5 days has been exceeded. Are you sure you want tc add a
request?

Editing a panel request

* To edit a panel request, Click the Pencil button.

¢ Dilution and volume can be updated.

* Enable Reset state to Pending to force the state back to pending.

77 Edit Panel Request x

Panel 6 Color TBNK (6CTBNK)
Dilution 1

Volume (ml)

Send to LIS A

Reset state to pending

OK Cancel

Deleting a panel request

* To delete a panel request, click the Delete icon

® Confirm that you want to delete

® To delete all panel requests, click the Delete icon in the header of the column.

Code Description Tubes. Volume (ml)  Dilution Requested On Status

6CTBNK.TC 6 Color TBNK # Trucount 1 0 1 8/12/2022 35246PM  Pending s Im
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View Tube ID information

® To view secondary tube ID information received from LIS, click the Tube icon

[ +]
Code Description Tubes Wolume (ml}  Dilution Requested On Status [
BCTBNK_TC 6 Color TBNK + Trucount 1 o 1 8/12/2022 3:52:46 PM Pending |
Panel request tubes
TOOO10
oK
Editing a patient and sample
* To edit a patient and sample, Click the Pencil button.
® If the request came from LIS, some of the fields cannot be changed.
[+]

Code Description Tubes Volume (ml)  Dilution Requested On Status [ ]

GCTBNK_TC 6 Color TBNK + Trucount. 1 0 1 8/12/2022 3:52:46 PM Pending # (]

Deleting a patient
* Login as administrator.
® To delete a patient, click the + New button.

* Enter the Patient ID and click the Tab key on your keyboard, then click the Delete
patient button.

* A confirmation of deleting the Patient needs to be provided.

Note: All patient related samples for this patient are permanently removed.

31
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Requests
100100 4M s 0 ® lucas
500002 Parker, Lana t Name © Ross
s 7/26/1958
o002 vl | so =
41272020 100300 A s @ mber 703-02-2187
oo rn e | Physic
2020 1001:00 AM. s 0 eight (kg)
500005 Kelly, Carl Heig
sa Sample ID o
$00006 Perkdns, Thomas pecimer pe @  Unknown (UNK) N
R necoAn sa llected On 6/29/2020 v 11:44 AM v
41272020 100100 4M. s @ M-S

Reset
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Results workspace

Once Assay results in the BD flow cytometer's software (BD FACSuite™ and/or

BD FACSVia™) are approved, they will be transmitted to FWM. Depending on the
settings for the review process, results are either sent automatically to LIS or they
need to be reviewed and approved before transferring them to the LIS.

Alternatively, if the "Automatic Approval” feature is used, results are directly sent to
the LIS, if no warnings or errors are reported. In case of warning or error messages,
the results need to be reviewed and approved.

Depending on the availability of the optional “Data Management” feature, results
and PDF reports are also transferred to FWM, where they are available for review.
They are archived, thus remaining accessible for future or external analysis.

The Results workspace is accessed by clicking the RESULTS button. It contains a list
of Results that are received from the instrument(s) and LIS(s). Results will display in
the workspace and they will stay there until they are approved or rejected.

a
L]
w
a
B o=
oo
B s

seaco ety ol

@ 2991 % 2091 %
38400 el s ol
38100 el Y st
15900 el 159 calsl
15700 st

020
300

212

1082 B 1082 %

+DDDODODODDODODODDODODODODDDO

13900 celisyl 139

The top Section 1 (see the above graphic) contains functionalities to filter Results in
the Results workspace, based upon: Sample ID, Patient ID, Last Name and Collection
Date.
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Results

Click the Advanced button on the Results workspace for filtering the results. The
Advanced Filters box also opens upon clicking the Advanced button, where the user
can set the parameters of the advanced filtering. Click the Apply button to apply the
parameters.

' Advanced Filters X

e ID Ascending
Patient ID Unspecified
st Name Unspecified
t Name Unspecified

e -
Collection Date:  From ¥ To ¥ Unspecified
Analysis Date From ~ To ~  Ascending
anel v Ascending
tatus Pending v Unspecified

Click the Reset button to reset the result filtering parameters that are entered.

- o x
Results

Sample ID Patient ID Last Name Collection Date: From v T ~ Filter Advanced
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The Result Set List (Section 2) of the Results workspace, shown in the following
graphic, lists the Sample results that are available for viewing and/or for taking any of
the actions listed in panel 4 (Approve, Reanalyse, Rerun, Reject, Historical, Comments,
Resend, Export, Reports, Retry). To review results, click the Result Set that needs to be
reviewed.

Results @ -
e v & C x BB
A @ Wwe  SmithJohn Johnsmith e me: 5
@ 6 Coer TN« Tuceunt e P - R — @
DASHEOARD i ke Male 9/20/2019 5:3847 PM e 8D FACSyric

WU reouests 1800

P Commerts o comments avaible

p— v Approve  Remlyze  CReun | XReject D Historisl @ Comments  ©Reend  Brbport  BReports 5 ey @

M

€3 qms Lymphocyte count 128200 celsful 1280 cetispl o
CD3 percentage 4425 % 4425 % =}
CD3 count. 568.00 celisfyl 568 celis/pl =]
CD4 percentage 2991 % 2991 % =}
<04 count @ 38400 celisfyl e celispl o
CD4 percentage (excluding double positives) 2971 % 2971 % =}
CD4 count (excluding double positives) 381.00 cells/ul 381 cells/pl =}
CD8 percentage 1242 % 1242 % =}
CD8 count t 159.00 cells/ul 159 cells/ul =}
D8 percentage (excluding double positives) 1222 % 1222 % o
CD8 count (excluding double positives) 157.00 cells/ul 157 cells/pl =}
CDa+COB+ percentage 020 % 020 % o
CD4+CDB+ count 300 cells/yl 3 cells/pl =}
CD4- CDB- percentage 212 % 212 % =}
CD4- CDB- count. 2700 cells/pl 2 cells/pl =}
CD19 percentage. 1082 % 1082 % =}

% BD Results
FACS Workflow Manager
Ssample ID patient ID

Admin ~
Administrator

(5 v & C x B B

A (@ —
= HX1 Doe, John

6 Color TBNK + Trucount
DASHBOARD 521/2019.3:52:36 AM Analysed [m]
U reauests HX2 Doe, Jane
- 6 Color TBNK + Trucount

5/21/20199:5224 AM Analysed O
RESULTS

HX3 Smith, John
B reeormne 6 Color TBNK + Trucount

/2042019 5:38:47 PM. Analysed [}
M usrary HX3 Smith, John

6 Color TBNK + Trucount
B semnGs 92072019 5:5403 PM. Reanalysed O
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Actions that can be performed on multiple Result Sets are displayed at the top of the
Result Set list:

® @000® O
e (8

Smith, John

BNK + Trucount

9/20/2019 5:3847 PM Analysed

Number | Function

1 Refresh the Results List

2 Approve Selected Results

3 Reanalyse Selected Results

4 Rerun Selected Results

5 Reject Selected Results

6 Recalculate Multipanel Results

7 Retry: Use to retrieve documents from instrument of selected Results

8 Select all: The "Select all” button will only select the latest Result sets of each
sample.
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The Result Info (Section 3) displays information related to the selected Result Set.

Note: The Measured On and Analysed On date and time fields are for indication only.
The exact information should be retrieved from the FACSuite™/FACSVia™ result

reports or audit trails.

Results @ 5o
) T TS
E
| " Smith, John «
6 Color TBNK + Tucourt o
B—
rewrere ] [ memraer] [ g1 [ et ] [ o] [ 22 comments Bopon | Mo B @
= R e e ————
128400 cells/pl 1284 cells/pl =}
4425 % 425 % =}
2991 % 2991 o
384.00 cells/pl 384 =}
2971 % 2971 =}
381.00 cells/ul 381 =}
1242 % 1242 % o
159.00 cells/pl 159 cells/pl =}
1222 % 1222 % =}
157.00 cells/ul 157 cells/ul =}
020 % 020 % o
300 celisgyl celisgyl o
212 212 =}
2700 27 cel =}
1082 % 1082 % =}

The action bar (Section 4) of the Results workspace contains the actions listed in the
table below:

[ vamroe | onemase | Crewn | xnge Dol @ commens | @essna  Brfwort  Brepors  Dfewy & Tuses |
Button Function
Name
Approve Approve the result and send it to the LIS
Reanalyse Initiate a reanalysis of the results*
Rerun Rerun the sample
Reject Reject the result
Historical Look at the historical data of results for a selected patient on the specific test
Comments | Comments can be added for internal use or for reporting to LIS




38 | BD FACS™ Workflow Manager System User's Guide

Button Function

Name

Resend Resend approved results to the LIS

Export The Export button allows you to export the results to a file by creating copies

of PDF reports and instrument data files.*

Reports View available reports generated by the flow cytometer and customizable
Summary Report generated by FWM*

Retry Retry import of reports/documents and data files from the instrument*

Tubes View secondary Tube ID information received from LIS. Button will be hidden
when no data is available.

*With "Document Management” feature only.

Approving a Result

To approve a result, select a Result Set from the Result Set List, review the results and
if appropriate to approve, click the Approve button on the action bar.

Results

Fiter  Advanced  Reset

@ orssorro

T weavests

5
f OODODODODODODODODODODODODODDDODDO

Result Sets can be either approved individually or in batch. To approve an individual
Result Set, select it and then click the Approve button. To approve a batch of Result
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Sets, click the check boxes next to the Result Sets and click the button with the check

mark above the Result Sets list.

The status of the evaluations of the reference ranges and interpretation rules will be

indicated with icons in the Panel Test Results (Section 5).

Test Result Unit Reference Range Interpretation  Instr. Result
Lymphocyte count 1286.00 cells/pl © 148400 - 2308.00 1286
CD3 percentage 4420 % @ 5525-75.19 4420
CD3 count 568.00 cells/ul © 830,00 - 1612.00 568
CD4 percentage 848 % © 3223-51.09 8.48
CD4 count 109.00 cells/pl © 51400 - 1088.00 109
CD4 percentage (excluding double positives) 7.56 % 7.56
CD4 count (excluding double positives) 57.00 cells/ul 97
CD8 percentage 3104 % @ 1477 -29.49 3104
D8 count 399.00 cells/pl 253.00 - 587.00 399
CDB percentage (excluding double positives) 3042 % 3012
CD& count (excluding double positives) 387.00 cells/ul 387
CD4+CD8+ percentage 092 % 092

Instr. Unit

cells/pl

cells/ul

cells/pl

cells/ul

cells/pl

cells/ul

DDODODDDDODODODDOUDO

The status of the reference range evaluations will be indicated as follows:

Icons Description
Green checkmark Within reference range
Orange down arrow Below normal reference range
Orange up arrow Above normal reference range
Red down arrow Below analytical range
Red up arrow Above analytical range
Reference Range  Interpretation Instr. Result Instr. Unit
1000 calls/l O
44.25 % o
A Abnormal 442 cells/pl o
29.91 % o
Normal 299 calls/l O

The status of the interpretations evaluation will be indicated as follows:

39
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Icons Description
Green checkmark Normal interpretation
Red warning sign Abnormal interpretation

Results will be automatically approved if the following criteria are fulfilled:
¢ The "Automatic Review" feature is licensed and enabled
® The panel is configured to allow "Automatic Approval”

® All Documents and Reports are available (if "Document Management” feature is
enabled)

* No abnormal interpretations
* No failed reference ranges
* No result errors

Approved Result Sets will be sent to the LIS automatically, provided the LIS
connection is established. Depending on the configuration and capabilities of the LIS,
PDF reports of the approved results will also be uploaded to the LIS. Approved Result
Sets, including related reanalysis Result Sets, will be no longer displayed in the default
listing in the Results workspace. These Results Sets can be retrieved through the
Advanced filter in the Results workspace.

Results

Multi Panel Results

A Multi Panel assigns multiple panels to a single request code and allows you to add
additional Multi Panel tests. All Result Sets of a Multi Panel will be grouped together.
Each Result Set of the underlying Panels in the Multi Panel can be reviewed
individually by selecting it.

Results of Multi Panel tests can be calculated from numerical patient and sample
details and the test results of the underlying panels. Multi Panel test results are shown
in the "Multi Panel Test Results” section above the results of the selected Result Set.
The Multi Panel test results will only be available once Panel test results from which
they are calculated are available.
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The calculated Multi Panel results are based on the latest Result Set of the underlying
panels. If you want to recalculate the Multi Panel results from alternate Result Sets,
select the required Result Sets and Click the Recalculate icon at the top of the Results
Set List.

Results

X Reject D Historical 2 Comments Ebgot  BRpors 5

Resuit Unit ReferenceRange  Interpretation It Resut Instr. Unit
56600 celsful © so00- 161200 o
w2 % © 55257519 o

56800 ol 83000161200

as % © 35225109

10300 celifu © 51400 108800 109 el

756 % 756 %
700 el o
310 % © 14772049 310

39900 el 253,00 - 567.00 399 «
012 % 3012 %

3700 et 37 cetspl

)OODDODODDODODDODDODDO

09 % 022 %

Reanalyse a result

To reanalyse a result click the Reanalyse button. If the "Document Management”
feature is available, the corresponding Entry Run Packages will be exported to the
Reanalysis Export Location. See Document Management settings.

41

| + Approve © Reanalyse | C Rerun X Reject D Historical 2 Comments @ Resend E* Export B Reports £ Retry

# Tubes

When the reanalysis is initiated, the Reanalyse button changes into Cancel
Reanalysis button and the reanalysis can be canceled by clicking it.

X Cancel Reanalysis ko

Panel Test Results

Test
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The reanalyzed samples are identified in the sample section.

Results

Sample ID : Patient ID Last Name :

Admin «

= v % C x H B Result Info

HX3 Smith, John Patient : John Smith

6 Color TBNK + Trucount Pst'e'1:' D: Px3

9/20/2019 5:38:47 B4 Analysed O E)atEC Birth : 711/1%66
Se! Male
Weight (kg) : 85.0

HX3 Smith, John Height (cm) : 180.0

6 Color TBNK + Trucount

5/20/2019 5:54:03 PM Reanalysed O
ECEE Comments

On 9/20/2019 5:39:58 PM, Admin
REPORTING

Comment for internal use

On 9/20/2019 5:40:04 PM, Admin

Comment for external use

v Approve 4 Reanalyse

Rerun a Panel Request

To rerun a panel, click the Rerun button. The existing panel results are stored and the
sample can be rerun in the flow cytometer. Once the new results become available,
these can be analyzed and compared with the previous run.

| ~ Approve “y Reanalyse | C' Rerun | X Reject D Historical 2 Comments @ Resend EB» Export B Reports A Retry & Tubes
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When the rerun is initiated the Rerun button changes into Cancel Rerun button and
the rerun can be canceled by clicking it.

Results

Sample ID : Patient [D Last Name : Collection Date

Admin

Admir

e v & C x H B Result Info

HX3 Smith, John John Smith Sam|
6 Color TENK + Trucount ;;(131/1955 %Pﬁ
o
/2072019 53647 P Rerun ] Male Me
85.0 Anal
WU requests 180.0 Fhy

o

RESULTS Comments : On 9/20/2019 5:3 PM, Admin wrote: Comment for

+ Approve 4 Reanalyse X Cancel Rerun X Reject
B rerornng

The rerun samples are identified in the sample section.

Results

Sample D : Patient ID :
Admin «

Admini

o v % ¢ x B B
A

= HX3 Smith, John
6 Color TBNK + Trucount

8/20/2019 5:38:47 PM O

U requests

RESULTS

I reeorinG

Reject a result

To reject a result, select the Result Set from the Result Set list and then click the
Reject button.

+ Approve “ Reanalyse C' Rerun "D Historical 22 Comments @ Resend E» Export B Reports 5 Retry & Tubes
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=
Results
v v Fiter  Advanced  Reset
e v &
Smith, John o s
5/20/2019 538547 M B0 FACSUyic
5/20/2019 53847 M 2345
B0 reavests O Samuels
« Approve ) Reanalyse  C' Rerun El D Historical 2 Comments @ Resen B export  BRepors 8
i Test Result unit Reference Range  Interpretation Ins. Result st Unit
e Lymphocyte count 128400 celifyl 1284 cetsyul o

€03 percentage aazs % wzs % <}
€3 count 56600 celspl 568 cetspl o
€D percentage 2991 % 2991 % o
€04 count 38400 celspyl 2 cetsyul o
D4 percentage (excuing double positves) 211 % 211 % o
D4 count(excuding doubie posiives) 38100 celsppl 31 cotspl o
€08 percentage 1242 % 1242 % )
€08 count 15900 celspl 159 cetspyl o
D8 percentage (exciuing double positves) 22 % 122 % o
D8 count (excuding double posiives) 15700 celsfpl 157 cetsfpl o
CD4+COB+ percentage 020 % 020 % o
CD4+CD8+ count 200 celspl 3 celspl o)
CO4- COB- percentage 21 % 212 % o
D4 CDB- count 2700 celsypl z cetsyyl o
€019 percentage 1082 % 1082 % o
€019 count 13900 celsyl 139 cetspl o

Viewing historical results

To compare previous results that may have been generated before for the same
patient and panel request, click the Historical button.

| « Approve 4 Reanalyse C Rerun X Reject 2 Comments © Resend E+ Export B Reports 5 Retry

Results

O ———— T

i
DDDDODDODDODDDDDDODODDO
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Commenting on a result

Results can be commented on at two levels. General comments can be made for the
whole Result of a Sample by clicking the Comments button. Comments can also be
marked for internal use only or to be reported back to LIS (default option). Comments
will be shown as descriped in the image below.

Results
Sample ID Patient ID ast Name Collection Date: ~From v T @
Admin
HX3 Smith, John John Smith HX3
6 Color TBNK + Trucount Px3 Unknown
) - 7/11/1966 9/20/2019 8:00:00 AM
sr2072019 53847 P10 Analysed = Male 9/20/2019 5:38:47 PM
: 850 9/20/2019 5:54:03 PM
X3 SathTohn] 1800 Dr. Samuels
6 Color TBNK + Trucount
et (e o Comment: n 9/20/2019 5:39:58 PM, in wrote: Comment for internal use
Chmon  wrams  Cram  Xmisa D e
Panel Test Results

Comments can also be added at the test level by clicking the Speech bubble icon next
to each test. Once a Comment is entered dots are shown in the Speech bubble icon
indicating that a Comment is added.

Instr. Result Instr. Unit
1284 cells/pl o
4425 % o

Resend result

If a result set needs to be resent to the LIS, e.g. in case the results are not received
successfully by the LIS, click the Resend button. The currently viewed result set will be
sent to LIS again.

o x
Results
+ lecti -~ - File Advanced  Reset
A = so00s0 o
Unkaow .
O e 041272020 1003100 AM VM-LYRIC-CONN (54321)
0672972020 102431 AM e: D FACSic
0572972020 102431 AM st
W seavess st0010 Brooks, Abraham psfontios
6 Color TENK + Trucount
owszmeim  Approved -~
B s ilable
C Rerun "D Hist | t B Reports. 5
B rromne
M usrary
Test Resuit Instr Result Insr Unit
0 E Lymphocyte count 128300 1283 cels/pl =)
D3 percentage a2 % 25 % fe)
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Export results files

To export the result files, click the Export button. The "Export result set documents”
dialog opens. The export location and the documents to be exported (Data
documents and/or Report Documents) can be defined.

| =1

»/ Export result set documents X

t Location CABDFWMShare\Export =

[0 Sensitive information will be exported in an unencrypted state. Are you sure you want to
proceed?

Cancel

The user is prompted to confirm that it is OK to proceed with exporting sensitive
information in an unencrypted state.
Viewing reports

To view the flow cytometer reports associated with the selected results click the
Reports button.
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LAB  PHYSICIAN  SUPPLEMENTAL  SUMMARY REPORT

patient
patent i
oteot
Sex

Retry collecting incomplete Result Set documents

If the systems fails to collect all documents for a Result Set, the color of the retry
button will change to orange and will be enabled. Click the Retry Button to reattempt
collection of the documents of the selected Result Set.

| + Approve 4 Reanalyse C' Rerun X Reject D Historical £ Comments @ Resend E» Export B Reports 5 Retry | ‘ A Reports missing ||

Click the Warning sign to view which files are missing.
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Missing reports:

"6 Color TBENK_5220812-6_Lab* Report®.pdf

*b Color TEMK_S220812-5_Physician Report®.pdf

*6 Color TBMNK_5220812-6_Supplemental Report®.pdf

Click the Retry button to load missing documents,

oK

Tubes

Click Tubes button to view secondary Tube ID information received from LIS. Button
will be hidden when no data is available.

| ~ Approve 45 Reanalyse C' Rerun X Reject 'D Historical 21 Comments @ Resend E+ Export B Reports S Retry I & Tubes I |
74 Panel request tubes X
TODO10

oK




Workflow

This chaptersection covers the following topics:

Workflow overview (page 50)

Managing request (page 50)

Creating worklist (page 51)

Sample preparation (page 56)

Acquisition and analysis of samples (page 58)

Reviewing of results (page 58)
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Workflow overview

This chapter provides an overview of the workflow process when BD FWM data is
integrated with BD FACSVia™ and/or BD FACSLyric™ flow cytometers. FWM also
supports data integration with BD FACSDuet™ Sample Preparation System, when the
preparation of samples acquired on BD FACSLyric™ is done automatically.

Overview

The following table provides an overview of the steps within a workflow process when
using FWM connected to BD FACSVia™ or BD FACSLyric™, with or without
BD FACSDuet™.

Preparation

Step Action

Managing The user reviews panel requests prior to sample preparation.

Requests o " .
See the Requests workspace (page 24) section in the Chapter "Operating the
System".

Worklist Worklist is either created manually or automatically on BD FACSDuet™

Creation software. In both cases FWM will be queried for test information.

Sample Sample preparation is either done manually by the user or by means of

automation with BD FACSDuet™ Sample Preparation System.

Acquisition Samples are acquired and analyzed on BD FACSVia™ or in BD FACSLyric™.
and Analysis ) . .

Refer to the BD FACSVia™ and/or BD FACSLyric™ System Instructions for Use.
Reviewing of | Results are reviewed on BD FACS™ Workflow Manager. See the Results
Results workspace (page 33) section in the Chapter "Operating the System".

Managing request

See the Requests workspace (page 24) in the Chapter "Operating the System™.
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Creating worklist

FWM software

Launch the FWM software and sign in. Open the REQUESTS workspace by clicking the
REQUESTS button on the navigation panel.

The FWM system automatically receives Requests from the LIS. Use the Refresh
button to update the list. For instructions on adding and creating requests, see
Requests workspace (page 24).

yyyyyyyyyy

yyyyyyyyyy

LIS Host Query

If the LIS system supports the Host Query functionality and this is enabled, requests
that are in the LIS system can be retrieved and recalled by FWM. In this way the
requests will be made available automatically on the Request Analysis list.

To enable the Host Query functionality:

® Click the LIBRARY button on the navigation panel, and then select the
CONNECTIONS button.

* Enable the Host Query Enabled function by turning it ON.
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Library

ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS LIS

GENERAL CONMNECTOR PROTOCOL

Name

LIS-HL7

Target

Q Instrument @ Lab Information System
LIS-HL7

Deployment Service Host Name

FWM-1A2B3C4D5

Connection Endpoint Port

5202

document Export Location

Export Sample Report

Export Sample Plot Images

Host Query Enabled D

Host Query Timeout (seconds)

10

PANELS

SPECIMEN TYPES

* To apply changes, undeploy and redeploy the connection.

VM-LYRIC-CONN YM-LYRIC BD FWM Hitplistener Conne... BD FWM FACSLIGA Protocol...

R o
Library
ASSAYS ~ CONNECTIONS  DEPLOYMENT  INSTRUMENTS Lis PANELS ~ SPECIMEN TYPES  TESTS
Name Instrument us Connector Protocol Endpoint Hostname  Endpoint Port
VM-DUET-CONN VM-DUET BD FWM Httplistener Conne... BD FWM FACSLIGA Protocol... fwm-10308777 5202 s T
I VM-LIS-CONN LIS-BXL-PROD BD FWM TCPIP Connector Li.. BD FWM HLT Protocol Librar... fwm-10308777 5203 s T
fwm-10308777 5201 S T
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When the BD FACSDuet™ is connected with the FWM and it is used in combination
with the BD FACSLyric™ flow cytometer for automatic sample preparation, BD
FACSDuet™ automatically builds the worklist(s).

Manual creation of a worklist on BD FACSLyric™ and BD FACSVia™
Flow Cytometers

® Launch the BD FACSuite™ Clinical Application or BD FACSuite™ application or the
BD FACSVia™ software and log in.

® To create a worklist manually in BD FACSVia™ or BD FACSuite™ application,
proceed with either scanning specimen barcodes or manually type the Sample ID
in the corresponding field.

* Press Enter.

[ BD FACSuite Clinical
File Edit View Tocls Cytometer Help Reference
T | ST E—
Manage Worldists Workdist 2020-06-... Worldist_004 X
| Loading Options | | Carrier Layout | | Tasks |
" [ oac J v | - ] L- L . L
Acquisition Status: CD3/16+56/45/4/19 O X | | Worklist Entries | Audit Trail | |E-Sign| Approve|| More.. |+ |
Time 00:00:00 Sample ID Task Status Location
Processed Events 0 evts P 500001 €36 Color TBNK - 7 Ready +L a1
Threshold Events 0 evts b2 500002 €536 Color TBNK - ~ Ready 4L A2
) Threshold Rate 0 evts/sec 5 som003] ~ Not Ready
] Flow Rate  Medium
Events to Display 1,000 -
Number of SIT Flushes 1 -
AR
Acquisition Progress 0%
~  Advanced Status

53
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BD FACSVia“Clinical Software
Acquire
Testfioe ] Fils Name: Check Performance
ofreooe17 operto] | CastRun 330230 43m
ome[— | Resut passea
ool Twere | masersenn
“Required Field Laboisctorpona Result: Successful
o et — —
—
Workist View
RUN 1> Rorun_ |1 ame Case? Test- Trucount Lot# |TrucountBead |Trucount |PackVolumein |WEC (celii)
forr <] Count ExprationDate |t
|
1 |HA0DE1 1 1 |Multitest 3168567451 ¥
2 [raovens attost 31 sasaa_~
3 [raoven? None B
Settings Collected
4 est Order Selection
Fvents] Test Order Select 4 ) i i iy i =)
in gate | 5
e [RSTR———
Eventsisec| S Test
7 FACSVia, HL7_U.
s
Backflush
9
SIP Clean 10
1

¢ The software automatically queries FWM for any panel request that is associated
with each given Sample ID.

» Associated patient information from the LIS is added to the worklist entries: if no
patient information is available, a warning will notify that no matching panel
request is found.

* Proceed until the worklist is built.

¢ If multiple panel requests are ordered for a given patient, in the BD FACSuite™
Clinical and BD FACSuite™ applications, a dialog opens to allow the selection of
panel request that needs to be added in the specific worklist.

e Use the Add All or the Add Selected buttons or double-click the assay name.

Add Test Orders X
Sample ID: B123

Assay Name Status

Pending

Pending

Add All electe Cancel
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Automatic creation of a worklist on BD FACSDuet™ Sample Pre-
paration System
Turn on the BD FACSDuet™ and check the status symbols at the bottom of the menu

in the BD FACSDuet™ software to confirm the connection is active with both the FWM
and BD FACSLyric™ Flow Cytometer.

Specimens

Carriers

* BD FACSDuet™ builds the worklist in the BD FACSDuet™ software by scanning the
barcodes on the primary specimen tubes when these are loaded into the
BD FACSDuet™ instrument.

® The primary specimen tubes can be randomly placed in the primary tube racks. The
Worklist will be built dynamically to reflect the order of the Primary Specimen
tubes in the rack.

® Scanning the barcode of the Primary specimen tube of patient request in the
LIS/FWM, triggers the FWM query for the associated test orders and the worklist is
automatically created on the BD FACSDuet™ software.

* In the absence of associated test orders in the FWM, if the Host Query function is
enabled, FWM will query the LIS.

® The information in the LIS will be used by the BD FACSDuet™ software through
FWM to populate the worklist. If the information is not in the LIS, the user can
manually enter the test orders (if available) in the BD FACSDuet™ software.

For more details on how to operate the BD FACSDuet™ software, refer to the
BD FACSDuet™ Sample Preparation System Instructions for Use.
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Sample preparation

Overview

This chapter explains the procedure of sample preparation. Follow Lab’s Standard
Operating Procedure(s) (SOPs) if sample preparation is carried out manually.

If samples are prepared using BD FACSDuet™ refer to BD FACSDuet™ Sample
Preparation System Instructions for Use.

Manage assays

Once the specimens are loaded and the worklist is created, access the Manage Assays
tab to review and/or assign additional panel requests if needed for any patient
request.

© e assars

# Load FACSLink Assays VD RUO Legend

Piercing Count Limit 10 ~

REQUIRED

POSITION SAMPLE HAME SAMPLEID ASSAY SAMPLE VOL

LANE 1

1(1) John Doe HA00140 @ ED 6Color TBNK [ ’

Load secondary tube carrier

Based on the number of loaded specimens and the type of assays requested for any
specimen, the BD FACSDuet™ software provides the following information:
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* Number of worklist(s) to be created
® Number of secondary tubes to be loaded on a carrier

® Position of the secondary tubes based on the type of carrier.

QBD @ om0 sPECIMENS © MAnAGE AsSAYS € Loan carRiERS © o rercents © cucxAUDs RUN WORKLIST

BD Admin ~

A 30 Tube Rack Carrier 1

Carrier 1 ™

Loading Carrier 1...

No carriers on board

Load Prepared
Carmier

Loading reagents

Reagents are loaded based on the test type entered in the worklist. The position of
any given reagent within a Reagent Rack is verified by scanning rack and reagent
barcodes. The reagent position is automatically associated with secondary tubes and
primary specimens for which that reagent is required.

Publishing worklist to flow cytometer

When the samples are ready for acquisition on the BD FACSLyric™ flow cytometer, the
worklist is published to the FWM and transferred to the BD FACSLyric™.

If the BD FACSDuet™ is physically integrated to BD FACSLyric™, the worklist is
transferred via FWM and the carrier with the secondary tubes is moved into the BD
FACSLyric™ for starting the acquisition automatically.

If the BD FACSDuet™ is only Data integrated and not physically integrated, only the
worklist is transferred to FWM while the carrier needs to be transferred manually to
the BD FACSLyric™.
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In both cases, the scanning of the barcode of the carrier will recall the worklist from
the FWM to the BD FACSuite™ application. Once the worklist and carrier are
transferred the acquisition can start.

Acquisition and analysis of samples

Refer to the BD FACSVia™ Flow Cytometer and/or BD FACSLyric™ System Instructions
for Use.

Following analysis on either BD FACSuite™ applications or BD FACSVia™ software, the
results can be automatically sent to FWM where they are reviewed and approved
before being sent to LIS.

Reviewing of results

See the Results workspace (page 33) in the Chapter "Operating the System”.



System configuration

This chapter section covers the following topics:
¢ Library workspace (page 60)
* Deployment (page 74)
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Library workspace

Overview

The Library workspace provides users with the ability to review or modify library items.
Click the Library button to access the Library workspace.

Administrator

DASHBOARD

YV requests

+ RESULTS

REPORTING

The Library workspace is comprised of the following functions:
® Assays (page 61)

* Connections (page 69)

* Deployment (page 74)

® Instruments (page 75)

® LIS (page 77)

® Panels (page 79)

® Specimen types (page 81)

e Tests (page 83)

Library

ASSAYS CONMECTIONS DEPLOYMENT INSTRUMENTS Lis PANELS SPECIMEN TYPES TESTS
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Assays

An assay describes about an analytical method on a connected instrument such as
the Code of the assay, the Results that will be reported from it and the Files that may
be collected from it. When the "Assays" tab is selected, a list of available assays are
displayed.

Each assay is identified with a Code, a Name and the number of Secondary Tubes
needed to perform the specific assay.

Green IVD symbol with BD logo denotes the BD IVD assays used in BD FACSLyric™
and BD FACSVia™ flow cytometers that are pre-loaded and pre-configured in the
FWM, User Defined Assays (UD) are identified with a blue UD symbol and a Client
icon.

Description of the Assays are mentioned under the Name category and the number
of secondary tubes required to run that specific assay is indicated in the Secondary
Tubes category.

Library

ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS

Admin
Administrator

Code MName
2 m Activate Activate (UD)
& TENK 3/16+56/45/19
& TBNK_TC 3/16+56/45/19 + Truc
& 3.4.45 3/4/45

& 3.4 45 TC 3/4/45 + Truc

RESULTS
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Creating an Assay on Flow Cytometer/Transfer to FWM

User Defined Assays created in BD FACSuite™ application will be shared with FWM.
Assign LIS code for a shared assay in BD FACSuite™ application and then click the
Send button to transfer the code to FWM.

See BD FACSLyric™ System Instruction for the procedure to create an assay.

Assays shared by BD FACSuite™ application with FWM will show as UD in the FWM
Assay Library. In FWM the name of the assay and panel needs to be updated. See
Editing an Assay (page 68) for further instructions.

For BD FACSLyric™ users, the recommended pathway to create an assay is to start on
the BD FACSuite™ application. Click the + New button in the Assays window in the
Library workspace to create an assay. Further validation and entry on BD FACSuite™
application is required. Assays cannot be added and transferred from BD FACSVia™
Flow Cytometer to FWM.

Recommended steps to create a UD Assay in BD FACSuite™:
® Open the BD FACSuite™ application and log in.

* If the Document Management feature is enabled: Open Preferences, click the
Worklists tab, expand the "Export™ menu, and select Entry Run Package.

= Enable "Export entry run package after acquisition”.

— Location should point to the shared folder of FACS Workflow Manager. Use the
same location for the export locations of the reports of the UD Assay.

— Disable "Create dated subfolder (yyyymmdd)"
— Naming has to be the following format:

1. Worklist
Task Name

Sample ID

& W N

Entry Number
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Preferences

General
4 Export
Entry Run Package
FCS
Results
Assay Setup
Print
4 Universal Loader
Loading Options
Carrier Properties

Mix Settings

Worldists

Auto Export Options

o Export entry run package after acquisition

Location \\fwm-sernum\bdfwmsharei\\nstruments\F.ﬂ| Browse ...

Create dated subfolder (yyyymmdd)
Naming Format
Worklist Name v
Task Name v
Sample ID v
Entry Number =
Delimiter Underscore b

o Autonumber starting with | 1 ::}

Example based on the yy,jist Name_Task Name_Sample ID_001_001 AssayEntryRun
selected choices - e R

Open Library, expand the Assays menu, and select User-Defined.
Right-click the assay and select Share Assay.
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42 BD FACSuite
File Edit View Tools Cytometer Help Reference

€ 1/0 &l 10/18/2022 €:10 PM - Matching configuration found: 4-Blue 3-Red 5-Violet

* Beads and Reagents
* Keywords

Labels
* Tube Settings

Rename
Require Reason for Change in Audit Trail

Do not Require Reason for Change in Audit Trail
Require Approval for Auto Export/Print

Do Not Require Approval for Auto Export/Print
FACSDuet Publish

FACSDuet Export

* Select Send to LIS tab and click Edit.
* Enable the test results to be transferred and enter the LIS test code.

* Set BD FACSLink Assay Name and click Send.
Popup message is shown with the text that the assay name was sent successfully

® (Click Done to save settings.
Do not use the already existing IVD assay codes from FWM.
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CD&/38/3/HLA-DR V2.0 (RUC) UD

SRl Assign Lot ID

BD FACSLink Assay Name JActivate § || Send |

Keywords & Expressions | BD FACSLink Result Name Statistics | B
$SRC (CD8/38/3/HLA-DR)

SAMPLE NAME (CD8/38/3/HLA-DR)
CASE NUMBER (CD8/28/3/HLA-DR)
$SMNO (CD8/38/3/HLA-DR)

TUBE NAME (CD&/38/3/HLA-DR)

s Reagent Lot ID CD8/38/3/HLA-DR (CD8/38/3/HLA-DR) § RLOTID

TRUCOUNT LOT ID (CD8/38/3/HLA-DR)

® Select the Reports tab and configure the export location of the reports.
Only the Laboratory Report, Physician Report, and Supplemental Report can be
imported by FWM.

CD8/38/3/HLA-DR V2.0 (RUO) UD
Done | Cancel
s || Bxport Resutts I gl Send to LIS | Assign Lot ID
=
Report to Display After Entry Run:  Lab Report -
Report Settings

Print report -

Physician Report
o Export report to: | \\fwm- \bdf hareS\ls \BD FACSLyric #1\FACSuite| | Change..
Supplemental Report I
Audit Trail Report Include E-Signature =
(KX ]

* Open FWM Client and log in. Select Library - Assay in FWM and edit new UD
Assay.

* Change Name of Assay and use the exact same Assay name as in BD FACSuite™
application. A slight difference in the name can cause that the reports to not be
imported in FACS™ Workflow Manager.

* If the Document Management feature is enabled: Enable the reports that need to
be archived.

65



66

BD FACS™ Workflow Manager System User's Guide

ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS us PANELS SPECIMEN TYPES TESTS

Activate CD8/38/3/HLA-DR V2.0 (RUO) UD 1

All Events # Events Code Pmsrim
8 cells # Events

8 cells % Grandparent

8 cells % Parent

Body Mass Index

Instrument Type Assay Type Laboratory Report  Physician Report Supplemental Report  Data File

I 8D FACSLyric [ @] [ @) (' @) ©

® Select Library - Panels and edit new UD Panel in FWM.

® Change Description of Panel and use the exact same Assay name as in
BD FACSuite™ application.

ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS us PANELS SPECIMEN TYPES TESTS

Activate CD8/38/3/HLA-DR V2.0 (RUO) UD| 0 CD8/38/3/HLA-DR V2.0 (RUO) UD  (Ac
< A
All Events # Events Code Description Decimal Precision ~ Unit Conversion Facl

8 cells # Events

8 cells % Grandparent

* Warning sign next to UD Panel is normal because no results have been sent yet.
* Send results from BD FACSuite™ application to FWM.

® Select Library - Tests in FWM and edit Test descriptions if necessary.

® Select Library - Panels, edit UD Assay and change Test descriptions if necessary.

® Code mapping on Instrument and LIS can be configured if necessary.

Adding an assay
¢ C(lick the + New button in the Assays page in the Library workspace.
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Library
ASSAYS  CONNECTIONS
Admin
Adi 0
Code
2 m Activate
@ [ BNk
@ [0 TNETC
@ [ 3445
RESULTS @ [ 34.457C
@ [ 38454
REPORTING & [I) 3s84547C
@ @ Mk
& M et

Enter the assay Code (Instrument assay code), Assay Name, and the # Secondary

Tubes required to run the assay.

To add tests to the assay, select the desired test from the Available Tests and click

the -> icon to add it.

Tests can be removed from the assay by clicking the <- icon.

Select the instrument type supporting the assay by clicking the + icon on the right

side. Select the documents to import.

Click the Save button to save the Assay.

. - o x
Library
ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS us PANELS SPECIMEN TYPES TESTS
ode Name # Secondary Tubes
Activate (CD8-38-3-HLA-DR V2.0 (RUO) UD 1
DAsHBOARD
Available Tests < Linked Tests
WU requests
CD16+CDS6 t > Code Description
B resuus CD16+CDS6 percentage € cp3p CD3 percentage
D19 count oate oate
REPORTING CD19 percentage
percentag Operator Operator
LIBRARY D3+CD16+C0SG count PCD38P_DRN PCD38P_DRN
CD3:+CD16+CDSGpercentage v oecaounmoe orenaen noo
sermGs
Supported Instruments
Instrument Type Assay Type Laborstory Report  Physican Report  Supplemental Report  Data File
8D FACSLyric «© «© «© «© L]
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Editing an Assay

Each User Defined Assay can be edited by clicking the Pencil icon. Once edited, press
the Save button to save your changes. IVD Assays can't be edited.

Deleting an assay

Only the User Defined Assays (UD) can be deleted by clicking the Delete icon
respectively. This option is not available for IVD assays. Linked panels need to be
deleted first before an Assay can be deleted.

Library
ASSAYS  CONNECTIONS ~ DEPLOYMENT ~ INSTRUMENTS LIS PANELS  SPECIMENTYPES  TESTS

Code Name # Secondary Tubes

[2 @ weiae Activate (UD) f ° /@

© TENK 3/16+56/45/19 1 @

TBNK TC 3/16+56/45/19 + Truc 1 @
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Connections
A Connection is an instrument and/or an LIS that is connected to FWM.

The following information is available for each connection:
* Name

¢ Instrument

e LIS

® Connector

* Protocol

* Endpoint Hostname

* Endpoint Port

Library
ASSAYS _ CONNECTIONS  DEPLOYMENT  INSTRUMENTS L

S PANELS ~ SPECIMENTYPES  TESTS

Name Instrument us Connector Protocol

0870) 8D FWM HL7 Protocol 1.0870)

Editing/Deleting a connection

Each connection can be edited and deleted by clicking the Pencil icon and the Delete
icons, respectively. Once edited, press the Save button to save the edits.
Deploy/Undeploy Connection(s)

Each connection can be deployed and undeployed.

Redeploy Connection(s)

If a troubleshooting event occurs you might be instructed by phone support to
redeploy a connection. To redeploy a connection, start by undeploying the selected

connection by clicking the Eject button # .
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Add Connection(s)
For deployment and undeployment see Deployment (page 74)
To add a new connection click the + New button.

Note: If a new connection needs to be added, call your BD Field Service Engineer. For
phone support you may be required to redeploy a connection.

Under Connections - General Tab an Instrument or a Lab Information System (LIS)
can be added. The following information needs to be filled in: Name of instrument or
LIS that is a connection, instrument or LIS that is the Target of the connection,
Deployment Service Host Name and Connection Endpoint Port. In case the target is
Instrument, Document import location can be set and enabling the "Accept Already
Approved Results” button can be used to send results of the same request multiple
times to LIS regardless of the previous result status in FACS™ Workflow Manager.

When the Accept Already Approved Results button is disabled, the Reanalyse or rerun
button needs to be used to send already approved results to the LIS in the FACS™
Workflow Manager.
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Library
ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS LIS PANELS
GENERAL CONNECTOR PROTOCOL
Name
Lyric-1

O Lab Information Syste

Lyric-1

Deployment Service Host Name

fwm-sernum

Endpoint Port

5201

mport Location

CABDFWMShare\Instruments\WM-LYRIC

SPECIMEN TYPES TESTS

In case the target is LIS, Document Export Location needs to be set when enabling
Export Sample Report and/or Export Sample Plot Images. These settings are only

available when Document Management is activated.

When using remote export location, configure the Document Share Credential first in

Settings - Security. Use the question mark icon to test the credentials.
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Library

ASSAYS CONMECTIONS DEPLOYMENT INSTRUMENTS Lis PANELS SPECIMEN TYPES TESTS

GEMNERAL CONNECTOR PROTOCOL

Name
HL7
Target
O Instrument @ Lab Information System
HL7 ¥
Deployment Service Host Name
FWM-Sernum
Connection Endpoint Port
5203
Document Export Location
0=
Export Sample Report

t Sample Plot Images

Host Query Enabled

The Host Query option for an LIS connection can be enabled if the LIS can support it.
To enable the Host Query function the Host Query Enabled switch must be turned on.
To apply the settings, the connection needs to be undeployed and then deployed
again.

The Connector tab contains information related to the Type of Connector and the
Settings.
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The Protocol tab contains information related to the Protocol settings to a specific
Connector.

In all the screens, a Save and a Delete button are available to save or delete the
entered connections information.
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Deployment

The Deployment service manages all instruments and LIS connections, which by
default is located and running on the FWM workstation.

For special custom scenarios like high number of connected connections or separate
departments, it may be necessary to run one or more deployment services on
additional computers, which needs to be connected to the FWM system.

A Deployment service installs, removes, starts, and stops the connection services of
instruments or LIS. Deployments can be added, viewed (Eye icon), edited (Pencil icon),
or deleted (Delete icon).

Library

ASSAYS  CONNECTIONS DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIMENTYPES  TESTS

Name Thumbprint Hostname. port
tos 1707C3F30FS2BFEG0035IFEDDATEADEDCSCFIA FWM-YM si01 ®/s 8

@ oasueoarD

W wavests

wesurs




Chapter 6 System configuration

Adding a deployment

Note: If an additional deployment service must be added, call your BD Field Service
Engineer.

® To add new deployment service, click the + New button.

* The following information needs to be entered to add a new deployment service:
Deployment name, Thumbprint, Hostname, and Port number.

® C(lick the Save button to save the information. The new deployment service will
show in the list.

Library
ASSAYS  CONNECTIONS _DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIVENTYPES  TEsTs

1707COF307a28FZ60035SFEDDA7B3ADEDCSCEIA

MM

Instruments

List of instruments available for connection comes under Instruments category.

Instrument information can be viewed, edited, and deleted using the respective icons.

Adding an instrument
®* To add new instrument click the + New button.

* The following information needs to be entered to add a new instrument:

Instrument Name, Description, Type, Location and Serial number.
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* Link Instruments to a specific LIS via the location. If there is no location specified,
the instrument will use the default LIS.

® Enter the serial number of the workstation for BD FACSLyric™ or BD FACSVia™
Flow Cytometers. Use the serial number of the instrument if you want to add a BD
FACSDuet™ Sample Preparation System.

Note: Only compatible instruments can be added. These include BD FACSDuet™, BD
FACSLyric™ and BD FACSVia™.
® C(lick the Save button to save the information.

* Added instrument will show in the list.

#* BD Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LS PANELS

Admin ~

INSTRUMENTS INSTRUMENT TYPES

DASHBOARD
FACSLyric-1

BV recuests

TS FACSLyric-1

REPORTING

BD FACSLyric
LIBRARY

SETTINGS Immunalogy

2UA17829T

The following information related to the Instruments are listed below:
¢ Instrument Code

® Description

* Worklist default
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. - o X
Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS Lis PANELS  SPECIMEN TYPES  TESTS
INSTRUMENTS ~ INSTRUMENT TYPES
Code Description Worklist default
DUET BD FACSDust O rd
LYRIC BD FACSLyric [} &
VIA BD FACSVia O I

The Pencil icon allows you to view and edit the information for each entered line.
When you click the + icon of a selected instrument it allows you to add Test Code
Mapping, Panel Code Mapping and Specimen Type Code Mapping. And the Delete
icon can be used to remove them. Redeploy connection after making changes in Code

mapping.

Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIMENTYPES  TESTS

INSTRUMENTS INSTRUMENT TYPES

No code mappings defined.

Ne code mappings defined

No code mappings defined.

LIS

The LIS Tab provides an overview of the list of available LIS.
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. - O X
Library
ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS LIS PANELS SPECIMEN TYPES TESTS
[+ New |
Mame Description Location Is Default
LIS-BXL-PROD LIS Brussels Production Brussels v 4N |

The +New button allows addition of new LIS. Name and Description need to be filled
in, and the Location is not mandatory. Click Is Default to select default LIS.

. o X
Library

ASSAYS ~ CONNECTIONS ~ DEPLOYMENT ~ INSTRUMENTS LIS PANELS  SPECIMEN TYPES  TESTS
GENERAL CODE MAPPINGS

Name

LIS-BXL-PROD

Description

LIS Brussels Production

ocation

Brussels

peta ©

The Location field can be used to indicate to which department the LIS is dedicated.
If the Host Query functionality is used with the LIS, the location of the LIS and the
Instruments from which Host Queries will be generated must match.

Click the Save button to save the entered information. If the action is successful a
green pop-up message will show on the screen. For each LIS listed, there is a box that
is checked if the LIS is the default one.

Also a Pencil icon (to edit the information) and a Delete icon (to delete the
connection) are available.
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Library
ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS Ls PANELS SPECIMEN TYPES TESTS

GENERAL  CODE MAPPINGS

LIS-BXL-PROD : Test Code Mapping
No code mappings defined.

LIS-BXL-PROD : Panel Code Mapping
No code mappings defined.

LIS-BXL-PROD : Specimen Type Code Mapping

No code mappings defined.

The user has the option to add LIS code mappings: Test Code Mapping, Panel Code
Mapping and Specimen Type Code Mapping by selecting the + button. Redeploy
connection after making changes in Code mapping.

Panels

The Panels section displays information like: Panel code, Panel Description, Panel
Type (Single or Multi), Maximum Sample Age, Default.

Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS  PANELS  SPEC

:\‘?Tm,l: + NewPanel [l + New Mutti Panel

Code Description Type

Two types of panels can be added:

® Asingle panel: Using the + New Panel button

* A multi panel: Using the + New Multi Panel button

To add a New panel in the Panel list, the corresponding Assay needs to be available in
the Assay Library, if it is not available, it needs to be created. If all the available tests

are not listed in the Panels screen, tests need to be created in the Library Test
workspace.

Enter all required information. Enable the Default button if you want the panel to be
auto selected when a panel request is created manually. If the "Automatic Approval”
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feature is enabled, it will automatically review the results of the panel based on the
reference ranges and interpretation rules in the tests.

Library
ASSAYS  CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIMENTYPES  TESTS

BCTBNK_TC 6 Color TBNK + Trucount o 6 Color TBNK + Truc_ (CTBNK_TC)

Defat Apply dilution Automatic Approval Exclude from "Add Panel Request

Al Events # Events Code

3

)ABBARAAARARARARAARAS ;

Report Interpretation

cells # Ever
8 cells # celisfpl 1.00000

B eells % 100000

8 cells % Pa cellsfl 1.00000

Body Weight of Recipient (g) (Stem Cell + 7-AAD) % 1.00000

D19 # Events

calsp 100000
coap_EDP % 100000
coac_gop celsul 100000
coee % 100000
coec celsful 100000
coee_top
cosc_gop calsp 100000
D4 sp 100000

cpasc cellsl 1,00000

coan_eNp % 100000

CD4N_SNC cellsl 1,00000

CD4- CDB- # Ever

D1sp % 1.00000

CD4-CDB- corsc

callsful 1.00000
cDa- cz-

PEPEDPEPERDPPDEPEDPRDRDD

CD16.56P % 100000

D4+ DB # Events

2
2
2
2
2
2
2
2
2
2 % 1.00000
2
2
2
2
2
2
2
2
2

€D16.56¢C cellsl 100000

Note: Automatic Approval is available only if the "Automatic Review" feature is active
in the License (see Settings Workspace).

Enable button Exclude from "Add Panel Request” list to hide the panel in the list
when adding panels to requests. Example: If IVD panels are not used, they can be
excluded from the list and only show UD assays.

To save, click the Save button and the new panel is added in the list.

When clicking the Save button if information is missing, a message is displayed on
the right-top side of the screen and the Warning icon opens on the side of the panel
Code.

Panel test

Click the Pencil icon to edit the information and then save it again. To add and/or
remove one or more Panel Tests, select the test(s) to be added and/or removed and
use the right and left arrow to move them. Panel tests that have a Closed lock icon
can not be removed because they have results linked to this test in the panel.



Chapter 6 System configuration | 81

HLA-B27 Conclusion 2 Code Description Decima
HLA-B27 Preset HLA-B27 Marker & cpasc Lymphocyte count
HLA-B27 Sample HLA-B27 Median & cosp CD3 percentage

I e & cpic €N3 caunt

To expand the Panel Test window click the arrow on the top-right of the Available
Tests window. This will be reduced to a line on the left side of the screen. Within the
Panel Tests section, for any given test, the following information is available: Panel
tests Code, Panel Tests Description, Decimal Precision, Unit, Conversion Factor, Report
Result, Report Interpretation.

Note: Decimal precision has no rounding functionality.

Adding a multi panel

To add a Multi Panel click the + New Multi Panel button.

Library

ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS s PANELS SPEC

+ New Panel + New Multi Panel

Code Description Type

The Multi Panel option enables the user to assign multiple panels to a single request
code. Enter the code of the Request and its Description. The panel code will be its
name, if you set it as Default, when manually creating a panel Request in the request
workspace, this Panel will be shown first in the drop-down list. Enter if Automatic
Approval is requested.

Note: This is only available if Automatic Review is activated in the license.

Available panels can be added by selecting the panel and clicking the -> button. They
can be removed by clicking the <- button.

Once the panel has been created, it can be saved by clicking the Save button.

Specimen types

The Specimen Types workspace lists the Specimen Types that are available and
entered already.



82

BD FACS™ Workflow Manager System User's Guide

For each Specimen Type the Code, Description, and Default options are available.
Each specimen type can be viewed (Eye icon), edited (Pencil icon) and deleted (Delete
icon). If a specimen type is used as default, the Default box is selected.

Library -
ASSAYS ~ CONNECTIONS  DEPLOYMENT  INSTRUMENTS us PANELS  SPECIMEN TYPES  TESTS
Code Description Default
8 Blood A @ /@
UNK Unknown LA |

To add a New Specimen Type, the + New button is available. Specimen Type Code
and Description are requested. If the specimen type is to be made as Default, the
Default icon can be selected.

Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIMEN TYPES

Admin
Ad I v m X Cancel

Code BM
=scription Bone Manov.l
au
. - a8 X
Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIMEN TYPES  TESTS

Code Description Default

] Blood v ® /70
[ BM Bone Marrow LV |

UNK Unknawn @ 7S @

There can be only one Specimen type selected as Default. If the default specimen
type is changed, a Warning message displays on the top-right side of the screen to
warn about the change.
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Library
Warning
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECI E .
The 'default’ specimen type i changed.
E=a
Code Deseription Default
8 Blood L |
DASHBOARD BM Bone Marrow v @ /s 8
UNK Unknown ® s 8

30 requests

T

Tests
The Tests workspace comprises of different sections:

On the left side of the workspace there is the list of the available Tests entered in the
Library. This section can be minimized by clicking the arrow on the top-right side of
the section, to allow expansion of the rest of the workplace. When minimized, the
Tests bar will show on the left side of the workplace.

i s x

Library
ASSAYS CONNECTIONS DEPLOYMENT INSTRUMENTS us PANELS SPECIMEN TYPES TESTS

p—
> CD16.56C CD16+CDS6 count

Number

et «©

DASHBOARD

WU requests

celis/pl K
ResuLTS

6 Color TBNK 6 Color TBNK

6 Color TENK + Truc 6 Color TENK + Trucount
4Color TENK 4 Color TBNK

& Color TENK + Truc 4 Color TBNK + Trucount

1.00000

REFORTING

00O

geee

2 I

seTTNGs

The section on the top of the Tests workspace shows all the fields that are populated
automatically upon selection of one of the tests on the left side: Code, Description,
Type, Unit and Reportable Unit, Conversion Factor, Decimal Precision, Report
Interpreted Result, Report Result, Apply Dilution (if any) and Linked Assays (assays in
which the selected test is present).
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v . & x

Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT  INSTRUMENTS LIS PANELS  SPECIMEN TYPES  TESTS

2o Woume

B CD16.56C CD16+CDS6 count

Number
cets «©

cells/pl
6 Color TBNK 6 Color TBNK

4 Color TBNK 4 Color TBNK

4 Color TBNK + Truc 4 Color TBNK + Trucount

In the following section, Calculation values, Reference Ranges and Interpretation
Rules can be added and displayed.

No reference ranges defined

No interpretation rules defined.

Adding a test

Click the + New button.

Enter Code, Description, Type, Unit and Reportable Unit, Conversion factor and
Decimal Precision.

Note: Decimal precision has no rounding functionality.

Enable Report Interpreted Result, Report Result (if applicable), and Apply Dilution.
To add a calculation, click the Calculator icon.

In the top empty field of the Formula Editor, define the rules using the Operators,
Patient Parameters, Sample Parameters and Tests elements available.
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Patient Parameters
Patient Height
Patient Age

Patient Weight

Sample Volume

Sample Dilution

ests

CD16+CD56 count
CD16+CD56 percentage
CD19 count

CD19 percentage

CD3 count

CD3 count percent difference
CD3 percentage
CD3+CD16+CD56 count
CD3+CD16+CD56 percentage
CD4- CD8- count

CD4- CD8- percentage

CD4 count

OK Cancel
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To add Reference Ranges:

* Minimum Analytical Value = the lowest value that the system can measure
* Maximum Analytical Value = the highest value that the system can measure
¢ Minimum Normal Value = the minimum value which is in normal range

* Maximum Normal Value = the maximum value which is in normal range
Click the up and down arrows for each value.

Use the + button to add one or more fields in the second part of the table: Sex, Up to
age, Low and High.

Female ~ 2 5.00000

Unknown 17 5.00000 10.00000

= = =

Click the Delete icon to remove fields.

Adding Interpretation Rules

Adding interpretation rules requires validation by the user. To Enter Interpretation
Rules, click the + button.

om

P> ¥ 50.00000 THEN  High Norma

® Select one of the operators: <, >, >=, <=, =, <>, Between.

* Enter a value in the second field. For the "between” operator, you will need to enter
2 values.

® Enter the interpretation text in the last field.

* Normal checkbox can be enabled to indicate that the interpretation is not
abnormal.



* If the "automatic review" feature is used, results with abnormal interpretations will

not be approved.
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nterpretation Rules

The order in which the interpretation rules are listed is important. The first
interpretation rule in the list which is valid will be used. It is possible to change the

order by using drag and drop.

Edit a test

To Edit a test, click the Edit button.

Library

ASSAYS CONNECTIONS DEPLOYMENT
T
» CD16_56C
Number
celis/ul
1.00000

A

INSTRUMENTS us PANELS SPECIMEN TYPES

CD16+CD56 count

6 Color

6 Color
4 Color

4 Color

TESTS

TBNK
TBNK + Trucount
TBNK

TBNK + Trucount

87



88

BD FACS™ Workflow Manager System User's Guide

Once the changes are made, click the Save button.

Library
ASSAYS ~ CONNECTIONS ~ DEPLOYMENT

i

| CD16+CD56 count

—
L CD16+CDS56 percentage

39 requests CD12 count

CD19 percentage
Lot €D3 count
CD3 count percent difference
RIPORTING

CD3 percentage

LiBRARY CD3+CD16+CDS6 count
CD3+CD16+CD56 percentage
SETTINGS.

CD4- CO8- count

CD4- CO8- percentage

CDd count

SPECIMEN

TYPES

Cotor TE.

Color TB..

olor TB..

TESTS

CD16+CD56 count

.

Color TBNK
Color TBNK + Truco,
Color TENK
Color TBNK + Truco.

Deleting a test

To delete a test, select the test to be deleted and click the Delete button. Editing and
deleting tests is possible if no results linked to the test are in the database.

Summary report template

Edit template

The result summary report template is an Excel (.xIsx) file which is located at:

C:\ProgramData\BD\FACS Workflow

Manager\Templates\ResultSummaryReportTemplate.xlsx . It has two sheets:

"Template” and "Placeholders”.

The "Template” sheet shows the layout, labels, and placeholders.
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¥ BD FACS™ Workflow Manager Summary Report

Patient H#PATIENTNAMREVERSED Sample ID #SAMPLEID

Patient ID H#PATIENTID Specimen Type #SPECIMENTYPE

Date of Birth #DOB Physician #PHYSICIAN

Sex #SEX Collected On #COLLECTEDON

Weight (kg) #WEIGHT Measured On #MEASUREDON

Height [em)  #HEIGHT Analysed On #ANALYSEDON
Collection Volume #COLLECTIONVOLUME
Dilution #DILUTION

#RESULTSETERRORS

#MULTIPANEL

#TESTMAME HREPORTVALUE #REPORTUMIT{ #REFERENCERANGE

—| Template ‘ Placeholders | ()] :

The "Placeholders” sheet contains all placeholders that can be used in the "Template”
sheet.
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General Info Description
HPATIENTNAME Patient Name in the format "Firstname Lastname"
#PATIENTNAMREVERSED Patient Name in the format "Lastname, Firstname"
#PATIENTFIRSTNAME

H#PATIENTLASTNAME

#PATIENTID

#DOB

HSEX

HWEIGHT

10 |[#HEIGHT

11 [#SAMPLEID

12 [#SPECIMENTYPE

13 [#COLLECTEDON

14 [#MEASUREDON

15 [#ANALYSEDON

16 [#PHYSICIAN

17 [#COLLECTIONVOLUME

18 |#DILUTION

19

20 |Test Info

21 [#TESTNAME

22 [#MULTIPANEL

23 |#TESTCODE

24 [#INSTRUNIT

25 [HREPORTUNIT

26 |#REFERENCERANGE

27 [#INTERPRETATION

28 |#INSTR.RESULT

29 [#ANALYTICALRANGE

30 [HREPORTVALUE

31 |#ERRORS

32 [#MANUALRESULT

33 |#LISRESULT

34 [#PANELTYPE

35 [HRESULTSETERRORS

36 |#COMMENTS

37 #RANGESTATUS

Template | Placeholders ®

0w NS e R W e

Follow these steps to edit the template:

1. Copy the template file to a computer and open it using the Microsoft Excel
application.

2. Save the file and overwrite the original file.

Labels and placeholders can be translated and changed. Layout, header, colors, and
logo can be changed to suit customer needs.

Example of a translated placeholder:
#REPORTUNIT{Unit}

Unit will be the value shown as column name in the report.



System administration

This chaptersection covers the following topics:
* System settings (page 92)

® Reporting (page 102)

* Backup (page 106)



92 ‘ BD FACS™ Workflow Manager System User's Guide

System settings

Overview

This chapter provides brief description of FWM System Settings. The Administrator
can review and modify the System Settings. The Settings are grouped under different
tabs: Document Management, License, Security, System, and Users.

The Settings workspace can be accessed by clicking the Settings button in the
navigation menu.

Settings
Addy The Admin
Administrator
DOCUMENT MANAGEMENT
LICENSE
SECURITY
SYSTEM

USERS
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Document Management

The Document Management settings are visible only if the feature is licensed and
activated.

To view the Document Management settings, click the Document Management
button in the Settings workspace under the License Tab.

Settings

License
Addy The Admin
e DOCUMENT MANAGEMENT

ey License Number 00000
LICENSE

SECURITY & Export
DASHBOARD

SYSTEM 2 Import

WV requests

USERS

B resuirs License Information
License Mumber 00000

REPORTING sue Date (UTC) 2019-08-23T18:37:05.3015508Z

LIBRARY Features

I‘ nt Management ves J|

SETTINGS

Editing Document Management

Click the Edit button to edit the Document Management settings. It enables the user
to define the locations for storing three different document categories:

* Document Store Location: Folder path where documents are stored by the
system. The default path is a local folder path on the FWM workstation. A folder
path to a network share can also be configured. In this case, a user credential with
the required permissions to the network share must be maintained in the “Security
settings. A backup of this network share needs to be established independently
from the backup of FWM.

* Reanalysis Export Location: Folder path where the system exports acquisition
data files if a result is marked for reanalysis. The default is a local folder path on
the FWM workstation that is shared and available for access from other computers
on the network.

”
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* General Export Location: Folder path where the system exports documents upon
user request. The default is a local folder path on the FWM workstation that is
shared and available for access from other computers on the network.

Document Management m X Cancel
C:\BDFWMDocuments v B
C:\BDFWMShare\Reanalysis v B
C:ABDFWMShare\Export v &

Encrypt Documents: The Toggle button defines whether documents that are stored
in the Document Store Location will be encrypted. Document encryption is enabled as
a default and should not be disabled unless required for troubleshooting.

Retrieve documents final attempt delay (seconds): Defines the amount of time in
seconds that the system attempts to retrieve documents from the instrument for
each result set. If the time is exceeded (based on the entered delay), the system will
no longer attempt to retrieve the documents for the result set.

A user can use the Retry button on a result set in the Results workspace to prompt the
system to retrieve the documents again in case they could not be retrieved before.

Use File Share to import: The Toggle button defines if the system needs to check the
file share to import the reports. This needs to be enabled when using
BD FACSuite™ application v1.5.
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Document Management

Document Store Location

CABDFWMDocuments

Documents collected from instruments will be stored in this location. The location must be a file system that can be accessed by the FACS
Workflow Manager Broker using the credentials defined in Security Settings.

Reanalysis Export Location

CABDFWMShare\Reanalysis

Documents required for reanalysis will be copied to this location, The location must be a file system that can be accessed by the FACS
Workflow Manager Broker using the credentials defined in Security Settings.

General Export Location

CABDFWMShare\Export

Documents selected for general export will be copied to this location. The location must be a file system that can be ac
Workflow Manager Broker using the credentials defined in Security Settings.

ssed by the FACS

Encrypt Documents. I)

If enabled, documents will be encrypted

Retrieve documents final attempt delay (seconds)

120

Maximum timeout delay to retrieve documents from an instrument after an initial failure.

Use File Share to import @

Legacy file share system for backwards compatibility with FACSuite 1.5

License

Click the License button in the Settings workspace to view the FWM license or to

activate a license.

License activation

Enter the License Number provided in the license certificate and then click the Export
button. To receive the license activation key, save the export application token file for
the license and send it to the email address indicated in the license certificate. Once

the Export button is clicked, the license number will be locked.

95
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Settings
License
DOCUMENT MANAGEMENT
e Number 00000
LICENSE
SECURITY & Export
SYSTEM 2 Import
REQUESTS
USERS
RESULTS License Information
mber : 00000
REPORTING sue Date (UT 2019-08-23T18:37:05.3015508Z
Features
T Yes
i Yos
10
10

Import license

Import the file by clicking the Import button once the activation key is received. A
green dialog on the upper right corner of the workspace informs the user that the
activation was successful.

The details of the license are shown:

* In the License Information, the License Number and Issue Date (UTC) are
indicated.

® The Features list Document Management, Automatic Review, Maximum
Concurrent Connections and Maximum Concurrent Clients. If Document
Management and Automatic Review Features are activated, Yes is indicated. To
activate these features and/or add connections and clients (Default is O for both),
contact your BD representative.
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Security

Click the SECURITY button to view the Security settings. To edit the Security settings,
click the Edit button. Use the up and down arrows to edit each field.

Security [0 T

Application Security

Document Store Credential

Connection Document Share Credential

Connection Service Credential

Application Security settings can be modified:

* Password History: Determines the number of unique new passwords that have to
be associated with a user account before an old password can be reused.

* Password Expiration (days): Determines the number of days a password can be
used before it expires and the system requires the user to change it.

® Password Expiration Warning (days): Determines how many days in advance of
password expiration the user must receive a notification.

* Minimum Password Length (characters): Determines the minimum length of a
password.

® Use Strong Password: If enabled (optional) determines that to be a strong
password, it has to have a minimum length of 7 characters with at least one
uppercase, numeric, and non-alphanumeric character. The minimum length of the
strong password can be increased with the Minimum Password Length (characters)
setting.

* Automatic Logout (minutes): Determines after how many minutes of inactivity a

user account will be logged out of the application. Changes are only applied after
restart of the application.
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Document store credential

The Username and Password of the Document Store Credential need to be added.
This Username and Password would be the same as the Windows account which is
used to access the Document Store where documents are stored. The Eye icon allows
you to display the entered password. These credentials will be configured by BD
Service personnel as needed during installation of the system.

Connection Document Share Credential

The Username and Password of the Connection Document Share Credential need to
be added. This Username and Password would be the same as the Windows account
which will be used to access the Connection Document Network Share (the files on
the connected instrument workstation). The Eye icon allows you to display the
entered password. These credentials will be configured by BD Service personnel as
needed during installation of the system.

Connection Service Credential

The Username and Password of the Connection Service Credential need to be added.
This Username and Password would be the same as the Windows account which will
be used as the Logon account for the Connection Services. The Eye icon allows you to
display the entered password. This credential will be configured by BD Service
personnel during installation of the system.

Save Security Settings

To Save the Security Settings (new or edited) click the Save button.
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System

To view the System settings, click the SYSTEM button in the Settings workspace. To
edit the System settings, click the Edit button.

Settings

5 X

System # Edit
DOCUMENT MANAGEMENT .

Sample ID Re-use Settings
LcensE
SECURITY

SYSTEM

USERS Jpdate Strateg Ignore.

Result Review Settings

Kflc Manual Review

Purge

Sample ID Re-Use Settings

® Re-use Period (days): Determines the number of days after which a Sample ID may
be re-used.

* Update Period (days): Determines the number of days within which Panel request
information may be updated.

* Update Strategy: Select how updated Panel Request Information received within
the update period should be treated.

Result Review Settings

* Review Workflow: Determines how result approval will be managed. The following
options are available from a drop-down menu:

° No Review: All results are automatically approved upon receipt from an
instrument.

°  Manual Review: All results must be manually approved by a user.
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°  Automatic Review: Results without error, abnormal interpretations or failed
reference ranges are automatically approved. Results showing errors, abnormal
interpretations or failed reference ranges must be approved by a user.

Purge

Purge Diagnostic Data After (hours): Determines the number of hours after which
recorded messages from connections will be purged. This value has to be aligned
when using the network traffic recording of a connection in the dashboard.

Purge Notification (log) Entries: Selection can be made whether Notifications
should be purged.

Purge Notification (log) Entries After (days): Determines the number of days after
which Notifications must be purged.

Purge Audit Entries: Selection can be made whether Audit Entries should be
purged.

Purge Audit Entries After (days): Determines the number of days after which Audit
entries must be purged.

Minimum Disk Space (MB): Determines the minimum amount of remaining disk
space that must be available before Audit Entries and Diagnostic Data will be
purged.

Maximum Audit Database Size (MB): Determines the maximum size the Audit
Database may reach before Audit Entries and Diagnostic Data will be purged.

Save System Settings

To Save the System Settings (new or edited) click the Save button.

Users

To view the list of application users, click the Users button in the Settings workspace.

Note: Users cannot be deleted, they can only be disabled.

Add user

To add a new user click the New button.

Enter the following information: Account name, First Name, Last Name, Profile
Name and Password.
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* The password needs to be confirmed and retyped (Confirm Password). For both

Password and Confirm Password there is the possibility to make it visible by clicking

on the Eye icon.

* Password Expiration and Account can be enabled. By default the password
expiration is enabled and it will expire.

Users

When all details are entered, click the Save button.

Profile name

The Profile name is chosen from a drop-down menu. The following table provides
details on these Profiles:

Profile name

Functions

Administrator

Users with this profile can perform all actions.

Operator

Users with this profile can view and manage the status of connections,
review and manage requests and review results.

Reviewer

Users with this profile have the same access as Operators but can
additionally approve and reject results.

Service

This profile is reserved for the BD Service account and cannot be assigned

to any other account. With a BD Service account, patient details cannot be
seen and actions in the requests and results module cannot be performed.
BD Service account has no access to reporting workspace.

Super User

Users with this profile have the same access as Reviewer but additionally
have access to manage the Library.

To save the Users Settings (new or edited) click the Save button.
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This chapter provides users the ability to review the Audit log for processed panel
requests. The audit log also contains information on changes to the system
configuration. The Reporting workspace can be accessed by clicking the REPORTING

tab on the navigation menu.

Note: The Measured On and Analysed On date and time fields are for indication only
and presented in UTC time format. The exact information should be retrieved from
the FACSuite™ result reports or audit trails.

Reporting
AUDITING

Updste Single Panel
Update Single Panel

Sign O

eCTBNK TC
6 Color TBNK + Trucount
PID-TST-001
Sample 500001

el Request 1

)i 07/02/200 v 1200AM v

2020 2435 oM
2020 22845 PM
2020 124508 PM
2020 124501 P
2020 124452 PM
07/07/2020 123359 PM
07/07/2020 123124 PM
07/07/2020 123117 PA
07/07/2020 115937 AM
07/07/2020 114414 AM

2020 11:40:16 AM

Set Details Info.

07/07/2020 2:50:13 PM

PID-TST.001
500001

The Audit entry for the selected action is visible in the right side of the Reporting

screen.
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Sign In
Action
Admin
User

12/12/2019 6:51:20 PM

Selected Audit Entry : Payload

Re 2

Par G6CTBNK_TC

Panel Description : & Color TBNK + Trucount
Patient ID PID-TST-001

Sample ID 500001

Panel Request ID 1

Reporting Filtering

Select the Action from a drop-down menu, Enter Sample ID, Patient ID and
Timestamp. Once the parameters are entered, click the Filter button.

Payload of the selected Audit Entry is visible at the bottom of the Reporting screen.

Reporting
AvDITING

Advanced filtering

Click the Advanced button. Fill the parameters and save them by clicking Apply
button.
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Timestamp 10/5/2019 ~ 1200AM ~ Te - ~
ample

Use the drop-down menu to select appropriate action. The connection menu enables
to filter per system connection specific actions (actions performed by the system
without any manual action done in the FWM Client application) like creation of result
sets, instrument panel request queries.

Advanced Filter x

Action

Approve Result Set

Authentication Failure

Cancel Reanalyse Result Set

Create Assay

Timestamp Create Connection

Create Deployment

Create External Comment For Panel Request
Create External Comment For Result

Create Instrument
Sample D Create Internal Comment For Panel Request
Create Internal Comment For Result

Create Lab Information System
Create L | 5 Panel Request
Create Local Account

Create Manual Multi Panel
Create Manual Single Panel

Secondary Carrier 1D

nstrument Name

nstrument Serialnumber
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Group filtering

Group filtering enables grouping the audit entries by Account Name, System, Patient
ID, Secondary Tube ID, Instrument Name, Instrument Serial number, Primary Carrier
ID, Secondary Carrier ID and LIS.

Audit Entries Grouper x

Create Assay

I dsds

Account Name
System
Patient ID

Secondary Tube ID

Instrument Name =
Instrument Serialnumber

Primary Carrier ID

Secondary Carrier ID

LIS

To apply the filter criteriq, click the OK button.

To clear all filter options, click the Reset button.

Exporting audit entry

The Audit log can be exported by clicking the Export button. The file is exported in a
PDF format.

Reporting
submag

RN v 2g0aM - - - Fiter  Adwnced  Resst Group

Acton ton Account Tenestamp

10072015 15645 P8
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Backup

This topic gives a brief description on how to set up Manual Backups, Restore,
Schedule Backups and how to configure them.

Manual Backup

The backup is automatically performed on a daily basis. To perform a manual
database backup follow the below steps:

® Login to the FWM workstation with the BD Admin or any user Admin account.
® Click the Start button and type Task and select Task Scheduler.

* Right-click the FWM Full Backup task and then from the context menu, select Run
now.

Restore backup

To restore backup, follow the steps below:
® (Close all FACS Workflow Manager Client applications.
* Go to Windows Services by typing Services in the Windows search bar.

® Stop the following Services: BD FACS™ Workflow Manager Broker Service, BD
FACS™ Workflow Manager Deployment Service.

® Right-click the Database Backup Restore icon on the desktop and Run as

administrator *

® Choose the backup to restore from the list by entering the number in the command
prompt.
* Confirm that existing files are overwritten.

® Restart the services: BD FACS™ Workflow Manager Broker Service, BD FACS™
Workflow Manager Deployment Service.
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To change the backup interval, perform the following steps as administrator:

® Open the Windows Task Scheduler -> Go to Windows Search -> Type Task
Scheduler and open it -> Select Task Scheduler Library.

@ Task Scheduler
File Action View Help
=@ HE

() Task Scheduler (Local)
(@ Task Scheduler Library

Name Status Triggers

(5 Adobe Acrobat Update Task Ready Multiple triggers defined
B P Full Backop — Resdy AtT0AM eveydy |
(5 GoogleUpdateTaskMachineCore Ready Multiple triggers defined

(¥ GoogleUpdateTaskMachineUA  Ready At 3:55 PM every day - After triggered)|
% Intel PTT EK Recertification Ready Custom event filter

® Right-click the FWM Full Backup -> and select Properties.

® Select the Triggers tab -> Select the Daily Trigger and click Edit.

(B FWM Full Backup Properties (Local Computer) *

General Triggers Actions Conditions Settings History (disabled)

When you create a task, you can specify the conditions that will trigger the task.

Trigger Details

Daily At 7:00 AM every day

Status
Enabled

New... Edit... Delete
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¢ In the Edit Trigger window setup, select the trigger as desired.
® (Click OK to exit and save changes.

Edit Trigger

Begin the task: | On a schedule
Settings

O Onetime | Start [ 9 6/2013 B |[ 7:00:00 AM

= | Synchronize across time zones

@ Daily
O Weekly Recur every: |1 days

O Monthly

Advanced settings

[] Delay task for up to (random delay): 1 hour

[] Repeat task every: 1 hour

[] Stop task if it runs longer than: 3 days
[ Expire: | 97252020 11440 AM 5
[ Enabled

1 day

* In the security window that opens, prefix the username with the pc host name

followed by a backslash.

For example: pcName\svc-bdfwmbroker.

* Enter the password that was set during installation.

User name:

Task Scheduler ?

Enter user account information for running this task.

[ ocamesve_bafwmbroker | |

Password: | sevnens

-

Click OK to exit and close Task Scheduler.
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Configure Backup Retention

To change the number of historical backups to keep, perform the following steps:

® Run notepad as Administrator.

® Open file
C:\ProgramData\BD\FACSWorkflowManager\Scripts\backup.xml
(change filter to "All files *.*")

® Change the MaximumHistory setting to the number of historical backups desired
(replace the number 10 with the desired number [see following graphic]. Do not
remove any other character in the text).

4
File Edit Format View Help
<?xml version="1.0" encoding="utf-8"?>
<FacsBackup®>
<Backups>
<!--Define each backup job-->
<Backup>
<1--Backup name may not be longer than 25 characters-->
<Name>FWM Full Backup</Name>
<DatabaseInfo>
<!--Hostname of the Database Server-->
< il >FWM-SERNUM< / it >
<!--Instance name of the database server, default for FWM is FACSWM-->
<InstanceName>FACSHM</Instancelame>
<!--List the names of the databases to backup-->
<Databases>
<Database>
<Name>BDFACSWorkflowManager</Name>
</Database>
<Database>
<Name>BDFACSHorkflowManageriudit< /Name>
</Database>
</Databases>
</Databaselnfo>
<1--The Fully Qualified path to the backup destination. If network location, use UNC Path-->
<Destination>C: \Backup</Destination>
<!--The Temporary path where files will be collected and archive is created before it is moved to Destination Path-->
<Temp>C:\Backup</Temp>
<!--List the Fully Qualified path for each folder or individual file to backup--»>
<FileAndFolderSource>
<FileFolder>C:\BDFWMDocuments</FileFolders
<FileFolder>C:\BDFWMShare\Reanalysis</FileFolder>
</FileAndFolderSource>
<!--Backup retention history.-->
I<MaximumHjstnry)lﬂ(/MaximumHistur‘y) |
</Backups
</Backups>
</FacsBackup>
Ln1, Col1 100%  Windows (CRLF)  UTF-8

* To save the file click File and click Save.

* C(Close the file.
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