s6labs (M

Page 1 of 41

SOLABS QM10: Laboratory Investigation Request
Process PO055 User Guide

T Ay oo [V (o] o HUUU PO PP PPT U PTPPPPPPPPP 2
Laboratory Investigation Request (LIR) Process FIOWChArtS............uuuviiiiiiiiiiiiiiiiiiiiiiiiiieeeeeeeeeeeeeeeeeeeeeesnenns 3
Starting the Laboratory Investigation Request (LIR) Process..........ccoooiiiiiiiiiiiiiiiii 5
Step 1: Initiation of Lab Investigation (Phase 1) ... 6
Completing the Process Task FOrmMi. ..o i e e e e e ettt e e e e e e e e e eaeaa e e eeeees 7
Creating SECONAAIY TaSKS...iiiiiiu i e e e e e ettt eee e e e e e e e e ettt e e e e eeeatt s areeeesesesestssannsaesesessnnnnnaaaaaaeens 9
SUBMIT AN CONTIMM L.t e e e e e e st e e e e e e s s s e e e e e e e e e e e amnnreeeeas 10
Step 2: Laboratory Investigation Conclusion (Phase 1) ... 11
Viewing the Laboratory Investigation Conclusion (Phase I) Task ....cccoooeeieiiiiiiiiiiiiiiciiieeeeeeeee e, 11
Acting on the Laboratory Investigation Conclusion (Phase I) Task.....ccoooooieeeeiiiiiiiiiiiiiiieeeecececeeeceee, 11
INItiating @ REIALEMA PrOCESS ... o eeeeeeiiicce e e e e et e e e e e e e e e et e e e eeeeseeatttn e eaaeeeeesnnnen 14
SUBMIT AN CONTIFM L.ttt e e e e e et e e e e e s s s e et e e e e e e e s smnnreeeeas 15
=] OB I Y TNV T o Y o o] o 1Yz | P 16
Viewing the Reviewer APProval Task. ... .o e e e e e e ee e e eeeaee e 17
Acting on the Reviewer APProval TASK .....c.ccceeeeiiiiiiii e e e e e e e ee e e e e aaees 17
SUBMIT AN CONFIFM L.ttt e e e e e s e e e e e e s s s r e e e e e e e s s amnnreeeeas 18
) =T o T S @ 7 N 2= =L RS 19
Viewing the QA REVIEW TaSK ... e e e et ees e e e e e e e e ettt e e e e e e eeeeaaaaeeaaaaeens 19
Acting 0N the QA REVIEW TaSK.....cii i e e e e e e et e e e e e e e e e eataeeeaaeaeens 19
Step 5: Manufacturing Investigation (Phase ll) ... 22
Viewing the Manufacturing Investigation (Phase 1) TasK.....cccoooeooiiiiiiiiiiiiiiieceececeeeee 22
Acting on the Manufacturing Investigation (Phase 1) Task......ccooooeooiiiiiiiiiiiiiiiieeecceceece e, 22
Step ExtApp 5: Manufacturing Extension Request Approval (X).......coooeeiiiiiiiiiiiii 24
Viewing the Manufacturing Extension Request Approval TasK.........ccuuvueeeiiiiiiiiiiiiiiie e 25
Acting on the Manufacturing Extension Request Approval Task ..........uucceeiiiiiiiiiiiiiii e 25
Step 6: Laboratory Investigation (Phase ll) ... 26
Viewing the Laboratory Investigation (Phase 1) Task........coccueiiiiiiiiiiiiieeeeeiee e 26
Acting on the Laboratory Investigation (Phase 1) TasK......coooooooiiiiiiiiiiiieeeeecceeccc e 26
Step ExtApp 6: Laboratory Extension Request Approval (X).......coooiiiiiiiiiiiiiii 29
Step 7: QA Approval of INVeStIZation .......ccouuiiiiii e 29
Viewing the QA Approval of Investigation Task ... 29

November 2021



s6labs (M

Page 2 of 41

Acting on the QA Approval of Investigation Task ..........cooeuiiiiiiiiii e 30
=T o Yo [o [ ol =Y I =T 4oV - SR 32
Viewing the Additional TEStING TasK .......ccieii i it e e e e e e e e e e e e eeaes 32
Acting on the Additional TeStING Task.....ccuuii i e e e e e e e 33
Step ExtApp 8: Additional Testing Extension Request Approval (X).......cccceeiiiiiiiiiii 35
Step 9: Interpretation of Investigation Results and Release DeCisSion .............cceeeeeiiiieeiiiiiee e, 35
Viewing the Interpretation of Investigation Results and Release Decision TasK.......cccceeeeveeevvvuncieineennns 36
Acting on the Interpretation of Results and Release Decision TasK ........ccceveeeeeieiiiiiiiieeeeeiiiiccieeeeeeees 36
Viewing Details for a Completed Laboratory Investigation Request (LIR) Process...........ccccceeeeeeeiieeeee.... 38
UsIiNg the Process Values TabIe .......uueeiei ittt e e e ettt e e e e e e e e e e st e e e e eeaennnnan 38
Using the Related [tems Table. ... e e e e e e e e e e et e e e e eeeeenanas 39
Creating @ SUMMArY REPOIT ...t e e et e e e et e e e e et e e e eeaa e e eeeaaaeeesetneerennnaeeneen 39

U T o T o g LI XU T [ o I | USRS 40
Laboratory Investigation Request (LIR) Process NOtifiCatioNns.............uveveviiiiieiieieeiiiiiiiiiiriieeeeeeeeeeeeeeeeeeees 41
CUSEOM NOTHfICAtIONS. ..eeii ettt e e e e e e e e e e e s s s bbb e et e e e e e s sannnreeeeas 41

Introduction

This document provides instructions on the use of the SOLABS QM10 Laboratory Investigation Request (LIR)
Process APP P0055 — by guiding you through each step in the process and providing information on the activities,
settings and options associated with each step. Detailed information on this process, including any available
options that can be chosen by the client, are available in the Process User Functional Design Specification (PUFDS)
document that comes with deployment of the Process in your instance of SOLABS QM10.

Refer to the following documents available in the SOLABS Knowledge Base for general information, navigation
and functionality common to any SOLABS QM Process APP in the SOLABS QM10 PROCESS Section.

e SOLABS QM10: Introduction to PROCESS Section

e SOLABS QM10: Notifications Guide

e SOLABS QM10 PROCESS Section: Parent/Child Process Relationships

Different steps in a process are assigned to different roles and/or users in the system. You take action on the step
assigned to you. For example, you may be assigned a QA Approval of Investigation step in a LIR process. A
manager can monitor the status of process tasks assigned to their employees by using the Process Section search
capabilities or the Process Reports to query process status by user.
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Laboratory Investigation Request (LIR) Process Flowcharts

The LIR Process Flowcharts are displayed

on this page for informational purposes
only —to show that it is a multi-step
process with related decision paths.

The flowchart shown at the right is
available as part of the Process User
Functional Design Specification (UFDS)
document that is provided with the
Process App.

The Flowchart shown below is available
within the Process App. As the process
moves along, the active step in that
Flowchart is highlighted.

+
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This User Guide is organized into sections for each of the Steps in the LIR Process. The

flowchart section for each of those steps will be displayed in larger, more readable format

within those sections.
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Laboratory Investigation Request (LIR) Process — Process Roles

Decisions made by those involved in the process act to progress the workflow to the next Step or return it to
a prior Step. The following LIR Process Roles are associated with the Laboratory

Investigation Process PO055 and must be assigned to the Users in SOLABS QM 0 who will make the related
decisions.

When SOLABS QM10 Users are assigned a Process Role, their names are then available on drop-down lists to
be selected for their assigned steps in the process. The process will automatically notify them to Act On that
Step. They will see the step in the Process Section of their SOLABS QM 10 HOME Page and will also receive
an email Notification.

Contact your SOLABS System Administrator if any of these LIR Process Roles need to be assigned to
additional Users.

PR_LIR_Laboratory_Investigator:

This Process Role must be assigned to those Users who will need to Act on the following Steps:
e Step 6: Laboratory Investigation (Phase Il)

PR_LIR_Manufacturing_Investigator:

This Process Role must be assigned to those Users who will need to Act on the following Steps:
e  Step 5: Manufacturing Investigation (Phase Il)

PR_LIR_QA_Approver:

This Process Role must be assigned to those Users who will need to Act on the following Steps:
e Step 4: QA Review

e Step 7: QA Approval of Investigation

e Extension Request Approvals

e Step 9: Interpretation of Investigation Results and Release Decision

PR_LIR_QC:

This Process Role must be assigned to those Users who will need to Act on the following Steps:
e Step 8: Additional Testing

PR_LIR_QA_Reviewer:

This Process Role must be assigned to those Users who will need to Act on the following Steps:
e Step 3: Reviewer Approval
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Starting the Laboratory Investigation Request (LIR) Process
From the PROCESS Section in SOLABS QM10, choose Start Process from the Quick Access Process Menu.

PROCESS DOCUMENT TRAINING Process Menu

e Start Process

At the next screen, locate the listing for the LIR Process and click the blue START button.

Name: Laboratory Investigation Report (LIR)
Flowchart: Open @

A

You will then be asked to Confirm this action, to move Status from Not Started to In Process. At this
point a Unique ID will be assigned to the LIR Process.

Process > Start >

Status: Not Started
Logged in Audit Trail
Details
Name: Laboratory Investigation Report Initiated by: solabssupport (Default Admin)

Date Initiated: 2019-07-30

|
Statu§: In Process |

Process Details

Unique ID: LIR-000003 Flowchart: Open

Current Process Tasks: Initiation of Lab Investigation (Phase I)

The first Step on the Process Flowchart will now be +
. . . Step 1
highlighted when the flowchart is opened. Initiation of Lab Investigation
(Phase 1)
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Step 1: Initiation of Lab Investigation (Phase 1)

Process = Laboratory Investigation Repor{> Initiation of Lab Investigation (Phase I) > Acton

At Step 1 the user initiating the LIR
enters all the required information
into the Process Task Form.

The fields on the Process Task Form
include editable text fields, text
areas, single-item selection fields or
multi-item selection fields. Those
with an asterisk (*) are mandatory.

The right-hand Related Items menu
allows the initiator to Link
Documents or Link Processes, if
applicable.

Refer to the separate document
SOLABS QM10: Introduction to
PROCESS Section for information on
use of the right-hand menus since
they are common to all SOLABS QM
Process APP screens.

Some of the information entered at
Step 1 will determine how the
process flows through the remaining
steps.

Secondary Tasks can be initiated at
Step 1 and are released to assignees
upon submission of Step 1. Related
Processes and Document Control
Processes cannot be initiated at this
step, so the related options are
grayed out.

At the bottom of the screen there is
a Save Draft option if you cannot
complete all the required fields at
one time or when you need to use
the right-hand menus to Link
Documents or to Link Processes.
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Process Details

Unique ID: LIR-000002 Flowchart Ope

Current Process Tasks: Initiation of Lab Investigation (Phase |)

Process Values

Process Tasks

Name: Initiation of Lab Investigation (Phase I)

Process Task Form - Initiation of Lab Investigation (Phase 1)

Unigue ID

LIR-000003

* Title:

Statece Frocess

Expand all Print al

(

* Testing Type

C—

* Lot Number(s)

* Product/Material:

Each of the fields in the Process Task
Form will be displayed more clearly and
described starting on the next page.

Process Actions
View

Moddy Values
Reassign Tasks
Cancel

Get Link

Email Link

Move Cut of Waiting

Acton
nitiation of Lab
nvestigatiol...]
Related Items
Link Documents
Link Processes
Modify Description

Remove Links

Related Information
Audit Trail

Summary Report

|

v)

* Material Type:

[ =

* Strength/Dose:

[(—

* Packaging Configuration:

(—

* Description

* Date Resuit Obtained
13

* Testing Site:

(—

v)

* Manufacturing Site:

@) Site 1
(M Site2

Comments.

* Assigned Reviewer:

[=

* Assigned QA Approver:

(—
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CAUTION: If you navigate away from this page without clicking on either Submit or Save Draft, all entries
will be lost. To complete the information after the Save Draft option, you can either choose the Act On
option from the Process section of your HOME Page, or search for the In-Process LIR and then use the right-
hand Act on Menu to open the Process Task Form fields.

Completing the Process Task Form:
This sub-section covers the information required for each of the fields in the Process Task Form at LIR
Process Step 1.

The Unique ID field will be Unique ID:
automatically populated with the | |r-000003

next available LIR number.
* Title:
The Title field is mandatory. ( ]

Choose a clear, concise and

intuitive title for the LIR that will * Testing Type:
quickly communicate the subject. || _— Frocees id

Titles will appear in LIR Reports. Release

Stability
The Testing Type is mandatory Single-item Selection field with a set list of values. Accelerated Stability
Lot Numbers(s) is a * Lot Number(s):

mandatory text area field
allowing for up to 8000
characters.

Product/Material is a
mandatory Autocomplete, * Product/Material:

Delimited Values field based | [ J
on the productname column | ...

of the client-specific EDI List (— v
EDI_Product.

Part # is a mandatory, customizable Single-item Selection field based on the codeNumber column of the client-
specific EDI List EDI_Product.

Stage is a mandatory Single- * Stage:

item Selection field. The [ .....

values are configurable using

a shared Custom List called Name: SOL169_Stage_List Status: Active ~ Stage:

SOL169_Stage_List. There is | Other

also a value for Other.

Values : Siage 1; Stage 2 Stage 3

* Specify Product Stage:

When Other is selected, a mandatory field called Specify Product Stage is
displayed, allowing for entry of up to 8000 characters.
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Material Type is a mandatory

configurable Single-item M

Selection field based on the [

materialType column of the

client-specific EDI List [ _____

PR_EDI_Material.

Material Type is grouped with mandatory Single-item Selection fields for Strength/Dose and Packaging
Configuration. Both fields are configurable based on the strengthDose column of the client specific EDI list
PR_EDI_Material and the packagingConfiguration column of the client specific EDI list PR_EDI_Material.

Description is a mandatory text area field allowing for up to 8000 characters.

* Description:

* Date Result Obtained
August| 2019 v

R

Date Result Obtained is a mandatory date field that can is

populated from a calendar. It does not allow input of future dates.

Testing Site is a mandatory Single-item Selection field. The values
are configurable using a shared Custom List called
SOL_161_Site_List.

Su Mo Tu We Th Fr Sa

1] 2] 3]
BRI <

* Testing Site:

Manufacturing Site is a mandatory Multiple-item Selection field
with values also configurable using the shared Custom List called
SOL_161_Site_List.

Name: SOL161_Site_List Status: Aclive

Values : Site 1 Site 2 ; Sile 3

* Manufacturing Site:

4

D Site 1
D Site 2

Expand

Comments is an Comments:

optional text area
field allowing up to
8000 characters.
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* Assigned Reviewer

The Assigned Reviewer and Assigned QA Approver fields are both mandatory.

e Assigned Reviewer is a Single-item Selection field that includes the list of SOLABS QM10 Users are
assigned the Process Role PR_LIR_QA_Reviewer.

e Assigned QA Approver is a Single-item Selection field that includes the list of SOLABS QM 10 Users are
assigned the Process Role PR_LIR_QA_Approver.

Creating Secondary Tasks

The initiator of the Laboratory Investigation Request (LIR) Process can create Secondary Tasks that will be
associated with the LIR. These Secondary Tasks can be assigned to appropriate Users for activities required to
support completion of the LIR and will be released to assignees upon submission/confirmation of Step 1.

The Secondary Task section is underneath the Process Task Form, but still on the Initiation of Lab Investigation
(Phase I) screen. A +ADD button is available to create as many Secondary Tasks as needed.

Secondary Tasks

() Secondary Task 1
Remowe

+ADD

After selecting Secondary Task
1, additional fields will be
displayed to define and assign
that task.

(7] [Secondary Task 1

Type:

[ Task

* Description:

Manufacturing Investigation
Laboratory Investigation

* Due Date:
1@

QOriginator:
solabssupport (Default Admin)

* Aszsignee (Role):

il

i

Replace the text “Secondary Task 1” with
an appropriate Title for the task.

The task Type can then be chosen from a
drop-down list of three types.

The Description and Due Date fields are
mandatory for each Secondary Task.
Choose due dates appropriate to ensure
tasks are completed in a time frame that
supports on time closure of the
Laboratory Investigation process.

The Originator field will default to the
User initiating the LIR Process and
completing Step 1.

Both the Assignee (Role) and the Assignee (User) fields must be completed for the chosen User. The drop-down
lists will bring up the Active Roles list and the Active Users list. It is a good practice to consult with the planned
Assignee ahead of time to ensure they are able to complete the task in a timeframe that supports on time

closure of the process.
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To assign by Role, choose the appropriate Function Role from the list. All Users with that Role will then appear
in the Assignee (User) drop-down list so that the appropriate person can be selected. To assign by User, choose
the appropriate User from the list. Their Function Role will then appear in the Assignee (Role) drop-down list

and must be selected.

Use the +ADD button to create additiona

| Secondary Tasks as needed.

When Step 1 is submitted and confirmed, the Assignees will receive email Notifications and see the View/Act On
options for their assigned Secondary Tasks on their SOLABS QM10 HOME Page. The Secondary Tasks, and the
status, are listed under Related Items at the bottom of the screen at any Process Step.

TASKS

Due this week / last week

Name: Review Data from all[.. ] ID: Task-00000001 (ur-ooocoz) Due: 2019-08-09 Status: Mot Started

View | Acton

As mentioned previously, Related Processes and related Document Control Processes cannot be initiated at Step

1, so those sections are grayed out.

Submit and Confirm

When all information has been entered
into the Process Task Form, any Linked
Documents or Linked Processes have
been added and any Secondary Tasks
have been created, click Submit and then
Confirm to progress the LIR process to
Step 2 — Laboratory Investigation
Conclusion (Phase 1).

The Process Flowchart will highlight the
next step of the process. Step 2 will be
assigned to the same person who
initiated Step 1. They will receive a new
email Notification so that activities for
Laboratory Investigation Conclusion
(Phase 1) are captured as a separate

Step.
¥
Step 2
Laboratory Investigation Conclusion (Phase |
Initiator

U

Process Details

Name: Lahoratory Investigation Report
Unigue ID: LIR-000003

Day(s) opened: 7

Secondary Tasks Completion (%): 0(0/1)

Current Process Tasks
Laboratory Investigation Conclusion (Phaze [)

Flowchart:

Open

Name: Initiation of Lab Investigation (Phase I)

Related Items

Secondary Tasks

Name: Review Data from all[...] Unique ID: Task-00000001 Due: 20158-08-09 Status: Mot Started

Status: In Process

Date Initiated: 2019-07-30 12:05:14

Initiated by: solabssupport (Default Admin)

Date Closed : =empiy=

Dependent Processes Completion (%) : 0 (0/0)

Currently with
solabssupport (Default Admin)

Last Confirmation Date: 2012-08-06 13:54:30

Name: Laboratory Investigation Conclusion {Phase I}

Expand all Print all

View

Expand all

Home = Views

PROCESSES

Default Admin

Received this week [ last week

Unigue ID: LIR-000003 Date Initiated: 2019-07-30 Status: In Process
Current Process Task: Laboratory Investigafion Conclusion (Phase 1)

View | Acton
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Step 2: Laboratory Investigation Conclusion (Phase I)
Viewing the Laboratory Investigation Conclusion (Phase I) Task

If the initiator clicks on the View option to the right of the Process Task, they will get the same screen
shown above.

From the View screen, there are Expand all options under the Process Values table and the Related
Items table, which can be used to see more detail on the information entered at Step 1. They can also
click on the View option to the right of any individual Related Items (Secondary Tasks, Linked
Documents, Linked Processes) to go to the Task Details, Document Details or Process Details screens
associated with those Related Items. From any of those screens they can quickly return to the LIR
Process since it will be listed as a Related Item on all of those screens. See example below.

In this example, clicking on View fora |task = view
Secondary Task listed in LIR-000003

brings up the Task Details screen for

Task Details
. Name: Review Data from all previous Stability pulls
that aSSIgHEd TaSk' Type: Task Unigue ID: Task-00000001

Description: Review Data from all previous Stability pulls

LIR-000003 is listed as a Related Item
for that Task. To get back to LIR-
000003, the Reviewer can click on the

Reference Date:

Location: Roof\LIR-000003 Process Task Groupiinitiation of Lab Investigation (Phase I) Task Group

Estimated Start Day Offset: MN/A Estimated End Day Offset: N/A
View option. Estimated Start Date: N/A Estimated End Date: 2013-08-09
Start Date: N/A End Date: N/A

Status: Not Started

omments:

Task Ownershi
Originator: solahssupport (De
Assignee (Role): any

Assignee (User): qc(gc)

Related Items

Main Related Process

Unique ID: LIR-000003 Date Initiated: 201%-07-30 Status: In Process
Current Process Task: Laboratory Investigation Conclusion (Phase I)

Acting on the Laboratory Investigation Conclusion (Phase I) Task

When the Initiator clicks on the Act on option to the right of the Process Task, they will go immediately to the
Act on screen for their Laboratory Investigation Conclusion (Phase 1) task.

As described above, the Expand all option under the Process Values table can be used to review all information
entered at Step 1.
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The Process Task Form for Step 2
includes fields to enter information
related to the laboratory investigation.
Fields with an asterisk (*) are
mandatory. More information on the
use of these fields is provided starting
below.

The right-hand Related Items menus can
be used to Link Documents or Link
Processes, if applicable.

Refer to the separate document SOLABS
QM10: Introduction to PROCESS Section
for information on use of the right-hand
menus since they are common to all
SOLABS QM Process APPs.

Initiation of more Secondary Tasks,
Related Processes or a Document Control
Process are all allowed at Step 2.

There is a Save Draft option at the
bottom if all the required fields cannot
be completed at one time or when using
the right-hand menu to Link Documents
or Link Processes.

s o]

Cancel
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Process > Laboratory Investigation Report = Laboratory Investigation Conclusion (Phase ) =
Acton

Status: In Process

Process Details

Unique 1D: LIR-000003 Flowchart: Open

Current Process Tasks: Laboratery Investigation Conclusion (Phase [}

Process Values

Process Tasks
Name: Initiation of Lab Investigation (Phase I) Last Confirmation Date: 2019-08-06 13:54:30

Name: L y igation Ci (Phasel)

Expand all Print all

Process Task Form - Laboratory Investigation Conclusion (Phase 1)

* Laboratory Investigation Conclusion:

Was Lab Error Determined?.
® ves
) Mo

* Description of Error

Process Actions

Email Link

Move Out of Waiting

Acton
Laboratory Investigation
Concl[...]
Related Items
Link Documents
Link Procasses
Madify Description

Remaove Links

Related Information
Audit Tra

Summary Repart

* |dentify Laboratory Probabl

will be displayed more clearly and
described starting below.

Each of the fields in the Process Task Form

)

* Laboratory Root Cause Categories

Tpand
) Man
) Material -

Decision
® Advance o reviewer approval

~

() Retum to initiation

Comment.

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on

Menu to open the Process Task Form fields.

* Laboratory Investigation Conclusion:

The mandatory Laboratory
Investigation Conclusion field
allows up to 8000 characters to
describe the investigation

conducted.
Was Lab Error Determined?: | Was Lab Error Determined? is a Radio Button allowing for a selection of Yes or No, that
® Yes defaults to Yes. If No is selected, the following mandatory field is displayed and allows
() No for up to 8000 characters.
* Comment for Lak Error Mot Determined:
November 2021
Z
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When Was Lab Error Determined? is selected as Yes, a group of fields are displayed to enter the related

information.

* Description of Error:

* ldentify Labaratory Probable Root Cause(s):

A

Description of Error and
Identify Laboratory Probable
Root Cause(s) are mandatory
text area fields allowing for up
to 8000 characters.

Laboratory Root Cause
Categories is a Multiple-item
Selection field with set choices
of Man, Material, Method,
Machine or Environment. For

* Laboratory Root Cause Categories:

@ Man

@ Material
( Method
) Machine

™y Environment

Collapse

each category selected,

field will be displayed for a
more detailed Root Cause.

configurable from shared

Custom Lists maintained by
the System Administrator.

another Single-item Selection

The values for those fields are

* Laboratory Man Category: Name: SOL095 Man_Category List Status: Active

[ """ '] Values: Man1;Man2; Man3

* Laboratory Material Category Name: SOL099_Material_Category_List Status: Active

[ """ v ] Values : Material 1 ; Material 2 ; Material 3

" Laboratory Method Category: Name: SOL102_Method_Category_List Status: Active
_____ v

[ ] Values: Method 1; Method 2 ; Method 3

* Laboratory Machine Category Mame: SOL094_Machine_Category_List Status: Active

[ """ v ] Values : Machine 1 Machine 2 ; Machine 3

“ Laboratory Environment Category: Name: SOL066_Environment_Category List Status: Active

Values : Environment 1 ; Environment 2 ; Environment 3

Use the +ADD button if
more Secondary Tasks are

Secondary Tasks

Review Data from all previous Stability pulls
Due Date: 2019-08-09  Type: Task
Originator: solabssupport (Default Admin)

required at Step 2. See
Page 9-10 for using this

Modify Remaove

+ADD

section.

Related Processes and Document Control Processes can also be initiated at Step 2.
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Related Processes

() * Available Processes:

Remaowve

To initiate a new SOLABS QM10
Process from within this
Process, check the Available
Processes box.

The Available Processes field is

a Single-item selection field

Related Processes

@@ ~ Available Processes:

populated with a list of the

Process Apps deployed at your
r\ 2 organization.

Related Processes Choose the Process Relation as

either a Dependent Process

Process Relation:
@® Dependent Process
() Related Process

& " Available Processes: (must be completed before the
""" LIR is closed), or a Related
1+ CAPA Process.
[ Change Control -
| Deviation

The mandatory Initiator to field is a Single-item selection field populated by the list of all Active Users. The

person chosen in this field will be the person who will be assigned Step 1 of the process being initiated. There is

also an option to choose myself, if you would like to be the initiator for both processes. The LIR process will

then be the Parent Process of the new process being initiated.

If a Related Process was already initiated, separately from this Laboratory Related Items

Investigation Request, it can be linked as a Related Item using the right-hand menu Lick Docasneiits

option under Related Items. In this case, do not select the Available Processes box | Link Processes
—

and instead use the Link Processes option.

Whether linking an existing
process or initiating a new one,
the Related Processes will be
listed in the Related Items
section, along with any
Secondary Tasks and Related
Documents, when LIR Step 2 is
Submitted and Confirmed.
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Secondary Tasks
Name: Review Data from all[...] Unique 1D: Task-00000001 Due: 2019-08-09 Status: Not Started View
Expand all

Related Processes

Unique ID: CAPA-000001 Date Initiated: 2019-08-07 Status: In Process View | Acton
Current Process Task: Initiation and CAPA Definition
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Initiating a Document Control Process

To initiate a new SOLABS QM10 Document Control Process to
manage any document updates required for this Laboratory
Investigation, select Yes. One or more documents can be included

. ® Yes
in a Document Control Process. O Mo
When the Yes option is selected, also choose whether it will be Document Control Process Relation

a Dependent Process (must be completed before the LIR is closed),

or a Related Process.

Document Control / Impacted Documents

Document Control process required?

@ Dependent Process
O Related Process

When the Process Relation is selected as Dependent Process, the process from which it was initiated is

considered the Parent Process.

If a Document Control Process was already initiated, separately from this LIR, it
can be linked as a Related Item using the right-hand menu option under Related Link Documents
Items. In this case, leave the above setting at the default of No. T Link Processes

Related Items

When the Yes option is selected, Step 1 of the Document Control Process will be launched immediately upon
submission of Step 2 — Laboratory Investigation Conclusion (Phase |), so that the person initiating the LIR can
also concurrently initiate the Document Control Process. The LIR Process will be considered the Parent Process.

Whether linking an existing Doc
Control Process or initiating a new
one, it will be listed in the Related
Items section when LIR Step 2 is
Submitted and Confirmed.

Decision:
@ Advance to reviewer approval
(O Retum to initiation

Comment:

Submit and Confirm

Related Items

Secondary Tasks
Name: Review Data from all[...] Unique ID: Task-00000001 Due: 2019-08-09 Status: Not Started View

Expand all

Related Processes

Unique ID: CAPA-000001 Date Initiated: 2019-08-07 Status: In Process View | Acton
Current Process Task: |Initiation and CAPA Definition

Unigue ID: DOC-000001 Date Initiated: 2019-08-07 Status: In Process View | Acton
Current Process Task: Changs Request for Creation, Review or Withdrawal of Document

The Decision section for Step 2 includes two choices:

e Advance to reviewer approval will progress the LIR Process to
Step 3 — Reviewer Approval. A Comment field is available for
optional comments.

e Return to initiation will send the LIR Process back to Step 1 -
Initiation of Lab Investigation (Phase I). The Comment field is
then mandatory.

When all information has been entered into the Process Task Form, any Linked Documents or Linked Processes
have been added and any new Secondary Tasks, Related Processes or Document Control Processes have been
initiated, click Submit and then Confirm to progress the LIR process to Step 3 — Reviewer Approval.
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The Process Details will list
the Current Process Task
and who it is Currently with
(the Assigned Reviewer
selected at Step 1).

The Process Flowchart will
highlight the next step of
the process.

¥
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Status: In Process

Process Details

Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05:14

Unigque ID: LIR-000003 Initiated by: solabssuppoert (Default Admin)
Day(s) opened: 8 Date Closed : <empfy>

Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0)
Current Process Tasks Currently with

Reviewer Approval reviswer (reviswer)

Flowchart: 0Open

Procegés Values

Process Tasks

Step 3
Reviewer Approval

Assigned Reviewer idenfified in step1 e

: Initiation of Lab Investigation (Phase I) Last Confirmation Date: 2019-08-06 13:54:30
I Laboratory Investigation Conclusion (Phase I) Last Confirmation Date: 2019-08-07 14:54:22

Expand all Print all

Related ltems

Secondary Tasks
Name: Review Data from all[...] Unique ID: Task-00000001 Due: 2019-08-09 Status: Not Started View

Expand all

Related Processes

Unique ID: CAPA-000001 Date Initiated: 2019-08-07 Status: In Process View | Acton
Current Process Task: |Initiation and CAPA Definition

Unique ID: DOC-000001 Date Initiated: 2019-08-07 Status: In Process View | Acton
Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Expand all

Step 3: Reviewer Approval

At this step in the LIR Process, the Assigned Reviewer chosen at Step 1 will receive an email Notification
and will see their Reviewer Approval task listed in the Process section of their SOLABS QM10 HOME

Page.

Home > Views

PROCESSES

Received this week / last week

Unique ID: LIR-000003 Date Initiated: 2019-07-30 Status: In Process View | Acton
Current Process Task: Reviewer Approval
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Viewing the Reviewer Approval Task

If the Assigned Reviewer clicks on the View option to the right of the Process Task, they will get the
same screen shown above.

From the View screen, they can use the Expand all options under the Process Values table and the
Related Items table to see more detail on the information entered at prior steps. They can also click on
the View option to the right of any individual Related Items (Secondary Tasks, Linked Documents,
Linked Processes) to go to the Task Details, Document Details or Process Details screens associated
with those Related Items. From any of those screens they can quickly return to the Process since it will
be listed as a Related Item on all of those screens.

Acting on the Reviewer Approval Task

Process 5 Laboratory Investigation Report > Reviewer Approval > Act on

When the Assigned Reviewer clicks on the Status: In Process
Act on option to the right of the Process Process Details
Task, they will go immediately to the Act

Process Actions

View

Get Link

Unique ID: LIR-000003 Flowchart: Open )
on screen for their Reviewer Approval Current Process Tasks: Reviewer Approval Emalns
Move Out of Waiting
task.
Process Values
Acton
As described above, the Assigned Process Tasks Reviewer Approva
Reviewer can use the Expand a" Opt|0n Name: Initiation of Lab Investigation (Phase I} Last Confirmation Date: 2019-08-06 13:54:30
Name: Laboratory Investigation Conclusion (Phase I) Last Confirmation Date: 2019-08-07 14:54:22 Related Items
under the Process Values table to see all Name: Reviewer Anoroval .
B pproval Link Documents
information entered in prior steps. Expandall Printal  LinkProcesses
Modify Description
The right_hand Re|ated Items menu allows | Process Task Form - Reviewer Approval Remove Links
the Assigned Reviewer to Link Documents | o _ e —
or Link Processes, if applicable. ) A R D A Summary Report

() Laboratory error confirmed (close process)

Refer to the separate document SOLABS O Relum formareinformaton
. . Does this potentially impact distributed product?:
QM10: Introduction to PROCESS Section ® ves
for information on use of the right-hand C?mm'::l_
menus since they are common to all

SOLABS QM Process APPs.

]

Initiation of Secondary Tasks, Related Processes or a Document Control Process are not allowed at Step 3, so
those sections are grayed out.

There is a Save Draft option at the bottom if all the required fields cannot be completed at one time or when
using the right-hand menu to Link Documents or Link Processes.

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on
Menu to open the Process Task Form fields.
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Decision:
® Approve - Proceed to QA review
(0 Laboratory error confirmed (close process)

O Return for more information

Does this potentially impact distributed product?:

@ VYes
® HNo

Comment:

Submit and Confirm
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The Decision section at LIR Step 3 allows three choices:

The default is Approve — Proceed to QA review and will bring up
additional fields to enter information about possible impacted product
and a related Comment.

Submission and confirmation of this decision moves the LIR Process to
Step 4 — QA Review.

A decision of Laboratory error confirmed (close process) at Step 3 will
close the Laboratory Investigation Request process. The Comment field
is mandatory with this decision.

A decision of Return for more information at Step 3 will send the LIR
Process back to Step 2. The Comment field is mandatory with this
decision so that the initiator can then provide the requested
information.

When all information has been entered into the Process Task Form and any Linked Documents or Linked
Processes have been added, click Submit and then Confirm.

If the Decision was Approve — Proceed to QA review, the LIR process will move to Step 4 — QA Review.

The Process Details will list
the Current Process Task and
who it is Currently with (the
Assigned QA Approver
selected at Step 1).

The Process Flowchart
will highlight the next
step of the process.

|
Approve
W

Step 4
0OA Review
QA Approver Identified in step 1

MName: Laboratory Investigation Report
Unique ID: LIR-000003

Day(s) opened: 9

Secondary Tasks Completion (%): 0 (0/1)

Current Process Tasks
QA Review

Process Details

Date Initiated: 2013-07-30 12:05:14

Initiated by: sclabssupport (Default Admin)

Date Closed : <empty=

Dependent Processes Completion (%) : 0 (0/0)

Currently with
ga (q a)

Flowchart: Open

/‘@alues

Process Tasks

MName: Initiation of Lab Investigation (Phase |) Last Confirmation Date: 2019-08-06 13:54:30
Mame: Laboratory Investigation Conclusion (Phase I} Last Confirmation Date: 2019-08-07 14:54:22
Name: Reviewer Approval Last Confirmation Date: 2015-08-08 17:03:14

‘*’ Name: QA Review

Expand all Print all

Related Items

Secondary Tasks
Name: Review Data from all[...] Unique 1D: Task-00000001 Due: 2019-08-09 Status: Not Started View

Expand all
Related Processes
Unique 1D: CAPA-000001 Date Initiated: 2019-08-07 Status: In Process View
Current Process Task: Initiation and CAPA Definition
Unique 1D: DOC-000001 Date Initiated: 2019-08-07 Status: In Process View

Current Process Task: Change Request for Creation, Review or Withdrawal of Document
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Step 4: QA Review
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At this step in the LIR Process, the Assigned QA Approver chosen at Step 1 will receive an email Notification and
will see their QA Review task listed in the Process section of their SOLABS QM10 HOME Page.

Home > Views

PROCESSES

Viewing the QA Review Task

Received this week / last week

Unique ID: LIR-000003 Date Initiated: 2019-07-30 Status: In Process
Current Process Task: QA Raview

View | Acton

If the Assigned QA Approver clicks on the View option to the right of the Process Task, they will get the

same screen shown above.

From the View screen, they can use the Expand all options under the Process Values table and the
Related Items table to see more detail on the information entered at prior steps. They can also click on
the View option to the right of any individual Related Items (Secondary Tasks, Linked Documents,

Linked Processes) to go to the Task Details, Document Details or Process Details screens associated

with those Related Items. From any of those screens they can quickly return to the Process since it will

be listed as a Related Item on all of those screens.

Acting on the QA Review Task

When the Assigned QA Approver clicks on the
Act on option to the right of the Process Task,
they will go immediately to the Act on screen for
their QA Review task.

As described above, the Assigned QA Approver
can use the Expand all option under the Process
Values table to see all information entered in
prior steps.

The right-hand Related Items menu allows the
Assigned QA Approver to Link Documents or
Link Processes, if applicable.

Refer to the separate document SOLABS QM10:
Introduction to PROCESS Section for information
on use of the right-hand menus since they are
common to all SOLABS QM Process APPs.

New Secondary Tasks are not allowed at Step 4
but new Related Processes or a Document
Control Process can be initiated.

The Save Draft option is at the bottom if
all the required fields cannot be
completed at one time or when using
the right-hand menu to Link Documents
or Link Processes.
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Proceea.: | aboratory Investigation Report > QA Review > Acton

Status:
Process Details

Unique ID: LIR-D00002 Flowchart: Cpen

Current Process Tasks: Q4 Review
Process Values

Pracess Tasks

Name: Initiation of Lab Investigation (Fhase [} Last Confirmation Date: 2019-08-08 12:54:20

n Process

Name: Laboratory Investigation Conclusion (Fhase ) Last Confirmation Date: 2019-08-07 14:54:22

Mame: Reviewsr Approval Last Confirmation Date: 2019-03-02 17.02:14

MName: QA Raview

Expand al Print

Process Task Form - QA Review

“ Event Type:

v

Is this a Recurring Event?:

® ves
O Ne

* Event #:

(

Event Desription:

1

Process Actions

Related Items

Related Information

Is Phase Il Investigation Regui

Each of the fields in the Process Task
Form are displayed more clearly and
described starting on the next page.

® Ve
O Ne

* Assigned Manufacturing Investigator:

v

Is Laboratory Investigation Required?:
® es
O Ne

* Assigned Laboratory Investigator:

v

* Investigation Dus Date:

20180804 i |

Deecision:
® Aserove
() Return for mors information

Comment:
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CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on
Menu to open the Process Task Form fields.

Event Type is a mandatory |« gyent Type: NOTE.
Single-item Selection field [ _____ OOS=.Out of Specification =

with three choices: 00S, 003 00T = Out of Trend
00T R
OOT or OOE. OOE OOE = Out of Expectation

Is this a Recurring Event?- | IS this a Recurring Event? is a Yes or No radio button that defaults to Yes. The selection

® Yes of Yes brings up a group of additional fields to provide information on the previous
O MNo \ events. A +ADD button is available to add another group of fields if there were multiple
previous events.
" Event# / Eventi# is a mandatory,
[ (LR] | | autocomplete, field that will
Event Description: LIR-000001 - @s - [In Process] bring up LIR processes that
LIR-000002 - d - [In Process] are present in the system

with a status # Cancelled.
Starting to type the LIR
number or title will bring up a
list of LIR Processes matching
that criterion. Click on one

m to select it.

Event Description is an optional Text Area field, allowing entry of up to 8000 characters.

Remowe

s Phase Il Investigation Requirad?: Is Phase Il Investigation

® Yes

Required? is a Yes or No

~  No diane (Diane) .
O gretchen (Greichen) radio button that defaults
* Assigned Manufacturing Investigator: lathy (kathy)

to Yes.

The selection of Yes brings up a Single-item Selection field to choose the Assigned Manufacturing Investigator.
The values include all active users who are assigned the Process Role PR_LIR_Manufacturing_Investigator. It
also brings up the field Is Laborator Investigation Required?

Is Laboratory Investigation Required?: Is Laboratory

@ Yes
(O MNo

* Assigned Laboratory Investigator:

Investigation Required? is
erika (Erika)
francis (Francis)
larine (Karine)

a Yes or No radio button
that defaults to Yes.

The selection of Yes brings up a Single-item Selection field to choose the Assigned Laboratory Investigator. The
values include all active users who are assigned the Process Role PR_LIR_Laboratory_Investigator.

Investigation Due Date is a mandatory date field that is auto-populated |+ invesiigation Due Date:
with a date 30 days from the Date Result Obtained that was entered at 2019-08-04 EE
Step 1. If the default date is changed (past dates are not allowed), a * Reason for Date Change:

mandatory text field is displayed for entry of the Reason for Date Change.
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S There are two choices for a Decision at Step 4.
ecision:
@ Approve e A choice of Approve will progress the LIR Process to Step 5 — Manufacturing
(O Retumn for more information Investigation (Phase Il) and possibly Step 6 — Laboratory Investigation (Phase
Comment 1), depending on the choices made at this step.
e A choice of Return for more information will send the LIR Process back to
Step 2. The Comment field is mandatory for that choice.
If Yes was selected at Step 4 for Is Phase Il If Yes was selected at Step 4 for Is Laboratory
Investigation Required, the LIR Process moves to Step Investigation Required, the LIR Process also moves
5 — Manufacturing Investigation (Phase Il) and is to Step 6 — Manufacturing Investigation (Phase 1)
assigned to the Assigned Manufacturing Investigator. and is assigned to the Assigned Laboratory
Investigator.
The Process Details will list the Process Details
:::rrent F::rocesst;raski'?ntiWho Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05:14
ey are Currently wi e
Ass?gne q l\';la:u faZturing( Unique ID: LIR-000003 Initiated by: solabssupport (Default Admin)
Investigator and/or the Assigned | 2! ePened: 10 Date Closed & =emoty~
Laboratory Investigator selected Secondary Tasks Completion (%): 0(0/1) Dependent Processes Completion (%) : 0 (0/0)
at Step 4) Current Process Tasks Currently with
' Laboratory Investigation (Phase 11} erika (Erika)
The Process Flowchart will Manufacturing Investigation (Phase II) diane (Diane)

highlight the next step(s) of the
process.

Name:

Name:

Flowchart: Open

Process Tasks

Initiation of Lab Investigation (Phase I) Last Confirmation Date: 2019-08-06 13:54:30
Laboratory Investigation Conclusion (Phase |) Last Confirmation Date: 2019-08-07 14:54:22

Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14
Name: QA Review Last Confirmation Date: 2019-08-09 14:27:29
Name: Laboratory Investigation (Phase I}
Name: Manufacturing Investigation (Phase Il)
"4 Expand all Print all
hasell
Required? No
ez
¢—N IsLab Imv. Reg? -+
Step 5 Step 6 [_,-] Unique ID: Task-00000001 Due: 2019-08-09 Status: Not Started View
[~ | Manufacturing Investigation (Phase Ii) Laboratory Investigation (Phase 1)
Assigned Manuf. Investigator Assigned Lab investigator identified in Expand all
identified in step 4 1 r step 4

November 2021

Related Processes

Unique ID: LIR-000001 Date Initiated: 2019-07-15 Status: In Process View
Current Process Task: Laboratory Investigation Conclusion (Phase [)

Unique ID: CAPA-000001 Date Initiated: 2019-03-07 Status: In Process View
Current Process Task: Initigtion and CAPA Definition

Unique ID: DOC-000001 Date Initiated: 2019-08-07 Status: In Process View
Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Expand all
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Step 5: Manufacturing Investigation (Phase Il)
At this step in the LIR Process, the Assigned Manufacturing Investigator chosen at Step 4 will receive an email

Notification and will see their Manufacturing Investigation (Phase Il) task listed in the Process section of their
SOLABS QM10 HOME Page.

Home = Views

PROCESSES

Received this week / last week

Unique ID: LIR-000003 Date Initiated: 2013-07-30 Status: In Process View | Acton
Current Process Task: Manufacturing Investigation (Phase II)

Viewing the Manufacturing Investigation (Phase Il) Task

If the Assigned Manufacturing Investigator clicks on the View option to the right of the Process Task, they will
get the same screen shown on page 21 above.

As with other steps, from the View screen, they can use the Expand all options under the Process Values table
and the Related Items table to review detail from prior steps. They can also click on the View option to the
right of any individual Related Items (Secondary Tasks, Linked Documents, Linked Processes) to go to the Task
Details, Document Details or Process Details screens associated with those Related Items. From any of those
screens they can quickly return to the Process since it will be listed as a Related Item on all of those screens.

Acting on the Manufacturing Investigation (Phase Il) Task

Process = Laboratory Investigation Repo|t = Manufacturing Investigation (Phase II) = Act on

When the Assigned Manufacturing

Status:  In Process 3 et

. . rocess Actions

Investigator clicks on the Act on o .
rocess Details View

option to the right of the Process onicue 10: LIR.000003 owehart S et
Task' they Wl” gO |mmed|ate|y tO the Current Process Tasks: Laboratory Investigation (Phase I1); Manufacturing Investigation (Phase II) :‘:: (:I::(or\-\-’aitmg
Act on screen for their Manufacturing

. . Process Values Act on
Investigation (Phase Il) task. As :

) . Process Tasks m:s:t’iag?all?élr:?P[ .
deSCI‘Ibed above, the ASSIgHEd Name: Initiation of Lab Investigation (Phase |) Last Confirmation Date: 2019-08-06 13:54:30 )
Ma nufactu ri ng Investigator can use Name: Laboratory Investigation Conclusion (Phase |} Last Confirmation Date: 2019-08-07 14.54:22 Related ltems

. Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14 Link Documents
the Expand a" Opt|0n Under the Name: QA Review Last Confirmation Date: 2019-08-09 14:27:29 Link Processes
ProceSS Values table tO see a” Name: Laboratory Investigation (Phase Il) Maodify Descripfion

Name: Manufacturing Investigation (Phase Il) Remove Links

information entered in prior steps.

Expand all Print all
. Related Information
The Process TaSk Form |nC|UdeS the Process Task Form - Manufacturing Investigation (Phase Il)

fields necessary to enter the details “Manutacturing Investigation Plan:

regarding the manufacturing ! ]
investigation. These are described in Each of the fields in the Process Task
L Form is displayed more clearly and
Was Root Cause or Probable Ro

(— 1 described on the next page.

* Conclusion

Summary Report

more detail on the next page.

The right-hand Related Items menu
allows the Assigned Manufacturing
Investigator to Link Documents or

Link Processes, if applicable. y

Decision:
® Release tasks

O Request extension

O Investigation completed
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Refer to the separate document SOLABS QM10: Introduction to PROCESS Section for information on use of the
right-hand menus since they are common to all SOLABS QM Process APPs.

New Secondary Tasks, Related Processes and a Document Control Process can be initiated at Step 5. Secondary
Tasks initiated at Step 5 default to a Task Type of Manufacturing Investigation and are released to assignees
upon submission and confirmation of Step 5.

As with previous steps, there is a Save Draft option at the bottom if all the required fields cannot be completed
at one time or when using the right-hand menu to Link Documents or Link Processes.

o

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on
Menu to open the Process Task Form fields.

* Manufacturing Investigation Plan: The mandatory Manufacturing
Investigation Plan field is a text area
that allows up to 8000 characters to
enter information about the

4 investigation plan.

“\as Root Cause of Probable Root Cause of ODS/OOT/OOE [dentified?: Was Root Cause or Probable Root
""" ]| Cause of 00S/OOT/OOE Identified?
is a Single-item Selection field with

* Manufacturing Cause Description: choices of Yes or No.
If Yes is selected, additional
mandatory fields are displayed for
|| Manufacturing Cause Description
* Manufacturing Cause Categories: (text area for up to 8000 characters)
O Man “== |1 and Manufacturing Cause Categories
() Materil (Multi-item Selection field). For each
() Method category selected, another Single-
Q Machine item Selection field will be displayed
() Environment for a more detailed Root Cause. The
values for those fields are
Seiact sl Desslect 2l configurable from shared Custom
Lists maintained by the System
= Conclusion: Administrator (refer to Page 13).

A mandatory Conclusion field (text
area allowing up to 8000 characters)
is available when the Assigned
Manufacturing Investigator is ready.

Tt The Decision at Step 5 allows three choices:

® Release tasks e A decision of Release tasks will release new Secondary Tasks to the assignees.

() Request extension Those new tasks will be Task Type = Manufacturing Investigation. The LIR Process
() Investigation completed will then stay at Step 5 upon confirmation.
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e A decision of Investigation completed moves the Process to Step 7 — QA Approval of Investigation as soon
as Step 6 (if required) is completed with a Decision of Investigation Completed. See Page 28.

e A decision of Request extension will bring up additional fields to enter Proposed Extension Date and
Reason for the Extension Request.

* Proposed Extension Date: Proposed Extension Date is mandatory and cannot be set before the
- Investigation Due Date entered at Step 4.
* Reason for the Extension Request Reason for the Extension Request is a mandatory text area allowing for

up to 8000 characters.

This decision will move the LIR Process to Step ExtApp5 —
Manufacturing Extension Request Approval upon confirmation.

The Process Details will list the Current

Process Tasks and who they are Currently Process Details

with. The number in parenthesis after the |Name: Laboratory Investigation Report Date Initiated: 2019-07-20 12:05:14
Manufacturing Extension Request Unique ID: LIR-000003 Initiated by: solabssupport (Default Admin)
Approval task indicates the number of Day(s) opened: 14 Date Closed : <empiy>
extensions requested (in this case the first | Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0)
one). This step is assigned to the Assigned| cument Process Tasks Currently with

Laboratory Investigation (Phase I} erika (Erika)

QA Approver entered at Step 1.

Manufacturing Extension Request Approval (1) gaiga)

The Process Flowchart will highlight the Flowchart: op=n
next step of the process. Since this is the
same step used if an extension is required
at other process steps, the flowchart is

Procgés Values

Process Tasks

labeled as simply Step ExtApp -Executio Name: Initiation of Lab Investigation (Phase I) Last Confirmation Date: 2019-08-06 13:54:30
Extension Req uest Approval. Name: Laboratory Investigation Conclusion (Phase |) Last Confirmation Date: 2019-08-07 14:54:22
| Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14
Reguest Name: QA Review Last Confirmation Date: 2019-08-09 14:27:29
Extension Request
Extznsion Mame: Laboratory Investigation {(Phase II)
Approve Step ExtApp K Name: Manufacturing Investigation (Fhase Il) Last Confirmation Date: 2019-08-13 09:51:10
OR Execution Extension Request Approve Name: Manufacturing Extension Request Approval (1)
Denied ___| Approval (x) OR
Assigned QA Approver identified ot Denied Expand all Print all
step 1

Step ExtApp 5: Manufacturing Extension Request Approval (x)

At this step in the LIR Process, the Assigned QA Approver chosen at Step 1 will receive an email Notification
and will see their Manufacturing Extension Request Approval (x) task listed in the Process section of their
SOLABS QM10 HOME Page. The number in parenthesis will indicate the number of extensions requested so
far for this Step 5.

Home = Views

PROCESSES

Received this week / last week

Unique 1D: LIR-000003 Date Initiated: 2019-07-30 Status: In Process View | Acton
Current Process Task: Manufacturing Extension Request Approval (1)
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Viewing the Manufacturing Extension Request Approval Task

If the Assigned QA Approver clicks on the View option to the right of the Process Task, they will get the

same screen shown above.

From the View screen, they can use the Expand all options under the Process Values table and the
Related Items table to see more detail on the information entered at prior steps. They can also click on
the View option to the right of any individual Related Items (Secondary Tasks, Linked Documents,

Linked Processes) to go to the Task Details, Document Details or Process Details screens associated

with those Related Items. From any of those screens they can quickly return to the Process since it will
be listed as a Related Item on all of those screens.

Acting on the Manufacturing Extension Request Approval Task

When the Assigned QA Approver clicks
on the Act on option to the right of the
Process Task, they will go immediately to
the Act on screen for their Manufacturing
Extension Request Approval task. As
described above, the Assigned QA
Approver can use the Expand all option
under the Process Values table to see all
information entered in prior steps.

No Secondary Tasks, Related Processes or
Document Control Process can be
initiated at this step.

The QA Extension Request Approval
Decision allows three choices.

e A decision of Approve will display the
requested extended due date in The
Investigation Due Date is to be
updated to the following date: field.
Comments are optional.

e A decision of Return for more
information will result in the
Comments field being mandatory.

Process > Laboratory Investigation Repo.= Manuracturing Extension Request Approval (1) =
Acton

Status:  In Process

Process Details

Unique ID: LIR-000003 Flowchart: Open

Current Process Tasks: Laboratory Investigation (Phase Il); Manufacturing Extension Request Approval (1)

Process Values

Process Tasks
Name: Initiation of Lab Investigation {Phase [) Last Confirmation Date: 2019-08-06 13:54:30
Name: Laboratory Investigation Conclusion (Phase 1) Last Confirmation Date: 2019-08-07 14:54:22
Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14

Name: QA Review Last Confirmation Date: 2013-03-09 14:27:29

Name: Laboratory Investigation (Phase Il)
Name: Manufacturing Investigation (Phase Il) Last Confirmation Date: 2019-08-13 09:51:10
Name: Manufacturing Extension Request Approval (1)

Expand all Print all

Process Task Form - Manufacturing Extension Request Appreval (1)

QA Exiension Request Approval Decision

@ Approve

(O Return for more information

() Denied
The Investigation Due Date is to be updated to the following date:
2019-10-09 L&

Comments:

Process Actions
View

Get Link

Email Link

Move Out of Waiting

Acton
Manufacturing
Extension Reques]...]
Related ltems.

Link Documents
Link Processes
Modify Description

Remove Links

Related Information

Summary Report

o A decision of Denied will also result in the Comments field being mandatory.

All decisions will move the LIR Process back to Step 5 — Manufacturing Investigation (Phase II) upon confirmation
so that the Assigned Investigator can continue to complete their investigation against the new due date.

Refer to Page 22 for Step 5 — Manufacturing Investigation (Phase Il).
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Step 6: Laboratory Investigation (Phase Il)

At this step in the LIR Process, the Assigned Laboratory Investigator chosen at Step 4 will receive an email
Notification and will see their Laboratory Investigation (Phase Il) task listed in the Process section of their
SOLABS QM10 HOME Page.

Home = \iews

PROCESSES

Received this week | last week

Unigue ID: LIR-000003 Date Initiated: 2019-07-30 Status: In Procass View | Acton
Current Process Task: Laboratory Investigation (Phase II)

Viewing the Laboratory Investigation (Phase Il) Task

If the Assigned Laboratory Investigator clicks on the View option to the right of the Process Task, they will get
the same screen shown on page 21 above.

As with other steps, from the View screen, they can use the Expand all options under the Process Values table
and the Related Items table to review detail from prior steps. They can also click on the View option to the
right of any individual Related Items (Secondary Tasks, Linked Documents, Linked Processes) to go to the Task
Details, Document Details or Process Details screens associated with those Related Items. From any of those
screens they can quickly return to the Process since it will be listed as a Related Item on all of those screens.

Acting on the Laboratory Investigation (Phase Il) Task

When the Assigned La boratory Investigator Process > Laboratory Investigation Report > _aboratory Investigation (Phase I1) > Act on

Status: n Process

clicks on the Act on option to the right of the Process Actions

. . . P Detail View
Process Task, they will go immediatelytothe | " view

H Unique ID: LIR-000003 Flowchart: open Gel Link
Act on screen for their Laboratory _ _ » Email Link

( h ) k d b d Current Process Tasks: Laboratory Investigation (Phase II); Manufacturing Investigation (Phase II) Mave Out of Waing

Investigation (Phase Il) task. As describe Hiowe Qut o atin
above, the Assigned Laboratory Investigator |Process Values Acton
can use the Expand all option under the Process Tasks Pas ] e

Name: Initiation of Lab Investigation (Phase |} Last Confirmation Date: 2019-08-06 13:54:30

Process Values table to see all information

Name: Laboratory Investigation Conclusion (Phase I) Last Confirmation Date: 2019-08-07 14 5422 Related Items
entered in prior StepS, Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14 Link Documents
Name: QA Review Last Confirmation Date: 2019-02-09 14.27:2% Link Pracesses
The Process Task Form includes the fields Name: Laboratory Investigation (Phase i) Wodtty Description
necessary tO enter the detalls regardlng the Name: Manufacturing Investigation (Phase Il) Remove Links
. . . Name: Manufacturing Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:07:35
laboratory investigation. These are Expandal prinial | Related Information
described in more detail on the next page. Summary Regart

Process Task Form - Laboratory Investigation (Phase Il)
The right-hand Related Items menu allows * Lebaretory Investigation Plan

the Assigned Laboratory Investigator to Link
Documents or Link Processes, if applicable.

The Process Task Form fields will be

Refer to the separate document SOLABS % displayed more clearly and described
QM].O: Introduction to PROCESS Section for + Conclusion: starting on the next page.

information on use of the right-hand menus
since they are common to all SOLABS QM
Process APPs. 4

Decision:
@ Release fasks

O Reguest extension

O Investigation completed
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New Secondary Tasks, Related Processes and a Document Control Process can be initiated at Step 6. Secondary
Tasks initiated at Step 6 default to a Task Type of Laboratory Investigation and are released to assignees upon
submission and confirmation of Step 6.

As with previous steps, there is a Save Draft option at the bottom if all the required fields cannot be completed
at one time or when using the right-hand menu to Link Documents or Link Processes.

cos

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on
Menu to open the Process Task Form fields.

The mandatory Laboratory Investigation Plan field is a text area that allows up to 8000 characters to enter
information about the investigation plan.

* Laboratory Investigation Plan:

]

Was Root Cause or Probable Root Cause of 00S/OO0T/OOE Identified? is a Single-item Selection field with
choices of Yes or No. [-as Root Cause or Probable Root Cause of 00S/OOT/OOE |dentified?:

= ]

If Yes is selected, additional mandatory fields are displayed for Laboratory Cause Description (text area for up to
8000 characters) and Laboratory Cause Categories (Multi-item Selection field with 5 set choices).

* Laboratory Cause Description: For each category
selected, another Single-

item Selection field will
be displayed for a more
detailed Root Cause.
The values for those
fields are configurable

* Laboratory Cause Categories:

Collapse

() Man from shared Custom
() Materil Lists maintained by the
() Method System Administrator
() Machine (refer to Page 13).

':! Environment

Select all Dessiect aif

A mandatory Conclusion
* Conclusion: field (text area allowing
up to 8000 characters) is
available when the
Assigned Laboratory
Investigator is ready.
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Decision:
® Release tasks °
() Request extension
O Investigation completed
[ ]

* Proposed Extension Date:
. 16

* Reason for the Extension Request:

Claar
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The Decision at Step 6 allows three choices:

A decision of Release tasks will release new Secondary Tasks to the
assignees. These tasks will be Task Type = Laboratory Investigation. The LIR
Process will then stay at Step 6 upon confirmation.

A decision of Request extension will bring up additional fields to enter
Proposed Extension Date and Reason for the Extension Request. Proposed
Extension Date is mandatory and cannot be set before the Investigation
Due Date entered at Step 4.

Reason for the Extension Request is a mandatory text area allowing for up
to 8000 characters.

This decision will move the LIR Process to Step ExtApp6 — Laboratory
Extension Request Approval upon confirmation.

A decision of Investigation completed moves the Process to Step 7 — QA Approval of Investigation as soon

as Step 5 (if required) is completed with a Decision of Investigation Completed.

The Process Details will list the
Current Process Task and who it is
Currently with. This step is assigned

to the Assigned QA Approver entered

at Step 1.
The Process Flowchart will highlight

Process Details

Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05:14

Unique ID: LIR-000003 Initiated by: solabssupport (Default Admin)

Day{s) opened: 14 Date Closed :

=gmpfy=

Secondary Tasks Completion {%): 0 (0/1) Dependent Processes Completion (%) : 0 {0/0)

Current Process Tasks Currently with
the next step of the process. QA Approval of Investigation qa(ga)
Flowchart: ogpen
Step 7 Process Values

QA Approval of Investigation
QA Approver [dentified in step 1
]
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Process Tasks

Mame: |nitiation of Lab Investigation (Phase |} Last Confirmation Date: 2019-08-06 13:54:30

Mame: Laboratory Investigation Conclusion (Phase I) Last Confirmation Date: 2019-08-07 14:54:22

Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14

Name: QA Review Last Confirmation Date: 2019-08-09 14:27:29

Name:

Laboratory Investigation (Phase II) Last Confirmation Date: 2019-08-13 11:46:49

Name: Manufacturing Investigation (Phase 1) Last Confirmation Date: 2019-08-13 11:52:28

MName: Manufacturing Extension Reguest Approval (1) Last Confirmation Date; 2019-038-13 11:.07.35

Mame: Laboratory Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:45:54

Name: QA Approval of Investigation

Expand all  Print all
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Step ExtApp 6: Laboratory Extension Request Approval (x)

At this step in the LIR Process, the Assigned QA Approver chosen at Step 1 will receive an email Notification
and will see their Laboratory Extension Request Approval (x) task listed in the Process section of their
SOLABS QM10 HOME Page. The number in parenthesis will indicate the number of extensions requested so
far for Step 6. Although the Step Name is different, the options, fields and decisions for this step are exactly
the same as for Step ExtApp 5: Manufacturing Extension Request Approval (x). Refer to Page 24-25.

All decisions will move the LIR Process back to Step 6 — Laboratory Investigation (Phase II) upon confirmation so
that the Assigned Investigator can continue to complete their investigation against the new due date. Refer to
Page 26 for Step 6 — Laboratory Investigation (Phase Il).

Step 7: QA Approval of Investigation

At this step in the LIR Process, the Assigned QA Approver chosen at Step 1 will receive an email Notification
and will see the QA Approval of Investigation task listed in the Process section of their SOLABS QM10 HOME
Page.

Home = Views

PROCESSES

Received this week | last week

Unigue 1D: LIR-000003 Date Initiated: 2019-07-30 Status: In Process View | Acton
Current Process Task: QA Approval of Investigation

Viewing the QA Approval of Investigation Task

If the Assigned QA Approver clicks on the View option to the right of the Process Task, they will get the
same screen shown above.

From the View screen, they can use the Expand all options under the Process Values table and the
Related Items table to see more detail on the information entered at prior steps. They can also click on
the View option to the right of any individual Related Items (Secondary Tasks, Linked Documents,
Linked Processes) to go to the Task Details, Document Details or Process Details screens associated
with those Related Items. From any of those screens they can quickly return to the Process since it will
be listed as a Related Item on all of those screens.
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Acting on the QA Approval of Investigation Task

When the Assigned QA Approver clicks on
the Act on option to the right of the Process
Task, they will go immediately to the Act on
screen for their QA Approval of
Investigation task. As described above, the
Assigned QA Approver can use the Expand
all option under the Process Values table to
see all information entered in prior steps.

The Process Task Form includes the fields
necessary to enter the details regarding the
potential impact on batches and whether
any additional testing may be needed.
These are described in more detail on the
next page.

The right-hand Related Items menu allows
the Assigned Laboratory Investigator to
Link Documents or Link Processes, if
applicable.

Refer to the separate document SOLABS
QM10: Introduction to PROCESS Section
for information on use of the right-hand
menus since they are common to all
SOLABS QM Process APPs.

As with previous steps, there is a Save Draft
option at the bottom if all the required fields
cannot be completed at one time or when
using the right-hand menu to Link
Documents or Link Processes.

Page 30 of 41
Process = Laboratory Investigation Repef = Q& Approval of Investigation = Act on
Status:  InFrocess
Process Actions
Process Details e
. Get Link
Unique ID: LIR-000002 Flowchart Open
Emai Link
Current Process Tasks: QA Approval of Investigation
Move Qut of Waiting
Process Values
Act on
Process Tasks Qi Aooroval of

Name: Initiation of Lab Investigation (Phase |} Last Confirmation Date: 2018-08-08 13:54:20

Name: Laboratory Investigation Conclusion (Phase |} Last Confirmation Date: 2010-08-07 14:54:22
MName: Reviewer Approval Last Confirmation Date: 2019-02-08 17-03:14

Name: CA Review Last Confirmation Date: 2018-08-09 14:27:20

Name: Laboratory Investigation (Phase Il) Last Confirmation Date: 2019-02-13 11:46:40

Name: Manufacturing Investigation (Phase I} Last Confirmation Date: 2018-08-13 11:52:28

Name: Manufscturing Exdension Request Approval (1) Last Confirmation Date: 2019-02-12 11:07:235
Name: Lsboratory Extension Request Approval (1) Last Confirmation Date: 2010-08-12 11:45:54
Name: @A Approval of Investigation

Expand all Print a

Process Task Form - QA Approval of Investigation

Are othar batchas potentially impacted?:
® s
O Mo

nvestigation

Related ltems

Link Documents
Link Processes
Modify Desarigtion

Remove Links

Related Information

Summary Report

* List Batches Impactad:

ra = | Starting on the next page.

® s
O MNe

The Process Task Form fields will be
displayed more clearly and described

* Laib Testing Comment:

Decision:
® Aporove
{0 Retum for more information

Comment:

No Secondary Tasks, Related Processes or Document Control Process can be initiated at Step 7.

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on

Menu to open the Process Task Form fields.
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Are other batches potentially impacted? is a Yes or No radio

@ Ye=) |.| it Batches Impacted:

button selection, that defaults to Yes. When Yes is selected, a

() Mo

mandatory text area field (up to 8000 characters) is displayed
for List Batches Impacted.

Additional Lab Testing Needed?: |

@ Yes — * Lab Testing Comment:

Additional Lab Testing Needed? is a Yes or No radio button

() Mo

selection, that defaults to Yes. When Yes is selected, a
mandatory text area field (up to 8000 characters) is
displayed for Lab Testing Comment. If No is selected, a

Additional Lab Testing Needed™

mandatory text area field (up to 8000 characters) is
displayed for Rationale for No Additional Lab Testing.

O Yes * Rationale for Mo Additional Lab Testing:

@NU—

Decision:
@ Approve
O Return for more information

Comment:

The Decision at Step 7 allows for two options:

For a decision of Approve, the Comment field is optional. Confirmation
of this decision will move the LIR Process forward as follows:

o If Additional Lab Testing Needed = Yes, the LIR Process will
progress to Step 8 — Additional Testing.

o If Additional Lab Testing Needed = No, the LIR Process will progress
to Step 9 — Interpretation of Investigation Results and Release
Decision. (See Page 35)

e For a decision of Return for more information, the Comment field will become mandatory. Confirmation of
this decision will move the LIR Process backward as follows:

o At Step 4, if Is Phase Il Investigation Required? = Yes and Is Phase Il Laboratory Investigation Required?
=Yes, then the LIR Process will move back to Step 5 — Manufacturing Investigation (Phase Il) and Step 6
— Laboratory Investigation (Phase Il) upon confirmation of Step 7. (See Pages 22 and 26)

o At Step 4, if Is Phase Il Investigation Required? = Yes and Is Phase Il Laboratory Investigation Required?
= No, then the LIR Process will move back to Step 5 — Manufacturing Investigation (Phase Il) upon
confirmation of Step 7. (See Page 22)
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Step 8: Additional Testing

The Process Details will list the
Current Process Task and who it is
Currently with. This step is assigned
to anyone with the Process Role
assignment PR_LIR_QC.

The Process Flowchart will highlight
the next step of the process.

Note that an Extension Request is
allowed at Step 8. If needed, it would
be Step ExtApp 8 and would follow
the same process as Extensions
requested at Steps 5 and 6. See Page
24-25 for Extension Request
Approval options, fields and
decisions.
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Process Details
Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05:14
Unique ID: LIR-000003 Initiated by: solabssupport (Default Admin)
Day(s) opened: 15 Date Closed : <empfy=
Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0)
Current Process Tasks Currently with
Additional Testing kathy (kathy); ac (g c): 5o (50)
Flowchart: ©
eEn \ Approve
Process Values \ Additional Mo |
Request esting Mesdad
Extension |
Process Tasks ; vas
Name: Initiation of Lab | step ExtApp
ClLss DIMECEEiLEDl Execution Extension Request Step 8
Name: Laboratory Invest Approval (x) Additional Testing
Assigned QA4 Approver ide ntified at PR _LIR_QC
Name: Reviewer Approv| step 1 — |_
Name: QA Review Las I_Anprnve | Additional Testirg Done
OR
Name: Laboratory Inves Denied
Mame: Manufacturing Investigation (Phase [l) Last Confirmation Date: 2019-08-13 11:52:28

Name:
Name:
Name:

Name:

Manufacturing Extension Reguest Approval (1) Last Cenfirmation Date: 201%-08-13 11:07:35
Laboratory Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:45:54
QA Approval of Investigation Last Confirmation Date: 2019-08-14 12:23:00
Additional Testing
Expand all Print all

At this step in the LIR Process, all users with the PR_LIR_QC Role assignment will receive an email Notification
and will see the Additional Testing task listed in the Process section of their SOLABS QM10 HOME Page.

Home = Views

PROCESSES

Received this week / last week

Current Process Task: Additional Testing

Unique ID: LIR-000003 Date Initiated: 2019-07-30 Status: In Process View | Acton

Viewing the Additional Testing Task

If the user clicks on the View option to the right of the Process Task, they will get the same screen

shown above.

From the View screen, they can use the Expand all options under the Process Values table and the
Related Items table to see more detail on the information entered at prior steps. They can also click on
the View option to the right of any individual Related Items (Secondary Tasks, Linked Documents,
Linked Processes) to go to the Task Details, Document Details or Process Details screens associated
with those Related Items. From any of those screens they can quickly return to the Process since it will
be listed as a Related Item on all of those screens.
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Acting on the Additional Testing Task

When the QC User clicks on the Act on
option to the right of the Process Task, they
will go immediately to the Act on screen for
their Additional Testing task. As described
above, the QC User can use the Expand all
option under the Process Values table to
see all information entered in prior steps.

The Process Task Form includes the fields
necessary to enter the details regarding the
results of the additional testing. These are
described in more detail starting below.

The right-hand Related Items menu allows
the Assigned Laboratory Investigator to
Link Documents or Link Processes, if
applicable.

Refer to the separate document SOLABS
QM10: Introduction to PROCESS Section
for information on use of the right-hand
menus since they are common to all
SOLABS QM Process APPs.

As with previous steps, there is a Save Draft
option at the bottom if all the required fields
cannot be completed at one time or when
using the right-hand menu to Link
Documents or Link Processes.

Process = Laboratory Investigation Report > Additional Testing = Act on

Status: In Process

Process Actions

Process Details Viewr

Unique ID: LIR-D00003 Flowchart: Open Modify Values

Reassign Tasks
Current Process Tasks: Additional Testing

Cancel

Get Link
Process Values Email Link

Process Tasks Move Out of Waiting

Name: Initiation of Lab Investigation (Phase 1) Last Confirmation Date: 2019-08-06 13:54:30 o
cton
Name:

Laboratory Investigation Conclusion (Phase ) Last Confirmation Date: 2018-08-07 14:54:22

Additional Testing
Name: Reviewer Approval Last Confirmation Date: 2019-08-08 17:03:14
Name: QA Review Last Confirmation Date: 2019-02-00 14.27:29

Related ltems
Name: Laboratory Investigation (Phase Il) Last Confirmation Date: 2019-08-13 11:46:49

Link Documents
Name: Manufacturing Investigation (Phase 1) Last Confirmation Date: 2019-08-13 11:52:28

Link Processes
Name:

Manufacturing Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:07:35

Modify Description

Name: Laboratory Extension Request Approval (1) Last Confirmation Date: 20189-08-13 11:45:54 Remove Links

Name: QA Approval of Investigation Last Confirmation Date: 2019-03-14 12:23:00
Name: Additional Testing

Expand all Print all Audit Trail
Summary Report

Process Task Form - Additional Testing

Attach Additional Testing Procotol(s) .
Process Task Form fields are

Attach Additional Testing Repori(s)
* Summary of Additional Testing Result:

| displayed more clearly and described
starting on the next page.

J

‘Was Original Result(s) Confirmed?:
® Yes
() No

* Was Root Cause Identified?:

— v

Decision:
O Additional testing completed

() Request extension

No Secondary Tasks, Related Processes or Document Control Process can be initiated at Step 8.

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on

Menu to open the Process Task Form fields.

The following sentences are displayed in red at the top of the Process Task Form section:

Attach Additional Testing Protocol(s)
Attach Additional Testing Report(s)

Documents can be attached using the Link Documents option in the right-hand Related Items menu.
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* Summary of Additional Testing Results:

Summary of Additional

Testing Results is a
mandatory text area field
allowing up to 8000

| characters.

Was Original Resuli(s) Confirmed?; Was Original Result(s) Confirmed? is a Yes or No radio button selection that
® Yes defaults to Yes.
() No

Was Root Cause Identified? is a mandatory Single-item Selection field with choices of Yes or No.

* Was Root Cause ldentified?:

[—

* Was Root Cause Identified?:

]

[ Yes

Has root cause already been described? :
O Yes
® No

* Additional Testing Root Cause Description:

* Additional Testing Root Cause Categories:

Man
Material
Method
Machine

Environment

00000

Select all Deszeizct aif

Decision:

If Yes is selected, then Has root cause already been described? is
displayed. Itis a Yes or No radio button selection that defaults to
No.

With a selection of No, additional mandatory fields are displayed for
Additional Testing Root Cause Description (8000-character text
area field) and Additional Testing Root Cause Categories (Multi-
item Selection field with five set choices). For each category
selected, another Single-item Selection field will be displayed for a
more detailed Root Cause. The values for those fields are
configurable from shared Custom Lists maintained by the System
Administrator (refer to Page 13).

A selection Yes for Has root cause already been described? requires
no additional entries.

The Decision at Step 8 has two choices:

@® Additional testing completed The default is Additional testing completed. Confirmation of this decision will
(O Request extension move the LIR Process to Step 9 — Interpretation of Investigation Results and
Release Decision.

Confirming a decision of Request extension will move the LIR Process to Step ExApp8 — Additional Testing
Extension Request Approval. The options, fields and decisions are the same as Extension Request Approvals at
Steps 5 and 6. See Pages 24-25 for completing the step.
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Step ExtApp 8: Additional Testing Extension Request Approval (x)

At this step in the LIR Process, the Assigned QA Approver chosen at Step 1 will receive an email Notification
and will see their Additional Testing Extension Request Approval (x) task listed in the Process section of their
SOLABS QM10 HOME Page. The number in parenthesis will indicate the number of extensions requested so
far for Step 8. Although the Step Name is different, the options, fields and decisions for this step are exactly
the same as for Step ExtApp 5: Manufacturing Extension Request Approval (x) and Step ExtApp6:
Laboratory Extension Request Approval (x). Refer to Page 24-25.

All decisions will move the LIR Process back to Step 8 — Additional Testing upon confirmation so that the
Assigned Investigator can continue to complete their investigation against the new due date. Refer to Page 32
for Step 6 — Laboratory Investigation (Phase Il).

Step 9: Interpretation of Investigation Results and Release Decision

The Process Details will list the Process Details
Current Process Task and who it is Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05:14
rrently with — the Assigned
Curre y t g QA Unigue ID: LIR-000003 Initiated by: solabssupport {Default Admin)
Approver selected at Step 1.
Day(s) opened: 16 Date Closed : =empfy=
The Process Flowchart will highlight Secondary Tasks Completion (%) 0 {0/1) Dependent Processes Completion (%) : 0 (0/0)
the next Step Of the process. Current Process Tasks Currently with
Interpretation of Investigation Results and R[._] ga(ga)

Secondary Tasks cannot be added at
Flowchart: open

Step 9. Related Processes and a 5
Document Control Process can be Step 9
Process Values Interpretation of Inve stigation Results

initiated at Step 9. Any Document and Release Decision

Control Process initiated will move Process Tasks QA Agprover Identified in step 1
out of Waltmg upon confirmation of Name: [nitiation of Lab Investigation (Phase I) ¢
this step. Name: Laboratory Investigation Conclusion (Ph4 DOC Processes move outof waiting 15,5

Mame: Reviewer Approval Last Confirmation
Name: QA Review Last Confirmation Date: 4

Mame: Laboratory Investigation (Phase Il) Last Confirmation Date: 2019-08-13 11:45:49

Mame: Manufacturing Investigation (Phase Il) Last Confirmation Date: 2019-08-13 11:52:28

Mame: Manufacturing Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:.07:35
Mame: Laboratory Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:45:54
Mame: QA Approval of Investigation Last Confirmation Date: 2019-08-14 12:23:00

Mame: Additional Testing Last Confirmation Date: 2019-08-15 11:19:30

Name: Interpretation of Investigation Results and Release Decision

Expand all Print all

At this step in the LIR Process, the QA Approver will receive an email Notification and will see the Interpretation
of Investigation Results and Release Decision task listed in the Process section of their SOLABS QM10 HOME
Page.

Home = Views

PROCESSES

Received this week | last week

Unique I1D: LIR-000003 Date Initiated: 2019-07-30 Status: In Process View | Act on
Current Process Task: Interpretation of Investigation Results and Release Decision
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Viewing the Interpretation of Investigation Results and Release Decision Task

If the QA Approver clicks on the View option to the right of the Process Task, they will get the same screen
shown at the end of Page 33.

From the View screen, they can use the Expand all options under the Process Values table and the Related
Items table to see more detail on the information entered at prior steps. They can also click on the View option
to the right of any individual Related Items (Secondary Tasks, Linked Documents, Linked Processes) to go to the
Task Details, Document Details or Process Details screens associated with those Related Items. From any of
those screens they can quickly return to the Process since it will be listed as a Related Item on all of those
screens.

Acting on the Interpretation of Results and Release Decision Task

When the QA Approver clicks on
the Act on option to the right of

| Prucess = Laboratory Investigation Report =
Interpretation of Investigation Results and Release Decision > Act on

Status: In Process ~ Process Actions
the Process Task, they will go
. . Process Details
immediately to the Act on screen et Link
Unique ID: LIR-000003 Flowchart: Open Email Link

for their Interpretation of
investigation Results and Release
Decision task. As described above,
the QA Approver can use the
Expand all option under the

Current Process Tasks: Interpretation of Investigation Resulis and Release Decision Move Out of Waiting

Process Values Acton

nterpretation of

Process Tasks nvestigatio]...]

Name: Initiation of Lab Investigation (Phase |} Last Confirmation Date: 2019-08-06 13:54:30
Related Items

Process Values table to see all

Name: Laboratory Investigation Conclusion (Phase I) Last Confirmation Date: 2019-08-07 14.54:22

Link Documents

: H H H Name: Reviewer Approval Last Confirmation Date: 2019-08-03 17:03:14
information entered in prior steps. at o
Name: QA Review Last Confirmation Date: 2019-08-08 14:27:29 Link Processes
. o , . - Modify Descripti
The Process Task Form includes Mame: Labaratory Investigation (Phase I Last Confirmation Date: 2019-03-13 11:46:49 osty HessnEten
Remova Links
. Name: Manufacturing Investigation (Phase Il) Last Confirmation Date: 2019-05-13 11:52:28 mavs Hn
the fields necessary to enter the
Name: Manufacturing Extension Request Approval (1) Last Confirmation Date: 20119-08-13 11:07:35 Related Inf ti
H i ela nformation
detalls rega rdlng the Name: Laboratory Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:45:54
H H Summary Report
interpretation of results and Name: QA Approval of Investigation Last Confirmation Date: 2019-08-14 12:23:00 ammanf Repe

related release decisions. These
fields are described in more detail
starting on the next page.

Name:

Name:

Additional Testing Last Confirmation Date: 2019-08-15 11:19:30

Results and Release Decision

Interp ion of In tigati

Expand all Print all

Process Task Form - Interpretation of Investigation Results and Release Dec|...]

The right-hand Related Items

. MRE Input Required?:
menu allows the Assigned

® ‘es

Laboratory Investigator to Link
Documents or Link Processes, if
applicable.

Refer to the separate document
SOLABS QM10: Introduction to
PROCESS Section for information
on use of the right-hand menus
since they are common to all
SOLABS QM Process APPs.
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* MRE Summary:

Process Task Form fields are

displayed more clearly and described
starting on the next page.

* Result Type:

=

* Release Decision:

(=

* Rationale:
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As with previous steps, there is a Save Draft option at the bottom if all the required fields cannot be completed
at one time or when using the right-hand menu to Link Documents or Link Processes.

No Secondary Tasks can be initiated at Step 9. Related Processes and a Document Control Process can be
initiated at this step.

CAUTION: Navigating away from this page without clicking on either Submit or Save Draft, will result in all
entries being lost. To complete the information after the Save Draft option, choose either the Act On option
from the Process section of your HOME Page, or search for the LIR Process and then use the right-hand Act on
Menu to open the Process Task Form fields.

MRE Input Required?: MRB Input Required? is a Yes or No radio button selection that

@ Y5 [RE Summany. defaults to Yes. When Yes is selected, a mandatory text area

O No field (allows up to 8000 characters) is displayed for MRB
Summary. When No is selected, no additional information is
required.

Result Type is a mandatory Single-item Selection field with 2 set choices.

* Result Type: q
— Y e
Confirmed

Mot confirmed

Release Decision is a mandatory Single-item Selection field with 5 set choices.

* Release Decision:

[ —

Releaze

Reject
Reprocess
Rework

Mot Applicable

Rationale is a mandatory text area field allowing for up to 8000 characters.

* Rationale:

The Laboratory Investigation Request (LIR) Process closes up on confirmation of Step 9. Any Document
Control Process initiated at this step will move out of waiting. Any Secondary Tasks that may not have
been completed by this point in the process will be removed.
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Viewing Details for a Completed Laboratory Investigation Request (LIR)

Process

Users are able to search for and view processes at any stage, using the Navigation tab in the PROCESS
Section of SOLABS QM10. If the Process was recently worked on, it will also be available in the Recent

Items section.

s6labs (M

Process Started

Reset fillers

Recent ltems -E:q:::tl

Pr: LIR-000003 %
Pr. CAPA-000001
Pr DOC-000001
Pr: PC-000001 %

PROCESS DOCUMENT TRAINING

Process = Navigation

Process Type:

D

(A

Currently with:

[ any

Status:

[ any

Process Started:

Using the Process Values Table

Process Tasks can be viewed by using
the Expand all or Print all options at the
bottom of the Process Values table.

An individual Process Task can be
expanded by clicking on it within the
Process Values table.

Pr LIR-000002 % ® This weekflast week
Pr- LIR-000001 % (O Last3months
(O Last8 months
(O This year
O Last year
(O Custom
Start Date: End Date:
from: fo: from: to:
Filter
Status: Completed
Process Details
Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05.14
Unique ID: LIR-000003 Initiated by: solabssupport (Default Admin)
Day(s) opened: 16 Date Closed : 2018-08-15 12:05:22
Secondary Tasks Completion (%): 100 {1/1) Dependent Processes Completion (%) = 0 (0/0)
Current Process Tasks Currently with
N/A NAA

Mame: Reviewer Approval Last Confirmation Date:

Decision: Approve - Proceed to QA review

Dioes this potentially impact distributed product?:
Comment: N/A

Sign-off by: reviewer (reviewer)

2019-08-08 17:03:14

Mo

Investigation (Phase |) Last Confirmation Date: 2019-08-06 13:54:30

November 2021

Name:

Name

Name:
Name:
Name:
Name:
Name:
Name:
: Additional Testing Last Confirmation Date: 2019-08-15 11:19:30

Name:

- tigation Conclusion (Fhase I) Last Confirmation Date: 2019-08-07 14:54:22
Reviewer Approval Last Confirmation Date: 2019-08-05 17:03:14
QA Review Last Confirmation Date: 2019-03-09 14:27:29
Lahoratory Investigation (PFhase Il) Last Confirmation Date: 2019-08-13 11:46:49
Manufacturing Investigation (Phase 1l) Last Confirmation Date: 2019-08-13 11:52:28
Manufacturing Extension Reguest Approval (1) Last Confirmation Date: 2019-08-13 11:07:35
Lahoratory Extension Request Approval (1) Last Confirmation Date: 2019-08-13 11:45:54
QA Approval of Investigation Last Confirmation Date: 2019-08-14 12:23:00

Interpretation of Investigation Results and Releas. .. Last Confirmation Date: 2018-08-15 12:05:22
Expand all Frint all
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Information on any
Secondary Tasks, Related

Helated [tems

Secondary Tasks

Processes or Related Mame: Review Data from all[.. ] Unique 1D: Task-00000001 Due: 2019-08-09 Status: Completed Miew,
Documents can be accessed Task Details il
by clicking on the View Related Do Name: Review Data from all previous Stability pulls
option beside the Iisting in Name: Test Type: Task Unique 1D: Task-00000001 L.
. D iption: Review Data i ] i Stabilit: II
the Related Items section of Name: Tect escription: Review Data from all previous ility pulls "
. Reference Date: I
the screen. From any of L
th D t | th Location: RootiLIR-000003 Process Task Group\nitiation of Lab Investigation (Phase |) Task Group
ose De ‘al S sc'reens, e Related PmEstimated Start Day Offset: MN/A Estimated End Day Offset: N/A
Process will be listed under Uni D Estimated Start Date: N/A Estimated End Date: 2019-03-09
— nique ID: v
Related Items —you can Current Pro{Start Date: 2019-08-15 End Date: 2019-08-15
quickly toggle back to the Unique ID: |Status: Completed |
Main Process by clicking Current Projcomments:
View next to it. Unique 1D: pn
Current Pro{Task Ownership

(Originator: solabssupport (Default Admin)

Assignee (Role): any

Assignee (User): gcigc)

Related Items

Main Related Process
creating a Summa ry Re port Unigue ID: LIR-000003 Date Initiated: 2019-07-30 Status: Completed View
Current Process Task: N4

Under the right-hand Related Information menu, click on the Summary Report option.

Select the desired Print Out Options and then

click on Generate Report. A multi-page Related Information

PDF Report will be generated, with any company header information set in System Audit Trail

Configurations, and will include details on eac

h step requested for the report.

Summary Repaort

Flowchart: open

Print Out Options

Process Details

Process Values Table — Step 1 Only
Process Values Table — All Steps
Process Secondary Tasks

Dependent Processes

Q0QAAQO0

Process Relationships (Other Related Items)

Generate Report

solabs
Process Details
LIR-000003
Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:
Name: Laboratory Investigation Report Date Initiated: 2019-07-30 12:05:14
Unigue ID: LIR-000003 Initiated by: Solabssuppori (D] piramenen 1 et e L
Secondary Tasks Completion (%): 100 (1/1) Dependent Processes Completion (%) : 0(00)
Day(s) opened: 0 Date Closed : 2019-08-15 12 Current Process Tasks: Currently with:
Secondary Tasks Completion (%): 100 (1/1) Dependent Processes Compl
Process Values
Current Process Tasks Currently with
.,\‘u.',.:ﬂ\ .,\‘l.{ﬂ\ ion of Lab i (Phase 1) Last Ci Date:2019-08-06 13:54:30

Laboratory Investigation Conelusion: No lab errors - Phase I investigation will be required.
Cancel Was Lab Error Determined?: No
Comment for Lab Error Not Determined: Laboratory data was reviewed and no laboratory errors were identified.

Unigue ID: LIR-000003

Title: 00S Cantent Uniformity
Testing Type: Stability

Lot Number(s): A 12345
Product/Material: p2

Part #: c2

Stage: Stage 3

Material Type: Type |
Strength/Dose: Strength 2
Packaging Configuration: Package 2
Deseription: Out of specification result for P2 Lot A12345 at 15 month stabitity pull.
Date Result Obtained: 2019-08-05
Testing Site: Site |

Manufacturing Site: Site 2
Comments: N/A

Assigned Reviewer: reviewer (reviewer)
Assigned QA Approver: qa (g a)
Sign-off by:solabssupport {Default Admin)

Name:Laboratory Investigation Conelusion (Phase ) Last Confirmation Date:2019-08-07 14:54:22

Decision: Advance 1o reviewer approval
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Comment: N/A

Sign-ofT by:solabssupport {Default Admin)

Pl by, Dt A 00 2019513 1425.55 £ © SOLARS 2011 mage 1 o4




Using the Audit Trail

Users with the SOLABS System
Administrator role
assignment, will also see the
Audit Trail option on the right-
hand Related Information
menu.

Related Information
L Audit Trail

Summary Report

There you will find all the
details for every step of the LIR
Process, from Process
Completed all the way down
to Process Started, with
options to expand or print the
entire process or any
individual steps.
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Process = LIR-000003 = Audi Trail
Process Name: LIR-000002

Action Details: Process Completed
Process Task Name: M/&

Date: 2018-08-15 12:05:22

Role: NA

Username {Full Name): gz (g a)
Reason for Change: M&

Action Details: Task Performed

Process Task Name: [nierpretation of Investigation Resuts and Releasze Decision
Date: 2018-08-15 12:05:22

Role: MA

Username [Full Name): gz (g a)

Reason for Change: M&

Action Details: Task Performed
Process Task Name: Addibional Testing
Date: 2010-08-15 11:12:20

Role: NA

Username [Full Name): gc g c)
Reason for Change: MNiA

Action Details: Task Performed

Process Task Name: Q& Approval of Investigation
Date: 2018-08-14 12:23:00

Role: MA

Username [Full Name): gz (g a)

Reason for Change: M&

Action Details: Task Performed

Process Task Name: Manufacturing Investigation (Phase [I}
Date: 2010-08-13 11:52:28

Role: NA

Username [Full Name): diane (Dians)

Reason for Change: MNiA

Action Details: Task Performed

Process Task Name: Lsboratory Imvestigation (Phass |1}
Date: 2018-08-13 11:45:48

Role: MNA

Username [Full Name): erka (Erika)

Reason for Change: MNA&

Action Details: Task Performed

Process Task Name: Laboratory Extension Reguest Approval (1)
Date: 2010-08-13 11:45:54

Role: MA

Username [Full Name): gz (g a)

Reason for Change: MA

Action Details: Task Performed

Process Task Name: Lsboratory Imvestigation (Phass |1}
Date: 2018-08-13 11:25:08

Role: MNA

Username [Full Name): erka (Erika)

Reason for Change: M&

Action Details: Task Performed

Process Task Name: Manufacturing Extension Reguest Approval (1)
Date: 2010-08-13 11:07:25

Role: MA

Username [Full Name): gz (g a)

Reason for Change: MNiA

Action Details: Task Performed

Process Task Name: Manufacturing Investigation (Phase 11}
Date: 2018-08-13 08:51:10

Role: MIA

Username (Full Name): dizne (Diane)

Reason for Change: Mi&

Action Details: Task Performed

Process Task Name: Q& Review
Date: 2019-08-08 14:27:29

Role: M/A

Username (Full Name): gz (g3}
Reason for Change: M/&

Action Details: Task Performed

Process Task Name: Reviswer Approval
Date: 2010-08-08 17:02:14

Role: MIA

Username (Full Name): reviewer [reviswar)
Reason for Change: MiA

Action Details: Task Performed

Process Task Name: Laboratory Imvestigation Conclusion (Phase [}
Date: 2018-05-07 14:54:22

Role: MIA

Username (Full Name): solzbssupport (Defau't Admin)

Reason for Change: MiA

Action Details: Task Performed

Process Task Name: Initistion of Lab Investigation (Phase |}
Date: 2019-08-05 12:54:30

Role: MIA

Username (Full Name): solzbssupport (Defau't Admin)
Reason for Change: Mi&

Action Details: Process Started

Process Task Name: R/A

Date: 2018-07-30 12:05:14

Role: M/A

Username (Full Name): solabssupport (Defau't Admin)
Reason for Change: M/A

Expand all  Print all

Prinit

Prinit

Print

Print

Prinit

Print

Prinit

Print

Print

Prinit

Prinit

Print

Print

Print

Prinit

Wiew 4



s6labs (M

Page 41 of 41
Laboratory Investigation Request (LIR) Process Notifications

As mentioned throughout this document, Users will see process tasks listed on their SOLABS QM10 HOME Page
and can View or Act on them from there. They will also receive Email Notifications, which include a link to
SOLABS QM10.

General information on SOLABS QM10 Notifications available with the Core Software can be found in the
SOLABS Knowledge Base in a document titled SOLABS QM10: Notifications Guide.

Some additional Custom Notifications are available with Laboratory Investigation Request (LIR) Process PO055.

Custom Notifications

If Step 1 field Date Result Obtained < Today — 2 days, the following notification is sent on confirmation of step 1.
To: all users in the role of PR_LIR_QA_Approver.

Subject: LIR process belatedly initiated

Body:

A Laboratory Investigation Report — LIR process has been initiated more than 2 days following the result.

Product/Material: [Product/Material from step 1]
Refer to LIR-XXXXXX

Regards,
Where LIR-XXXXXXis a hyperlink to the process

If Step 3 field Does this potentially impact distributed product? = Yes, the following notification is sent on confirmation of
step 3.

To: all users in the role of PR_LIR_QA_Approver and their manager.

Subject: LIR process impacting distributed product

Body:

A Laboratory Investigation Report — LIR process has been initiated regarding this distributed preduct.

Product/Material: [Product/Material from step 1]
Refer to LIR-XXXXXX

Regards,
Where LIR-XXXXXX is a hyperlink to the process

On process closure, the following notification is sent.

To: all users that confirmed a step in the process.

Subject: LIR process closed

Body:

A Laboratory Investigation Report — LIR process, in which you have participated, is closed.

Product/Material: [Product/Material from step 1]
Refer to LIR-XXXXXX

November 2021 |Regards,
Where LIR-XXXXXX is a hyperlink to the process




