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Introduction

This document provides instructions on the use of the SOLABS QM10 Deviation Process APP P0054 — 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 QM 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 Assessment step in a Deviation 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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Deviation Process Flowcharts

The Deviation Process Flowcharts are displayed on this page for
informational purposes only - to show that it is a complex multi-step
process with many related decision paths.

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

The Flowchart shown below is available as part the User Functional
Specification (UFDS) document that is provided with the Process App.
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This User Guide is organized into
sections for each of the Steps in
the Deviation Process. The
flowchart section for each of
those steps will be displayed in
larger, more readable format
within those sections.
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Deviation Process — Process Roles

The major steps in the process are displayed in the Process Flowchart by dark-shaded boxes. These major steps
are considered Primary Tasks in the process. Decisions made by those involved in the process act to progress it
to the next Step or return it to a prior Step.

The following Deviation Process Roles are associated with the Deviation Process P0054 and need to be assigned
to the Users in SOLABS QM10 who will make the related decisions and/or need to receive process email
Notifications.

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
process step. They will see the task for that step in the Process Section of their SOLABS QM10 HOME Page and
will also receive an email Notification. Contact your SOLABS System Administrator when any of these Deviation
Process Roles need to be assigned to additional Users.

PR_DEV_Committee_Notification:

This Process Role must be assigned to those Users who should be notified at the following Steps in the Deviation
Process. This is an optional Process Role. The related field can be selected as Yes, No or N/A.

e Step 2 - QA Assessment

e Step 6 — Final QA Assessment

e Step 7 — Head of Quality Final Approval

PR_DEV_Lead_Investigator:

This Process Role must be assigned to those Users who will be asked to perform the following Steps in the
Deviation Process:

e |nvestigation Plan

e Extension Request

e Investigation Execution

e Additional Tasks
When all Secondary Tasks of type = TASK have a status of Completed or Cancelled, the chosen Lead Investigator
will get an email Notification.

PR_DEV_QA_Approver:

This Process Role must be assigned to those Users from Quality who will be asked to perform the following Steps
in the Deviation Process:

e QA Assessment

e Extension Request Approval

e QA Investigation Plan Approval

e Final QA Assessment
When Step 1 is confirmed with a choice of “Yes” for Does this deviation impact distributed product? Everyone
with this role assignment will get an email Notification.

When all Secondary Tasks of type = Pre-Disposition have a status of Completed or Cancelled, the chosen QA
Approver will get an email Notification.
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PR_DEV_QA_Head:

This Process Role must be assigned to those Users from Quality who will be asked to perform the following Steps
in the Deviation Process:
e Head of Quality Final Approval

When all Secondary Tasks of type = Post-Disposition have a status of Completed or Cancelled, the chosen QA
Head will get an email Notification.

Starting the Deviation Process
From the PROCESS Section in SOLABS QM10, choose Start Process from the Quick Access Process Menu.

PROCESS DOCUMENT TRAINING Process Menu

Start Process

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

Name: Deviation (DEV)
Flowchart: Open

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 Deviation Process.

Process > Start >

Status: Nof Started
Logged in Audit Trail
Details
Name: Deviation Initiated by: solabssupport (Default Admin)
Date Initiated: 2018-02-15
-
Status: “In Process

Process Details

Unique ID: DEV-000001 Flowchart: Open

Current Process Tasks: Initiation and Immediate Action(s)

The first Step on the Process Flowchart will now @
be highlighted when the flowchart is opened.

Initiation and Immediate Action(s)
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Step 1: Initiation and Immediate Action(s)

At Step 1 the user initiating the
Deviation enters all the required
information into the Process Task

Process = Devialion = Initiation and Immediate Acfion(s) = Act on

Status: In Process
Process Actions

Process Details iz
Form. P
Unique ID: DEV-000001 Flowchart: Oper I’. vaes
As seen on the screen shot to the | curent Process Tasks: Initation and Immediate Action(s) ziaﬁ'g' Teske
&=l
right, there are many fields to be Get Link
o i Process Values Ermail Lk
completed by the initiator at this el
. . Process Tasks Mawe Out of Waiting
step. This page provides some — - -
. ) Mame: Initiation and Immediate Action(s)
general information on the Evoadall Prntal || Aeton
various types of fields. ey = imm=iats
« Process Task Form - ‘nitiation and Immediate Action(s) :
Some of the fields on the Process | .o ro. Related leme
Task Form are editable text fields | oEwoomot Link Docurents
or text areas. Others are single- |- = i

item selection drop-down lists or
multi-item selection fields. Fields
with an asterisk (*) are
mandatory.

Rernowe Links

* Desecription of Deviation:

Related Information
Audit Tra

Summary Report

The right-hand Related Items * Deviation Type:

menu allows the initiator to Link — 7)
Documents or Link Processes, if itff;“‘” S
applicable. There are also
sections under the Process Task
Form section to initiate
Secondary Tasks and to initiate | * _

new Related Processes. Initiation [Ttmm v
of a Document Control Process is
not allowed at Step 1.

= GrF Classification:

0O GMP (Good Manufacturing Practices) -

1 PVG (Good Pharmacovigilanoca Practices) &7

* Site:

0 Site 1
1 Site 2 &

Refer to the separate document
SOLABS QM10: Introduction to | s Matenal assosisted with Deviztion™

PROCESS Section for information |— 7)
on use of the right-hand menus
since they are common to all .
SOLABS QM Process APPs. [— )

* Dwes this deviation impact distributed product?:

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

At the bottom of the screen there is a Save Draft option if all required fields
cannot be completed at one time or before using the right-hand menus to Link
Documents or Link Processes.

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 Deviation and then use the right-hand Act on
Menu to open the Process Task Form fields.

September 2022



Completing the Process Task Form:
This sub-section covers the information required for each field in the Process Task Form at Deviation Process

Step 1.
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The Deviation No. field will be automatically populated with the next available Deviation number.

Deviation No_:
DEV-000001

* Title:

Process Task Form - Initiation and Immediate Action(s)

* Description of Deviation:

* Deviafion Type:

[ Unplanned

* Deviation Type:

e

* Date Deviation Occurred:

Flanned
Unplanned

* Deviation Typ/e/:

Planned 4

* Date Deviation Discovered:

* Immediate Action(s) Taken:

s
]

L @ ce
L I8 ce

* Rationale:

* Expiration Date:

L &

Claar

* Deviation Due Date:

2018-03-09 ] Craar

* Reason for Due Date Modification:

The Title field is mandatory. Choose a
clear, concise and intuitive title for the
Deviation that will quickly communicate
the subject. Titles will appear in Deviation
Reports.

The Description of Deviation field is a
mandatory text area field (4000
characters) to provide information about
the Deviation.

The Deviation Type field is a mandatory
single-item selection field to choose the

type of Deviation being initiated — either
Planned or Unplanned. Depending on

the section, additional mandatory fields

will be displayed.

Planned deviations require a Rationale and entry
of an Expiration Date.

Unplanned deviations require entry of Date
Deviation Occurred, Date Deviation Discovered,
Immediate Action(s) Taken (a text area allowing
4000 characters) and a Deviation Due Date. The
Deviation Due Date will default to 30 days from
the initiation of the Deviation but can be changed.
If it is changed, a mandatory free-text field to enter
a Reason for Due Date Modification is displayed.
A Lead Investigator field will also be displayed for
Unplanned Deviations.

The Deviation Category field is a mandatory field where the category of the Deviation can be selected. Itisa
single-item selection field populated by an editable Custom List of values maintained by the SOLABS System
Administrator. If the value Other is selected, a field for Specify Deviation Category is required.

* Deviation Category:

)

* Deviation Category:

* Specify Deviation Category:

Category 1

Category 2
\Categnw 3

Other

|

Mame: SOL058_Deviation_Category_List Status: Active

Values :

Category 1 ; Category 2 ; Category 3
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* GxP Classification:
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The GxP Classification field is a mandatory

Values :

Name: S0L021_Campaign_Mame_List Status: A

Campaign 1 ; Campaign 2 ; Campaign 3

clive

Material Description (Excipients, Packaging Components):

[ @

* Lot Number(s):

[Quick Tex] Lot X | L
= Lot Number(s):

Lotd

Lot
Additional Information: Lot7

Name: SOL092_Lot_Mumber_List Status:

Values :

Lot5;Lot6; Lot7

Active

— . D e .
() GCP (Good Cinical Pracices aleg multi-item selection field allowing for up to
() GDP (Good Distribution Practices) five selections.

() GLP (Good Lahoratory Practices) e . .
) GMP (Good Manutacturing Practices) The Initiation Type field is a mandatory
() PVG (Good Pharmacovigiance Practices) single-item selection field to choose either
Internal or External.
The Site field is a mandatory multi-item
selection field. It is populated by an
* Initiation Type: . o . .
_____ 9 editable Custom List maintained by the
Internal SOLABS System Administrator.
* Site: "
External | |Name: SOL161_Site_List Status: Active
(@) Site 1
O Site2 - Values : Site 1; Site 2 ; Site 3
* Is Material Associated with Deviation? : The Is Material Associated with
[ No Il Deviation? field is a single-item selection
hw Material Associated with Deviation? field allowing for Yes or No. If Yes is
Yes ') selected, additional single-item selection
- Moleculs # Name: SCOL106_Molecule_Mumber_List Status: Active fields will be displayed for entry of
(— Values: 1:2;3 J| information regarding the material. The
* Molecule Name: Name: SOL105_Molecule_Mame_List Status: Aclive values for those fields are populated from
(— _— N _ editable Custom Lists.
Values :  Adimantium ; Vibranium ; Cadmium
* Formulation Description (Campaign Name): ° The fle'dS for Molecule # and Molecule
(= )

Name initially appear to both be
mandatory. However, when one is filled
in, the other becomes non-mandatory.

o Formulation Description (Campaign
Name) and Material Type are mandatory.

o When a Material Type is selected, the
mandatory Strength/Dose and Packaging
Configuration fields picklists will be
populated with the appropriate values
available for that Material Type, according
to a client-specific EDI Table lists.

o Material Description (Excipients,
Packaging Components) and Additional
Information are non-mandatory text areas
allowing 4000 and 8000 characters
respectively.

o The Lot Number(s) field is mandatory. It is an Autocomplete, Multiple, Delimited Values based on an
editable Custom List. Starting to type a number will bring up existing numbers that include those digits.
When selected, each Lot Number will have an “X” after it, to allow removal.
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* Does this deviation impact distributed product?:
L— d

The mandatory field for Does this potentially impact distributed Product? is a single-item selection field allowing
for Yes or No.

Lead Investigator:
[— d
* QA Approver

[— ]

The Lead Investigator field is displayed when the Deviation Type of Unplanned is selected. Itis nota
mandatory field at Step 1. If it is not completed until Step 2, the name selected at Step 2 will then populate
the field at Step 1. It is a single-item selection field that allows selection of Users who are assigned the
Process Role of PR_DEV_Lead_Investigator.

QA Approver is a mandatory field. It is a single-item selection field that allows selection of Users who are
assigned the Process Role of PR_DEV_QA_Approver.

After the Process Task Form fields are completed, the sections for Secondary Tasks and Related Processes can
be completed. The Document Control / Impacted Documents section is grayed out since it is not available at
Step 1. The right-hand Link Documents and Link Processes option are available to link existing documents or
processes as Related Items.

Creating Secondary Tasks

The initiator of the Deviation Process can create Secondary Tasks that will be associated with the Deviation.
These Secondary Tasks can be assigned to appropriate Users for activities required to support completion of the
Deviation but that are not part of the Primary Tasks (process workflow steps).

The Secondary Task section is under the Process Task Form, but still on the Deviation Initiation and Immediate
Action(s) screen. This section is available at various Steps of the Process, allowing others involved in the review,
implementation and approval of the Deviation to assign additional Secondary Tasks.

After selecting Secondary Task 1, additional Secondary Tasks

fields will be displayed to define and assign
that task. Replace the text “Secondary Task
1” with an appropriate Title for the task.

The appropriate task Type can then be
chosen from a drop-down list. Types Task,
Pre-Disposition and Post-Disposition are
used in the Deviation Process. The Step
number listed beside each Task Type below
indicates the Step by which it will need to be
completed, in order for the process to
progress.

e Task Prefix =TASK  Step 4
e Pre-Disposition Prefix = PREDI Step 6
e Post-Disposition Prefix = POSTDI Step 7
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™ Secondary Task 1

Remove
+ADD
Type:

[ Task

N

* Description:

* Due Date:
1@
Criginator:

solabssupport (Default Admin)

* Assignee (Role):

Type:

Task

Pre-Disposition
Fost-Disposition
Immediate Action
Corrective Action
Preventive Action

[ -

* Assignee (User):

[ -




s6labs (M

Page 10 of 43
Enter a Description and a Due Date for the Task.

The Originator field will default to the User initiating the Deviation 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
Deviation closure. There is an Available Option for this process to add a notification when Secondary Tasks are
overdue. If this option is enabled, email notifications will go to the Assignee and their Department Head.

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.

The +ADD button can be used to create additional Secondary Tasks. The Assignees for Task Type = Task will
receive email Notifications and see the View/Act On options for their Secondary Tasks only when they are released
after confirmation of Step 2 - QA Assessment. Task Types of Pre-Disposition and Post-Disposition will be release
at later steps in the process. All Secondary Tasks are listed under Related Items at the bottom of the screen at
any Deviation Step. Until the Tasks are released, the status is listed as Pending.

Related ltems

Secondary Tasks

Name: Check Training Recor]...] Unique ID: Task-00000008 Due: 2018-02-28 Status: Pending View

Initiating a Related Process

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

Related Processes

() * Available Processes:

The Available Processes
field is a Single-item
selection field populated
with a list of the Process
APPs deployed at your

* Available Processes: r) organization.
[— Choose the Process

Related Processes

Relation as either a
Dependent Process (must
be completed before the
Deviation is closed), or a

J |

[ """ & " Available Processes:

Process Relation:

@® Dependent Process Related Process.
1 CAPA
O Related Process [ Change Control
Deviation
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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 initiate both processes concurrently as the initiator. The

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

If a Related Process was already initiated, separately from this Deviation, it can be
linked as a Related Item using the right-hand menu option under Related Items. In
this case, do not select the Available Processes box and instead use the Link

Related Items

Link Documents

Link Processes

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 Deviation

Related Items

Secondary Tasks

Name: Check Training Recor[...] Unigue ID: Task-00000012 Due: 2018-03-15 Status: Pending View

Related Documents

Name: Baich Record Mo.: =empty= Due: =empty= Status: Approved & Effective & Open | View

Related Processes

. . v
Step 1 is Submitted and : =
Unique ID: CCR-000005 Date Initiated: 2018-02-21 S$tatus: In Process View
Confirmed. Current Process Task: Step 1- Change Control Request

Expand all

Expand all

Expand all

Submit and Confirm

When all information has been entered
into the Process Task Form, any Linked
Documents or Linked Processes have
been added, any Secondary Tasks have
been created and any new Related
Processes have been initiated, click
Submit and then Confirm to progress the
Deviation process to Step 2 - QA
Assessment.

The Process Flowchart will highlight the
next step of the process and the person
chosen in Step 1 as the QA Approver will
be listed. The QA Approver will also
receive an email Notification and will see
the QA Assessment task listed on their
SOLABS QM HOME Page.

Status:  In Process

Process Details

MName: Deviation Date Initiated: 2018-02-07 18:29:42

Unique ID: DEV-000001 Initiated by: solabssupport (Default Admin)
Day(s) opened: 14 Date Closed : =empiy=
Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) @ 0 (0/0)

Current Process Tasks
QA Assessment

Currently with
afavell (Amanda Favell]

Flowchart: Open

Process Values

Process Tasks
: Initiation and Immediate Action{s) Last Confirmation Date: 2013-02-21 13:16:04
Name: QA Assessment

Expand all Print all

elated Items

Secondary Tasks
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QA Assessment eck Training Recor...] Unique 1D: Task-00000006 Due: 2018-02-28 Status: Fending View
Expand all
cuments
ch Record No.: <empty= Due: <empty= Status: Approved & Effective X Open | View
! Expand all
elated PlOCesSes

Unique ID: CCR-000005 Date Initiated: 2018-02-21 Status: In Process View
Current Process Task: Step 1- Change Control Request

Expand all




Upon Submission of Step 1, the following email Notifica

e The Department Head of the Initiator will receive a
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tions will be sent by QM10:

Notification that a Deviation was initiated.

If a choice of “Yes” for Does this deviation impact distributed product? was selected, everyone with with

the process role of PR_DEV_QA_Approver will receive a Notification.

Step 2: QA Assessment

At this step in the Deviation Process, the QA Approver chosen at Step 1 will receive an email Notification
and will see the QA Assessment task listed in the Process section of their SOLABS QM HOME Page.

Home = Views

PROCESSES

Amanda Favell

Received this week / last week

Unigue ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process
Current Process Task: QA Assessment

View | Acton

Viewing a QA Assessment Task

If the QA Approver clicks on the View option to the right of the Process Task, they can view the Process Details.

From the View screen, there are Expand all options for the Process Values table and the Related Items table (if
any were included at Step 1), that can be used to see detailed information entered by the Initiator at Step 1.

Current Process Task: Step 1 - Change Confrel Request

n Procese |
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Status:
Process Values
Process Details
Process Tasks
Name: Deviation Date Initiated: 2018-03-07 14.49:16 Name: Initiation and Immediate Action(s) Last Confirmation Date: 2018-03-08 12:34:44
- N _ Deviation No.:  DEV-000010
Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin) Title: Missed Checks for Fill Volume for Product XXX, Lot 5
Day(s) opened: 1 Date Closed : =empfy= Description of Deviation: Missed Checks for Fill Volume for Product XXX, Lot 5
) Deviation Type: Unplanned
Secondary Tasks Completion {%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0) Date Deviation Occurred:  2018-03-07
3 Date Deviation Discovered: 2018-03-08
Current Process Tasks Currently with Immediate Action{s) Taken: Segregate sections of batch associated with missed chacks
QA Agsessment afavell (Amanda Favell) Deviation Due Date:  20718-04-05
FI hart: o Deviation Category: Category 1
owcChart:  Open GxP Classification: GMP (Good Manufacturing Practices)
Initiation Type:  Internal
Site:  Site 1
Process Values Is Material Associated with Deviation?: Yes
Molecule # 1
Process Tasks Molecule Name:  Adimantium
Formulation Description {Campaign Name): Campaign 1
Name: Initiation and Immediate Action(s) Last Confirmation Date: 2018-03-08 12:34:44 Material Type:  Type 1
Name: QA Assessment SlrenglpFDuse: ] Slrer?gtm
Packaging Configuration: Package 1
E=zpand all- Printalll Material Description (Excipi C Desc 1
'\ Lot Number{s): Lot5
dditional Information:  N/A
Related Items Does this deviation impact distributed product?: No
Lead Investigator:
Secondary Tasks QA Approver: afavell (Al Favell)
Sign-off by: solabssupport (Default Al
Name: Check Training Recor[...] Unique ID: Task-00000012 Due: 2018-03-15 Status: Pending View
Name: QA Assessment
Expand all
<empty=>
Related Documents
Collapse all. Print all
Name: Batch Record No.: =empty= Due: =empty= Status: Approved & Effective & Open | View —
Expand all
Related Processes
Unique ID: CCR-000005 Date Initiated: 2012-02-21 Status: In Process View
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The View option to the right of any listed Related Item (Secondary Tasks, Related Documents, Related

Processes) would bring up the Task Details, Document Details or Process Details screens associated with those

Related Items. The parent Deviation Process will be listed as a Related Item on those screens, allowing easy

access back to the Deviation Process. The QA Assessment section of the Expanded Process Values table is

<empty> at this point because the QA Approver has not yet Acted on this step in the process.

Acting on the QA Assessment Task

When the 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 Assessment task.

As described on the last page, the QA
Approver can use the Expand all option
under the Process Values table to see all
information entered by the Initiator at Step
1.

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

The right-hand Related Items menu allows
the QA Approver to Link Documents or Link
Processes, if applicable. There are also
sections under the Process Task Form
section to initiate more Secondary Tasks
and to initiate new Related Processes.
Initiation of a Document Control Process is
not allowed at Step 2.

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.

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.

September 2022

Precess = Devis@on = QA Assessment = Acton

Process Details

Unigue ID: DEV-000010 Flowchark cpen
Current Process Taska: O As
Process Values
Process Taska
Hamé: Initiztion and knmediale Action(s) Lagt Confirmation Date- 2018-0G-08 12:34:44

Nama: Q4 Aszasament

Process Task Form - QA Assessment

Status:  In Process

Prinl =

* Type of Azsps=ment

[

]

* De=cription of the Assessment

® k= this a Recurring Deviation?:

(

* Does this dewialion impact distributed produc?:

[(Me

* Assigned Oy

uired?:

Process Actions

Acton

Related Hems

Related Information
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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 Deviation Process and then use the right-hand Act on Menu to

open the Process Task Form fields.

* Lot Mumben(s):

|z Assessment Regquired?:
() ‘fes

é\lc

|5 Assessment Required?:

@ ‘ves
O Mo

* Type of Assessment
= 2

* Description of the Asseszment:

Name: S0OL162_Assessment_Type_List Status: Active

[Ouick Tex]] Values : General ; Validation ; Regulatory ; Risk ; Quality Assurance

+ADD Example values

The Lot Number(s) field will be
displayed if the Is Material Associated
with Deviation? section was Yes at Step
1. It will be pre-populated with any lot
numbers added at that time. Additional
lot numbers can be added. Starting to
type a number will bring up existing
numbers that include those digits.

Is Assessment Required? must be
selected as either Yes or No. If Yes is
selected, a group of mandatory fields
for Type of Assessment and
Description of the Assessment will be
displayed. If there is more than one
Type of Assessment required, the +ADD
button will bring up another set of
fields.

Type of Assessment is a single-item selection field populated by values from an editable Custom List maintained

by the SOLABS System Administrator.

The Description of the Assessment field can be completed with free text (up to 8000 characters) or by using
Quick Text options populated from an editable Custom List maintained by the SOLABS System Administrator.

* Initial Deviation Classification:

L

)

IMajor
inor
Mo Impact

Critical Incident

Critical JThe mandatory Initial Deviation Classification field is a single-item selection field with 5
options for classifying the deviation. For Unplanned Deviations, a selection of Critical

Incident or Critical will require entry of an Assigned Head of Quality at Step 6 and will

include an additional approval Step 7: Head of Quality Final Approval.

* s this a Recurring Deviation?:

* Deviation #:

* Deviation #:

[DEV
DEV-000010 - Missed Checks for Fill Volume for Py

Deviation Comments:

DEWV-000009 - unplanned test 03/07/18 - CLOSED
DEV-000008 - Fix Test 03-07-18 - CLOSED
DEV-000005 - OPEN

Remove DEV-000002 - Fix Test 03-07-18 - OPEN

September 2022

The mandatory Is this a Recurring
Deviation? field is a single-item
selection field with Yes or No options.
If Yes is selected, a group of additional
fields will appear to enter the Deviation
# and any optional Deviation
Comments (up to 8000 characters).
Starting to type either a Deviation
Number or Title will bring up the list of
existing Deviation Processes to choose
from.
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The chosen Deviation will then be listed under Related Processes, in the Related Items section. If there is more
than one recurring deviation, the +ADD button can be used to bring up another group of fields.

* Does this deviation impact distributed product?:

[Nn

d

Does this deviation impact distributed product? is a Yes or No choice.

* Assigned QA Approver:

[ afavell (Amanda Favell)

d

editable.

The mandatory Assigned QA Approver field will be pre-populated with the QA Approver chosen at Step 1 but is

* Lead Investigator:

The Lead Investigator field

4

is mandatory at Step 2.

This field is a single-item selection field, populated with the names of Users who are assigned the process role
PR_DEV_Lead_Investigator. This field was available at Step 1 but was not mandatory. If a Lead Investigator
was chosen at Step 1, the field will be pre-populated with that person, but can be edited.

If no Lead Investigator was chosen at Step 1, a choice must be made at Step 2. The choice at Step 2 will then
auto-populate the value at Step 1, since this is a Shared field.

Is committee notification required?:
® Yes
O No
O NA

* Committee Notification:

0 afavell (Amanda Favell)
0O dvaguilar (Delfin Vaquilar)
0O jdavid (Jeff David)

0O kheather (Kevin Heather)
0O lorcullo (Leovy Orcullo)

0O rsamuel (Roger Samuel)

Select all Deselect all

The section for Is committee notification required? and the related mandatory,
multi-item selection Committee Notification field is displayed, and defaults to a
selection of Yes, if at least one User is assigned the process role
PR_DEV_Committee_Notification.

The Users listed in the Committee Notification section are all Users who have the
process role PR_DEV_Committee_Notification assigned to them. One or more
can be selected and will receive an email Notification when Steps 2, 6 and 7 are
confirmed. The selection can be changed to No, if no notifications are required.

If no Users are assigned the process role of PR_DEV_Committee_Notification, this
section defaults to a selection of N/A.

Before the final QA Assessment Decision is made, the QA approver can create any additional Secondary Tasks
that may be required, can Link Documents, Link Processes or initiate a Related Process.

Caution: Use the Save Draft option prior to using the right-hand menus to link a document or process, or data
entered so far will be lost and have to be entered again.

QA Assessment Decision — Submit and Confirm A

When all information has been entered in the Process Task Form, and any
Secondary Tasks, Linked Documents, Linked Processes or new Related
Processes have been added, the QA Assessment Decision is made ty the QA

@ Approve - continue deviation process
Approve - close deviation process

() Return to initiator

Approver. There are four available choices for the QA Assessment O Reject
Decision, some of which may not be enabled in certain situations. Comments:

September 2022
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The option of Approve — close deviation process is greyed out if Deviation Type = Unplanned was selected at
Step 1. It will be the default option when Deviation Type = Planned was selected with no Secondary Tasks.

With a decision of Approve — close deviation process, the Deviation Process will move to the end and be at a
status of Completed. If there are still outstanding Secondary Tasks, the following warning message will be
displayed below the decision field: Some secondary tasks have been initiated and won’t be monitored and/or
released to their assignee.

The decisions of Return to initiator and Reject will both change the Comments field to a mandatory field. Return
to initiator will move Deviation Process back to Step 1 when submitted. Reject will close the Deviation Process,
to a status of Completed when submitted.

A QA Assessment Decision of Approve — continue deviation process will progress the Deviation Process as
follows, depending on the selections made for Deviation Type and for Deviation Classification:

o |f Deviation Type = Unplanned and Deviation Classification = Major, Critical or Critical incident, the process
moves to Step 3 — Investigation Plan on confirmation.

e |f Deviation Type = Unplanned and Deviation Classification = Minor or No Impact, the process moves to
Step 5 — Investigation Execution on confirmation.

o |f Deviation Type = Planned, the process moves to Step 6 — Final QA Assessment on confirmation.
The decision of Approve — continue deviation process will also result in the following:

e All Secondary Tasks will be released to the Assignees. They will receive email Notifications and will see the
Tasks listed in the Task Section of their SOLABS QM Home Page.

e Any new Related Processes that were initiated as Dependent Processes and were at a status of Awaiting
Confirmation from Parent Process, are now available to the Assignees to Act on.

The P‘roc¢.ess Flowchart Process Details
will highlight that step
Name: Deviation Date Initiated: 2018-03-07 14:49:16
of the process. The
. Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)
Process Details screen
. . Day(s) opened: 7 Date Closed : =empiy=
will display the
Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) @ 0 (0/0)
Current Process Task
.. Current Process Tasks Currently with
and who it is Currently Investigation Plan jdavid (Jeff David)
with. The assigned Flowchart: open ,
Secondary Tasks,
H Process Values
Linked Documents and e
Linked Processes will Process Tasks
be listed in the Name: Initiation and Immediate Action(s) Last Confi
Related Items section. Name: QA Assessment Last Confirmation Date: 2
Name: Investigation Plan
|
Related Items *
Secondary Tasks
Name: Check Training Recor]...] Unique ID: Task-00000012 Due: 2018-03-15 Status: Not Staried View
Expand all
Related Documents
Name: Batch Record No.: =<emply= Due: =empty= Status: Approved & Effective X Open | View
Name: InFrocess Controls for Checkwel[...] No.: <empty= Due: <empty= Status: & Open | View
Approved & Effective
Expand all
September 2022 Related Processes
Unique ID: CCR-000005 Date Initiated: 2018-02-21 Status: In Process View
Current Process Task: Step 1- Change Control Request
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Secondary Task Assignments — Assignee Actions

If there were any Secondary Tasks assigned at Step 1 or 2, they are now released to Act on since the QA
Assessment step has been completed by the QA Approver.

Assignees of Secondary Tasks will receive an email Notification and will also see the tasks listed in the TASKS
section of their SOLABS QM HOME Page.

TASKS

Due this week / last week

Name: Check Training Recor[...] Unique ID: Task-00000012 Due: 2018-03-15 Status: Not Started View | Acton

Viewing the Secondary Task

When the Assignee for a Secondary Task chooses the View option from their HOME Page, they are brought to
the Task > View screen for that Task. They can now review what has been assigned to them and can also toggle
to the Deviation Process that triggered the Task, since it is listed at the bottom of the screen as a Related Item.

The task Assignee has various options under their Task Actions and Related Items right-hand menus to help
manage completion of their task. Any actions they take will be visible to those acting on the Primary Task steps
in the Deviation Process if they choose to View a Secondary Task.

| James McDowall

|'I'ask > View

Task Details Task Actions
Name: Check Training Records for Operators Involved View
. Acton
Type: Task Unique ID: Task-00000012
Modify

Description: Check Training Records for operators involved in filling of Product XXX, Lot 5, 6 .
Return to Criginator
Reference Date: 2018-03-14

Get Link
Location: Root\DEV-000010 Process Task Group\Initiation and Immediate Action(s) Task Group Email Link
Estimated Start Day Offset: 0 Estimated End Day Offset: 1
Estimated Start Date: 20180314 Estimated End Date: 20180315 Related Iltems
Start Date: N/A End Date: N/A Link Documents
Status: Not Started Link Processes
Modify Description
Comments:
Remove Links
Task Ownership

Related Information
Originator: solabssupport (Default Admin)

Audit Trail
Assignee (Role): any

Assignee (User): jmcdowall (James McDowall)

Related Items

Main Related Process

Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process View
Current Process Task: Investigation Plan

Collapse all
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Acting on the Secondary Task

When the Assignee for a
Secondary Task chooses the
Act on option from their
HOME Page, they are
brought to the Task > Act
on screen for that Task.

From this screen, the
Assignee can also review
the Task Details.

The fields they have
available to them are to
select a Start Date, enter an
End Date when they are
finished with the task and
to change the Status as
they progress it.

They can also enter free-
text Comments at any
point.

The task will default to a
status of Not Started. If a
status of In Progress is
selected, the Start Date
field will be populated with
the current date. If a Start
Date is entered, the Status
will automatically move to
In Progress. For longer
term tasks, it is best
practice to periodically log
in and provide status
updates in the Comments
field.
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Task > Act on

Task Details

Name

Check Training Records for Operators Invohved

ype

Description:

Unique 1D

Task-00000012

Check Training Records for operators involved in filling of Product 2004, Lot 5, 8

Reference Date

2018-03-14 5

Locanon:

Estimated Start Date Offset
0

Estimated Stant Date.
2018-03-14 =

Start Data:

Status:

® Mot Started

() InProgress

() Pending

() Completed

Retumn to Originator

Comments:

Estimated End Date offset:

1

Estimated End Date:

2018-03-15 )
End Date:

James McDowall

Task Actions
View

Mgt on

Modify

Return to Originator
Get Link

Email Link

Related ltems

Modify Description

Remove Links

Related Information

Audit Trail

Task Ownership
QOniginator

solabssupport {Default Admin)

If a status of Pending is selected, the Start Date field will be grayed out.

If a status of Completed is selected, the End Date field will be populated with the current date. If an End Date is

entered, the Status will automatically move to Completed.

The Return to Originator option is grayed out since it is currently not available.

If the Assignee would like to add evidence / documentation to support completion of the task, the Link
Documents option is available on the right-hand menu.
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Step 3: Investigation Plan
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The Lead Investigator chosen by the Initiator at Step 1 or Step 2 for an unplanned Deviation classified as

Major, Critical or Critical Incident will receive an email Notification and see the Investigation Plan task

listed on their SOLABS QM10 HOME Page.

Home > Views

PROCESSES

Jeff David

Received this week / last week

Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process
Current Process Task: Investigation Plan

View | Acton

Acting on the Investigation Plan Task

When the Lead Investigator clicks on the Act on option to the right of the Process Task, they will go immediately
to the Act on screen for their Investigation Plan task.

As described for the previous sections,
the Lead Investigator can use the Expand
all option under the Process Values table
to see all information entered at Steps 1
and 2.

The Process Task Form includes
mandatory text fields or text areas, one of
which can be set to be populated by
Quick Text (Custom List) options. These
will be used to Identify Probable Root
Causes(s) and to describe the
Investigation Plan.

The right-hand Related Items menu
allows the Lead Investigator to Link
Documents or Link Processes, if
applicable. There are also sections under
the Process Task Form section to initiate
more Secondary Tasks or Related
Processes. Initiation of a Document
Control Process is not allowed at Step 3.

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.

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 menus to Link Documents or
to Link Processes.
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Process = Deviation{= Investigation Plan = Act on

Process Details

Unigue ID: DEV-000010 Flowchart: Open

Current Process Tasks: Investigation Plan

Process Values

Process Tasks
Name: |nitiation and Immediste Action(s) Last Confirmation Date: Z018-03-08 12:34:44
Name: QA Assessment Last Confirmation Date: 2013-03-14 18:25:21

Name: Investigation Plan

In Process

Expand all Print all

Process Task Form - Investigation Plan

* Identify Probable Root Cause(s):

[Quick Text]

* Investigation Plan:

Investigation Plan Decision:
® Send for approva

() Request extension

Secondary Tasks

Check Training Records for Operators Involved
Due Date: 2018-03-15  Type: Task
Originator: solabssupport (Default Admin)

Related Processes

(] - Available Processes:

Jeff David

Process Actions
Wiew

Get Link

Email Link

Move Out of Waiting

Acton

nvestigation Plan

Related ltems

Link Documents

Modify Description

Remove Links

Related Information

Summary Report
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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 Deviation Process and then use
the right-hand Act on Menu to open the Process Task Form fields.

The Investigation Plan Decision section includes two choices: Send for Approval or Request extension. If any
Secondary Tasks of Task Type = Task are not yet completed, the Send for Approval option will be grayed out.

e When a choice of Request extension is Submitted and Confirmed, the Deviation Process will move to the
Extension Request Step.

e When a choice of Send for Approval is Submitted and confirmed, the Deviation Process will move to Step 4:
QA Investigation Plan Approval.

The Process Flowchart will highlight the next step of the process. The Process Details screen will display the
Current Process Task and who it is Currently with:

e the QA Approver if Send for Approval was Submitted and Confirmed

e the Lead Investigator again, if Request extension was Submitted and Confirmed

Process = Deviation = View

Status: In Process

Process Details

Name: Deviation Date Initiated: 2013-03-07 14:4%:16

Unique 1D: DEV-000010 Initiated by: solabssupport (Default Admin)
Day(s) opened: 9 Date Closed : =empiy=

Secondary Tasks Completion (%): 0 {0/1) Dependent Processes Completion (%) = 0 (/D)
Current Process Tasks Currepthy with

Extension Reguest (1) jdawvid

|
Flowchart: open >

Extension Request
Process Values

Process Tasks

Name: Initiation and Immediate Action(z) Last Confirmation Date: 2018-03-08 12:34:44
Name: QA Assessment Last Confirmation Date: 2018-03-14 16:25:21
Name: Invesfigation Plan Last Confirmation Date: 2018-03-16 15:48:42

Name: Extension Request (1)

Expand all Print all

Related [tems

Secondary Tasks
Name: Check Training Recor[.. ] Unique ID: Task-00000012 Due: 2018-03-15 Status: Mot Started View

Expand all
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Extension Request Step

At this step in the Deviation Process, the Lead Investigator will receive an email Notification and will see the
Request Extension task listed in the Process section of their SOLABS QM HOME Page. Extension Requests are
formally captured as a separate Step, even though it will go to the same person. The number in parenthesis —
in this case (1) — indicates the number of the extension requested by the Lead Investigator. If another one
should be necessary, it would show (2).

Jet David
Home > Views
PROCESSES

Received this week / last week

Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process View | Acton

Current Process Task: Extension Request (1)
Acting on the Extension Request Task

Jeff David
When the Lead Inyestlgator FIICkS Process > Deviaticn, > Extension Request (1) > Act on
on the Act on option to the right of Status:  In Process
. Process Actions
the Extension Request task, they Process Details Ve
will go immediately to the Act on Unique ID: DEV-000010 Flowchart: Open GetLink
screen for their Extension Request Current Process Tasks: Extension Request (1) Emal tnk
k Move Out of Wailing
task.
Process Values
. ) Acton
At this point, they need to enter a SRR ension Requsst (1)
date in the Proposed Extension Name: Initiation and Immediate Action(s) Last Confirmation Date: 2018-03-08 12:34.44
Date field and Complete the Name: QA Assessment Last Confirmation Date: 2015-03-14 16:25:21 Related Items
Name: Investigation Plan Last Confirmation Date: 2018-03-15 15:48:42 Link Documents
mandatory Reason for the Name: Extension Request (1) Link Processes
Extension Request field. Expandal Prntall | Medity Dssrption
Remove Links
Secondary Tasks cannot be added Process Task Form - Extension Request (1)
at this Step so the +ADD option is * Proposed Extension Date: Related Information
J chour Summary Report
grayed out. S 1
* Reason for the Extension Request:

When this step is Submitted and
Confirmed, the process will Process > Deviation > View
progress to the Extension Request Status:  In Process
Approval Step. Process Details
The Process Flowchart will highlight Name: Deviation Date Initiated: 2015-03-07 14:49:16
that step of the process. The Unigue ID: DEV-000010 Initiated by: solabssupport (Default Admin)
Process Details screen will display Day(s) opened: 9 Date Closed : <empfy>
the Current Process Task and who Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0)
H H . Current Process Tasks Currently with
it is Currently with: QA Approver. Extension Request Approval (1) afavell (Amanda Favell)

| | Flowchart: Cpen

Process Values

Process Tasks

Name: Initiation and Immediate Action(s) Last Confirmation Date: 2015-03-08 12:34:44
Name: QA Assessment Last Confirmation Date: 2015-03-14 16:25:21

l Name: Investigation Plan Last Confirmation Date: 2018-03-16 15:48:42

Name: Extension Request (1) Last Confirmation Date: 2018-03-16 16:11:07

Name: Extension Request Approval (1)
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At this step in the Deviation Process, the QA Approver will receive an email Notification and will see the

Extension Request Approval task listed in the Process section of their SOLABS QM HOME Page.

Home > Views

PROCESSES

Amanda Favell

Received this week / last week

Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process
Current Process Task: Extension Request Approval (1)

View | Act on

Acting on the Extension Request Approval Task

When the QA Approver clicks on the Act on option to the right of the Extension Request Approval task, they
will go immediately to the Act on screen for their Extension Request Approval task.

At the Act on screen for the
Extension Request Approval
task, the QA Approver can view
information entered at all
previous steps by choosing the
Expand all option in the Process
Values Table. Steps can be
expanded individually or the
entire table can be expanded.

Secondary Tasks cannot be
added at this Step so the +ADD
option is grayed out.

At this point, they need to enter
the QA Extension Request
Approval Decision.

A choice of either Return for
more information or Denied,
will result in the Comment field
being mandatory. The process
will then go back to the previous
Step so that the Lead
Investigator can address the
comment.

Process > Deviatior..> Extension Request Approval (1) = Act on

Process Details
Unique ID: DEV-000010
Current Process Tasks: Extension Request Approval (1)
Process Values

Process Tasks

Status:

Flowchart: open

Name: Initiation and Immediate Action(s) Last Confirmation Date: 2018-03-08 12:34:44

Name: QA Assessment Last Confirmation Date: 2015-03-14 16:25:21

Name: Investigation Plan Last Confirmation Date: 2018-03-16 154842

Name: Extension Request (1) Last Confirmation Date: 2018-03-16 16:11:07

Name: Extension Request Approval (1)

Process Task Form - Extension Request Approval (1)

QA Extension Request Approval Decision:

@ Approve

() Retum for more information

() Denied

The Deviation Due Date fs fo be updated to the following date:

2015-03-31 |

Comments:

Expand all

In Process

*rint all

Amanda Favell

Process Actions
View

Get Link

Email Link

Move QOut of Waiting

Act on

Extension Request
Approval (1)
Related ltems

Link Decuments
Link Processes
Modify Description

Remove Links

Related Information

Summary Report

@ Return for more information

() Denied

* Comments:

y

A QA Extension Request Approval Decision of Approve, will send the Deviation Process back to Step 3 —
Investigation Plan with a new Deviation Due Date.

At this point the Lead Investigator can continue to monitor for completion of activities related to the plan,
incorporating the revised Deviation due date.
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Amanda Favell
Process > Deviation > View
Status: In Process

Process Actions
Process Details View
Name: Deviation Date Initiated: 2018-03-07 14:49:16 Get Link

Email Link
Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)

Move Out of Waiting
Day(s) opened: 9 Date Closed : <empiy=
Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0) Related Items
Current Process Tasks Currently with A
Investigation Plan jdavid

Flowchart: open \
>

Process Values

Process Tasks
Name: Initiation and Immediate Action(s) Last Confirmation
Name: QA Assessment Last Confirmation Date: 2018-03-

Name: Investigation Plan |

Name: Extension Request (1) Last Confirmation Date: 201 +

Name: Extension Reguest Approval (1) Last Confirmation Dene—o om0 oot

Expand all Print all

Related Items

Secondary Tasks

Name: Check Training Recor[...] Unigque ID: Task-00000012 Due: 2018-03-15 Status: Not Started View

Expand all

From the Process Values table, we can see that the Lead Investigator had requested an extension and that it
was approved. At that point, the Deviation Process went back to Step 3 — Investigation Plan.

The Lead Investigator will now receive another Notification —just like they did prior to requesting the extension
and will see the Investigation Plan task listed in the Process section of their SOLABS QM HOME Page.

Jeff David
Home > Views
PROCESSES
Received this week / last week
Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process View | Acton
Current Process Task: Investigation Plan
The Deviation Process they own is now accepted for an extension.
They can choose the View option to access all information previously Investigation Plan Decision:
entered. When the Lead Investigator is ready to choose an @ Send for Approval
Investigation Plan Decision of Send for Approval the Deviation (O Request Extension

Process will progress to Step 4 — QA Investigation Plan Approval.
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The Process Flowchart will highlight that step of the process. The Process Details screen will display the

Current Process Task and who it is Currently with: QA Approver.

Process > Deviation > View

Status: In Process

Process Details

Name: Deviation Date Initiated: 2018-03-07 14:49:16

Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)
Day(s) opened: 9 Date Closed : =emply=

Secondary Tasks Completion (%): 0 (0/3) Dependent Processes Completion (%) : 0 (0/0)
Current Process Tasks Currently with

QA Investigation Plan Approval afavell

Flowchart: Open QA Investigation Plan Approval

Process Values

Process Tasks

Name: Initiation and Immediate Action(s) Last Confirmation

Name: QA Assessment Last Confirmation Date: 20156-03-1

Mame: Investigation Plan Last Confirmation Date: 2018-03- *

Name: Exiension Request (1) Last Confirmation Date: 20158-03-16 16:11:07
Mame: Extension Request Approval (1) Last Confirmation Date: 20158-03-16 16:35:31

Name: QA Investigation Plan Approval

Expand all Print all

Related Items

Secondary Tasks

Name: Check Training Recor|...] Unigue ID: Task-00000012 Due: 2018-03-15 Status: Mot Started View
Name: Check Filler PIM Reco[...] Unique ID: PREDI-00000014 Due: 2018-03-22 Status: Pending View

Name: Update Filler PIM Schl...] Unique ID: POSTDI-00000011 Due: 2018-03-30 Status: Pending View

Step 4: QA Investigation Plan Approval

At this step in the Deviation Process, the QA Approver will receive an email Notification and will see the
QA Investigation Plan Approval task listed in the Process section of their SOLABS QM HOME Page.

Amanda Fay

Home = Views

PROCESSES

Qutstanding

Unique ID: DEV-000010 Date Initiated: 2013-03-07 Status: In Process

View | Actor
Current Process Task: QA Investigation Plan Approval
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Acting on the QA Investigation Plan Approval Task

When the QA Approver clicks on the Act on option to the right of the QA Investigation Plan Approval task,
they will go immediately to the Act on screen for their QA Investigation Plan Approval task.

At the Act on screen for the QA
Investigation Plan Approval task, the QA
Approver can view information entered at
all previous steps by choosing the Expand
all option in the Process Values Table.
Steps can be expanded individually or the
entire table can be expanded.

Secondary Tasks cannot be added at this
Step so the +ADD option is grayed out.
Linked Documents, Linked Processes or
new Related Processes could be added if
appropriate.

At this point, they need to enter the QA
Investigation Plan Approval Decision.

e If they choose Return to lead

investigator, the Comment field is
mandatory. The process will then go
back to the Step 3: Investigation Plan
so the Lead Investigator can address
the comment.

If they choose Approve, the Deviation Proce
will progress to Step 5 — Investigation
Execution and all Secondary Tasks will be
released to the assignees. The Process

Process = Devialon = QA Investigation Plan Approval = Act on

Status:  In Process
Process Actions
Process Details view
Unique ID: DEV-000010 Flowchart: Open Get Link
Email Link

Current Process Tasks: QA Investigation Plan Approval

Move Qut of Waiting

Process Values

Process Tasks

Name:
Name:
Name:
Name:
Name:

Name:

Process Task Form - QA Investigation Plan Approval

: Extension Reguest (1) Last Confirmation Date: 2018-03-16 16:11:07

Act on

QA Investigation Plan
Approval
Initiation and Immediate Action(s) Last Confinmation Date: 2018-03-08 12:34:44

QA Assessment Last Confirmation Date: 2018-03-14 16:25:21 Related Items

Investigation Plan Last Confirmation Date: 2018-03-16 16:47:44
Link Documents

Link Processes
Medify Descripfion

Extension Request Approval (1) Last Confirmation Date: 2018-03-16 16:35:31

QA Investigation Plan Approval Remove Links

Expand all Print all
Related Information

Summary Report

QA Investigation Plan Approval Decision:

@ Approve
O Return to lead investigator

Comments:

QA Investigation Plan Approval Decision:

O Approve

@ Return to lead investigator

* Comments:

Secondary Tasks

I

Check Filler PM Records
Due Date: 2018-03-22  Type: Pre-Disposition
Originator: jdavid (Jeff David)

Modify Remove

Update Filler PM Schedule as Needed

Flowchart will highlight that step of the process.

The Process Details screen will display the

Current Process Task and who it is Currently

with: Lead Investigator.

September 2022

Process Details

Name: Deviation Date Initiated: 2018-03-07 14:49-16

Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)

Day({s) opened: 12 Date Closed :

=emply=

Secondary Tasks Completion (%): 0 (0/3) Dependent Processes Completion (%) : 0 (0/0)

Current Process Tasks
Investigation Execution

Currently with
Jdavid (Jeff David)

Flowchart: op=n

Process Values

Process Tasks
Name: Initiation and Immediate Action{s) Last Confirmation Date: 2018-03-08 12:34:44

Name: QA Assessment Last Confirmation Date: 2018-03-14 162521

Name: Investigation Plan Last Confirmation Date: 2018-03-16 16:47:44
Name: Extension Reguest (1) Last Confirmation Date: 2013-03-16 16:11:07
Name: Extension Reguest Approval (1) Last Confirmation Date: 2018-03-16 16:35:31
Name: QA Investigation Plan Approval Last Confirmation Date: 2018-03-19 16:12:56
Name: Investigation Execution

Expand all Print all

Related Items

Secondary Tasks
Name: Check Training Recor]...] Unigue ID: Task-00000012 Due: 2018-03-15 Status: Mot Siaried View
Name: Check Filler PM Recol...] Unique ID: FREDI-00000014 Due: 2018-03-22 Status: Mot Starfed  wview

Name: Update Filler PM Sch[...] Unique ID: POSTDI-00000011 Due: 2018-03-30 Status: Mot Started wiew

Expand all

Related Documents

Name: Batch Record No.: <empty= Due: <empty= Status: Approved & Effective & Open | View
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At this step in the Deviation Process, the Lead Investigator will receive an email Notification and will see the
Investigation Execution task listed in the Process section of their SOLABS QM HOME Page. If there is at least
one Secondary Task of Task Type = TASK, the name of this step will be Investigation Execution — Pending TASK
Tasks. Note —due to QM10 system timers, “- Pending TASK Tasks” will not be visible for at least 5 minutes after

submission of the previous step.

Jeff David

Home > Views

PROCESSES

OQutstanding

Unique ID: DEV-000010 Date Initiated: 2012-03-07 Status: In Process View | Acton
Current Process Task: Investigation Execution - Pending TASK Tasks

Acting on the Investigation Execution Task

When the Lead Investigator clicks on the Act on option
to the right of the Investigation Execution task, they
will go immediately to the Act on screen for that task.

The Process Task Form includes free-text fields, single-
item selection fields and multi-item selection fields.
Those with an asterisk (*) are mandatory. Each field
in the Process Task Form will be described starting on

the next page.

The right-hand Related Items menu allows the Lead
Investigator to Link Documents or Link Processes, if
applicable. New Related Processes can also be added
if needed. 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.

Secondary Tasks cannot be added at this Step so the
+ADD option is grayed out, but the Investigation
Execution Decision includes an option for Additional
tasks required, which will formally capture that need
as a Process Step called Additional Tasks.

Use the Save Draft option if all required fields cannot
be completed at one time.

oo I o B o

CAUTION: As mentioned for previous steps, if you
navigate away from this page or use the right-hand
menus without clicking on either Submit or Save Draft,
all entries will be lost.
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Process Task Form - Investigation Execution

* Investigation Details:

* |dentify Probable Root Cause(s):

[Quick Text]

* Root Cause Categories:

N S0L102_Method_Category_List Status: Active
D [an
O Material S0L094_Machine_Category_List Status: Active
() Metnod S0L095_Man_Category_List Status: Acfive
O Machine <o) 099_Material_Category_List Status: Active
@) Environment

SOL066_Environment_Category_List Status: Aclive

Collapza

-

—

*Man Category:

s6labs (M
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The mandatory Investigation Details
field is a free-text area allowing up to
4000 characters.

The mandatory Identify Probable Root
Cause(s) field is a free-text area
allowing up to 4000 characters that can
also be populated using a Quick Text
Custom List maintained by the SOLABS
System Administrator.

The mandatory Root Cause Categories
field is a multi-select list of options. For
each option chosen, an additional
single-item selection field will appear to
choose the next level Category. These
lists are populated from editable
Custom Lists maintained by the SOLABS
System Administrator.

* Environment Category:

* Material Category:

Decision

Inconzistency

* Method Category:

Leaming Vendor Quality Validation/Qualification
Omls_sm_n Stability Incorrect Master Document
Application

Example Values

Mo Master Document
Planned Deviation

Is Assessment Required?:

@ Yes
() No

Step.

* Machine Category:
PW
HWVAC
Equipment Malfunction HEPA _
validation/Qualification Compressed Air
Power
Roof Leak

The Is Assessment Required? field is a Yes or No selection. If Yes is selected, a
group of mandatory fields for Type of Assessment and Description of the
Assessment will be displayed. If there is more than one Type of Assessment
required, the +ADD button will bring up another set of fields. These fields are
also available at Step 2 — QA Assessment. See Page 14 for more information on
setting up the values, since this field shares an editable Custom List with that

* Type of Assessment:

General

* Description of the Assessment:

Aszessment 1

[Quick Text]

Remove
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* Investigation Conclusion: The mandatory Investigation
Conclusion field is a free-text
area allowing up to 4000
characters.

The mandatory Was a CAPA

*Wasz a CAPA previcusly initiated for this deviation?: previously initiated for this
[— v] deviation? field is a single-item
S | selection Yes or No field. If Yes
o is selected, a group of
mandatory fields for CAPA #
L * GAPA #: and Describe CAPA
( ] Effectiveness will be displayed.
: Describe CAPA Effeclivensss: If there is more than one
CAPA previous CAPA, the +ADD
CAPA-000005 - OPEN button will bring up another set
CAPA-000004 - OPEN )
of fields.
CAPA-000003 - OPEN p
Femove CAPA-000001 - CLOSED - Starting to type CAPA into the
— R CAPA # field will bring up a list
of existing CAPA Processes in
SOLABS QM.
Optional Technical Approvers: The Optional Technical
Caollaps . .
() afavell (Amanda Favell) - Approvers field is not
() director (Director Packager) mandatory. It is a multi-item
(Q dvaquilar (Deffin Vaquilar) selection field populated with
O <viayla(Dee Waylack) the list of all active SOLABS QM
0O eharinov (Elena Harinov)
[ idavid (Jeff David) hd Users.
tSeIec‘. sl Deselects

If Optional Technical Approvers are selected, the process will formally capture those approvals by progressing
to a Process Step called Investigation Technical Approval when Step 5 is Submitted and Confirmed, unless the

Investigation Execution Decision is either Request extension or Additional tasks required. In those cases, the
Investigation Technical Approvals will be released when that information is provided.

Investigation Execution Decision

The Submit for approval option will be grayed out if there
are any Secondary Tasks of Task Type = TASK that are not
Submit for approval yet complete.

@® Request extension

Investigation Execution Decision:

If Request Extension is selected, the process will go back to
() Additional tasks required the Extension Request step (see Page 21) and be assigned
All prerequisite secondary tasks are not completed to the Lead Investigator to formally document the new
Extension Request.
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As when an extension was requested for the Investigation Plan, the process will then move to the Extension

Request Approval step (see Page 22) and be assigned to the QA Approver to approve the new Due Date.

If Additional tasks required is selected, the process will go to the Additional Tasks step, and be assigned
to the Lead Investigator to define those tasks. The Submit for Approval option will stay as grayed out in
that case.

If the Secondary Tasks of Task Type = Task are complete, there are no Additional Tasks Required and
there is no need to Request Extension, then a choice of Submit for approval will progress the process as
follows:

¢ If any Optional Technical Approvers were selected, it will move to Investigation Technical Approval.

o If no Optional Technical Approvers are required, it will move to Step 6: Final QA Assessment.

In any case, the Process Flowchart will highlight that step of the process. The Process Details screen will display
the Current Process Task and who it is Currently with:

o Lead Investigator if the process goes back to either Extension Request or Additional Tasks
o Technical Approver(s) if any were selected for Investigation Technical Approval
e QA Approver if the process progresses to Step 6: Final QA Assessment

In this example, the Investigation Execution Decision is Additional tasks required.

Process Details

Name: Deviation Date Initiated: 2018-03-07 14:49:16

Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)
Day(s) opened: 12 Date Closed : =smpiy=

Secondary Tasks Completion (%): 0 (0/3) Dependent Processes Completion (%) @ 0 (0/0)
Current Process Tasks Currently with

Additional Tasks jdavid { 1

Flowchart: o©Open

Additional Tasks

Process Values

Process Tasks

Name: Initiation and Immediate Action{z) Last Confirmation Date: 2018-03-08 12:34:44
Name: QA Assessment Last Confirmation Date: 2018-03-14 16:25:21

Name: Investigation Plan Last Confirmation Date: 2018-03-15 16:47.44

Name: Extension Reguest (1) Last Confirmation Date: 2018-03-15 16:11:.07

Name: Extension Reguest Approval (1) Last Confirmation Date: 2018-03-16 16:35:31
Name: QA Investigation Plan Approval Last Confirmation Date: 20138-03-19 16:12:56
Name: Investigafion Execufion Last Confirmation Date: 2018-03-19 174859

Name: Additional Tasks

Expand all Print all
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At this step in the Deviation Process, the Lead Investigator will receive an email Notification and will see
the Additional Tasks task listed in the Process section of their SOLABS QM HOME Page. This allows the
decision to create additional Secondary Tasks at this point in the process to be formally captured.

Home = Views

PROCESSES

Jeff David

Qutstanding

Current Process Task: Additional Tasks

Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status:

In Process

View | Acton

Acting on the Additional Tasks Task

When the Lead Investigator clicks on
the Act on option to the right of the
Additional Tasks task, they will go
immediately to the Act on screen for
that task.

From this screen, they can use the
+ADD button in the Secondary Tasks
section to add additional Secondary
Tasks.

Secondary Tasks

Check Filler PM Records
Due Dafe: 2018-03-22  Type: Pre-Digposition
Originator: jdavid (Jeff David)
Modify Remowve
Update Filler PM Schedule as Needed
Due Date: 2018-03-30  Type: Post-Disposition
Originator: jdavid (Jeff David)
Modify Remowve
Check Training Records for Operators Involved

Due Date: 2018-03-15  Type: Task
QOriginator: solabssupport (Default Admin)

Modify Remowve

Process = Deviatiog > Additional Tasks = Acton
Status:

Process Details

Unique ID: DEV-000010 Flowchart: Op=n

Current Process Tasks: Additional Tasks

Process Values

Process Tasks

Name: Initiation and Immediate Action{s) Last Confirmation Date: 2018-03-08 12.34.44
Name: QA Assessment Last Confirmation Date: 2018-03-14 16:25:21

Name: Investigation Plan Last Confirmation Date: 2018-03-16 16:47:44

Name: Exension Reguest (1) Last Confirmation Date: 2018-03-16 16:11:07

Name: Extension Request Approval (1) Last Confirmation Date: 2018-03-16 16:35:31
Name: QA Investigation Plan Approval Last Confirmation Date: 20138-03-19 16:12:56
Name: Investigation Execution Last Confirmation Date: 2018-03-19 17:48:59

Name: Additional Tasks

Expand all

Process Task Form - Additional Tasks

Secondary Tasks

Check Filler PM Records
Due Date: 2018-03-22  Type: Pre-Disposition
Originator: jdavid (Jeff David)

Modify Remove
Update Filler PM Schedule as Needed

Due Date: 2018-03-30  Type: Post-Disposition
Originater: jdavid (Jeff David)

Modify Remove
Check Training Recerds for Operators Involved

Due Date: 2018-03-15  Type: Task
Originator: solabssupport (Default Admin)

Modify Remove

+ADD

In Process

Print all

Process Actions

Wiew

Get Link

Email Link

Move Out of Waiting

Act on

Additional Tasks

Related Items

Link Documents
Link Processes
Modify Descripfion

Remove Links

Related Information

Summary Report

Refer to Page 9 of this document for instructions on Creating Secondary Tasks.

After Submitting and Confirming the Additional Tasks step, the Secondary Tasks will be immediately released to
the assignees and the Deviation process will return to Step 5: Investigation Execution.
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Process Details The Process Flowchart will highlight
Name: Deviation Date Initiated: 2018-03-07 14:49:16 that Step Of the process. The Process
Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin) Details screen will display the Current
Day(s) opened: 13 Date Closed : <empiy= Process Task and who it is Currently
Secondary Tasks Completion (%): 0 (0/4) Dependent Processes Completion (%) : 0 (0/0) with: still the Lead |nVEStigat0r. The
Current Process Tasks Currently with additional Secondary TaSkS Wl” be
Investigation Execution jdavid (Jeff David) Iisted under Related Items.
Flowchart: oCpsn
Process Values \\b Investigation Execution

Process Tasks

Name: Initiation and Immediate Action(z) Last Confirmation Date: 2
Name: QA Assessment Last Confirmation Date: 2018-03-14 16:25:
Name: Investigation Flan Last Confirmation Date: 2018-03-16 16:4
Name: Exfension Reguest (1) Last Confirmation Date: 2018-03-16

Name: Extension Reguest Approval (1) Last Confirmation Date: 20 *

Name: QA Investigation Plan Approval Last Confirmation Date: 2018-03-19 16:12:56

Name: Investigation Execution
Name: Additional Tasks Last Confirmation Date: 2018-03-20 09:38:07 The Lead Investigator will continue to

Expandall Print al monitor the process until they are
ready to make the Investigation
Execution Decision of Submit for
Secondary Tasks Approval. As mentioned on Page 28 of
Name: Check Training Recor]...] Unigue ID: Task-00000012 Due: 2018-03-15 Status: Not Started View this document, that decision will not be
possible until all Secondary Tasks of
Task Type = Task are completed.

Related Items

Name: Check Filler PM Recol[...] Unigue ID: PREDI-00000014 Due: 2018-03-22 Status: Not Started  view
Name: Update Filler PM Sch[...] Unique ID: POSTDI-00000011 Due: 2018-03-30 Status: Mot Started  view
Name: Update SOF for Filli[...] Unique ID: POSTDI-00000012 Due: 2013-04-27 Status: Not Started  view

When a choice of Submit for Approval is able to be selected, the process will progress as follows:
¢ If any Optional Technical Approvers were selected, it will move to Investigation Technical Approval.
o If no Optional Technical Approvers are required, it will move to Step 6: Final QA Assessment.

The Process Flowchart will highlight that step of
the process. The Process Details screen will

Process Details

. L. Name: Deviation Date Initiated: 2018-03-07 14:49:16
dlSpIay the c_urre.nt P‘rocess TaSk and WhO It Is Unique ID: DEWV-000010 Initiated by: solabssupport (Default Admin)
Currently with: in this case the Technical Day(s) opened: 13 Date Closed : <empiy~
Approver(s) SeIeCtEd at Step 7' Secondary Tasks Completion (%): 25 (1/4) Dependent Processes Completion (%) : 0 (0/0)

. . . Current Process Tasks Currently with
The number |IStEd after the Investlgatlon Investigation Technical Approval_1 eharinov (Elena Harinov)
Technical Approval Process Task represents the |Fiowchart: e
. . . Investigation Technical Approval
number of Technical Approvers chosen —in this tgation

X X Process Values \A
example there was just one chosen. If multiple

. Process Tasks
were chosen, they would all be listed. —
Name: Initiation and Imm)|
Name: QA Assessment

Name: Investigation Plan

Name: Exiension RegueidrtHStooramo Do e o oo T o

Name: Exiension Reguest Approval (1) Last Confirmation Date: 2018-03-16 16:35:31
Name: QA Investigation Plan Approval Last Confirmation Date: 2018-03-19 16:12:56
Name: Investigation Execufion Last Confirmation Date: 2018-03-20 10:02:48

Name: Additional Tasks Last Confirmation Date: 2018-03-20 09:38:07
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At this step in the Deviation Process, the Technical Approver(s) will receive an email Notification and will see the
Investigation Technical Approval task listed in the Process section of their SOLABS QM HOME Page. Each
person selected will need to Act on that task. In this example there was just one person assigned the task, so
the numbers _1 appears beside the task. If there were others, they would see 2, 3, etc. to differentiate the

separate reviews.

Home = Views

PROCESSES

Elena Harinov

COutstanding

Unigue ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process
Current Process Task: Investigation Technical Approval_1

View | Acton

Acting on the Investigation Technical Approval Task

When the Technical Approver clicks
on the Act on option to the right of
the Investigation Technical Approval
task, they will go immediately to the
Act on screen for that task.

They can use the Expand all option
under the Process Values table to
view all information entered for the
Deviation Process up to this point. If
they go to the Process Actions >View
option, they can see all Related Items
at the bottom of the screen as well.

Secondary Tasks cannot be added at
this Step so the +ADD option is
grayed out. The Related Processes,
Link Documents and Link Processes
options are available.

The Technical Approvers have an
optional free-text area for Comments
that allows up to 8000 characters.

Process = Deviation.» Investigation Technical Approval_1 = Act on

Status:

Process Details

Unique 1D: DEV-000010 Flowchart: Open

Current P Tasks: Ir tigation Technical Approval_1

Process Values

Process Tasks

Name: Inifiation and Immediate Action(s) Last Confirmation Date: 2013-03-0& 12:34:44
Name: QLA Assessment Last Confirmation Date: 2015-03-14 16:25:21

Name: Investigation Plan Last Confirmation Date: 2013-03-16 16:47:44

Name: Extension Request (1) Last Confirmation Date: 2018-03-16 16:11:07

Name: Extension Request Approval (1) Last Confirmation Date: 2015-03-16 16:35:31
Name: QLA Investigation Plan Approval  Last Confirmation Date: 2013-03-19 16:12:56
Name: Investigation Execution Last Confirmation Date: 2018-03-20 10:02:43

Name: Additional Tasks Last Confirmation Date: 2018-03-20 09:35:07

Name: Invesfigation Technical Approval_1

In Process

Expand all _rint all

Process Task Form - Investigation Technical Approval_1

Process Actions
View

Get Link

Email Link

Move Out of Waiting

Acton
Investigation Technical
Approv]..]

Related Items

Link Documents
Link Processes
Modify Description

Remove Links

Related Information

Summary Report

Investigation Technical Approval Decision:
® Approve

() Return to lead investigator /

Comments:

() Approve

* Comments:

Inwestigation Technical Approval Decision:

@ Return to lead investigator

T

The Investigation Technical Approval Decision has two options: Approve or Return to lead investigator. A
decision of Return to lead investigator makes the Comments field become mandatory. When this decision is
Submitted and Confirmed, the process will go back to Step 5: Investigation Execution and be assigned to the
Lead Investigator to address the comments.

An Investigation Technical Approval Decision of Approve will progress the Deviation Process to Step 6: Final QA

Assessment.
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The Process Flowchart will highlight that step of the process. The Process Details screen will display the

Current Process Task and who it is Currently with: in this case the QA Approver.

Process Values

Process Tasks

Name: Initiafion and Immediate Action(s) Last Confirmation |

Mame: 04 Azsessment Last Confirmation Date: 2015-03-14 *

Process Details

Mame: Devialion Date Initiated: 2018-03-07 14:49:15

Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)

Day(s) opensd: 13 Date Clozed : <empiy=

Secondary Tasks Completion (%): 25 (1/4) Dependent Processes Completion (32) ¢ 0 {0/0)
Current Process Tasks Currently with

Final QA Asseszsment afavell |

Flowchart: Open > Final QA Assessment

Mame: Investigation Plan Last Confirmation Date: 2013-03-16 16:47:44

Mame: Extension Request (1) Last Confirmation Date: 2018-03-16 16:11:07

Mame: Extension Request Approval (1) Last Confirmation Date: 2018-03-16 16:35:31
Mame: QA Investigation Plan Approval Last Confirmation Date: 2013-03-19 16:12:56
Mame: Invesfigation Execution Last Confirmation Date: 2018-03-20 10:02:48

Mame: Additional Tasks Last Confirmation Date: 2018-03-20 09:38:07

Mame: Invesfigation Technical Spproval_1 Last Confirmation Date: 2015-03-20 17:33:45
Mame: Final QA Assessment

Expand all

Print all

Step 6: Final QA Assessment

At this step in the Deviation Process, the QA Approver will receive an email Notification and will see the Final
QA Assessment task listed in the Process section of their SOLABS QM HOME Page. If there are any pending
Secondary Tasks of Task Type = Pre-Disposition, the name of this step will be Final QA Assessment — Pending

Pre-Disposition Tasks, since the QA Approver will not be able to Approve this step until those are complete.

(Note: due to QM10 system timers, “- Pending Pre-Disposition Tasks” will not be visible for at least 5 minutes

after submission of the previous step. There is also a statement highlighted in red on the Act on screen if there

are any pending Secondary Tasks of Task Type = Pre-Disposition.

Home = Views

PROCESSES

Amanda Favell

Qutstanding

September 2022 Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status: In Process
Current Process Task: Final QA Assessment - Pending Pre-Disposition Tasks

View | Act on
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Acting on the Final QA Assessment Task
When the QA Approver CIiCkS on Process = DeviatiGn = Final QA Assessment - Pending Pre-Disposition Tasks = Act on
the Act on option to the right of the Status:  In Process

Final QA Assessment task, they will

Process Details

Process Actions

Wisw
g0 |mmed|ately to the Act on Unigue ID: DEV-000010 Flowehart: Open GetLink
screen for that taSk Current Process Tasks: Final 04 Assessment - Pending Pre-Disposition Tasks :E‘r"allénk -

Mowe Ot of Waiting
They can use the Expand all option | prgcess values

Act
under the Process Values table to oo

. . . Process Tasks Final (4 Assessment -

view all information entered for the Pendng[.]

Deviation Process up to this point.

Mame: Inifiztion and Immediate Action(s) Last Confirmation Date: 2015-03-028 12:34:44

Name: QA Assessment  Last Confirmation Date: 2018-03-14 18:25:21

Related ltems

If they go to the Process Actions Mame: Investigation Plan Last Confirmation Date: 2018-03-16 16:47:44 —
. . Mame: Extension Request (1) Last Confirmation Date: 2012-03-15 18:11:07 !n. prmEnE
>View option, they can see all Link <

Related Items and can then View
them as well.

Secondary Tasks cannot be added
at this Step so the +ADD option is

grayed out. The Related Processes, E-pahigl_Bgsfall
Link Documents and Link Processes Process Task Form - Final QA Assessment - Pending Pre-Disposition Tasks
options are available. < Assessment Reauired®
The QA Approver can use the Is ; f
Assessment Required? selection to |- puvacen ciacsifestion:
add additional Assessment Types as | L= "]
needed. See page 14 of this * Assigned Head of Quality:
document for the fields associated | === Arnea el v)
with a Yes selection. Final Assassment Decision:
Approve

The mandatory Deviation @ Retum tolead investigator
Classification field will be pre- O Retumia initiatar

All prerequisite secondary tasks are not completed.
populated with the Initial Deviation | . mens
Classification entered by the QA
Approver at Step 2. The QA
Approver can change the |

Classification at this point if
warranted.

As mentioned at Step 2, if the
classification was entered as either
Critical or Critical Incident, then an
Assigned Head of Quality field will
be mandatory and will be displayed
at this step. Itis a single-item
selection drop-down list populated
with the list of users who have the
process role PR_DEV_QA_Head
assignment.
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Name: Extension Request Approval (1) Last Confirmation Date: 2018-03-15 16:35:31

Mame: Q4 Investgation Plan Approval  Last Confirmation Date: 2018-03-18 16
Name: Investigation Execufion Last Confirmation Date: 2018-03-20 10:02:48
Mame: Additional Tasks Last Confirmation Date: 2018-02-20 09:28:07

Mame: |nvestigation Technical Approval_1  Last Confirmation Date: 2018-03-20 17:32:45

Mame: Final GA Assessment - Pending Pre-Disposition Tasks

Secondary Tasks

Check Filler PM Records
Due Date: 2018-03-22 Type: Pre-Disposition
Originator: jdavid (Jeff David)

Muodify Remowve

Update Filler PM Schedule as Meeded
Due Date: 2018-02-30  Type: Post-Disposition

Modify ption

Remove Links

Related Information

Summary Regort
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At this point the QA Approver will make the Final Assessment Decision.

A decision of Return to lead investigator will make the Comments field mandatory. When this decision is
Submitted and Confirmed, the Deviation Process will go back to Step 5: Investigation Execution and be assigned
to the Lead Investigator to address the comments.

A decision of Return to initiator will also make the Comments field mandatory. When this decision is Submitted
and Confirmed, the Deviation Process will go back to Step 1: Initiation and Immediate Action(s) and be assigned
to the Initiator to address the comments. If Deviation Type is Planned, the decision Return to initiator is greyed
out.

The decision of Approve is grayed out if any Secondary Tasks of Task Type = Pre-Disposition are not complete.

When a decision of Approve is able to be Submitted and Confirmed, the Deviation Process will progress as
follows:

e |f the Deviation was not classified as either Critical or Critical Incident, the process will be complete and go to
END.

o If the Deviation was classified as either Critical or Critical Incident, the process will progress to Step 7: Head
of Quality Final Approval.

The Process Flowchart will highlight that step of the process. The Process Details screen will display the Current
Process Task and who it is Currently with: in this case the Head of Quality.

Process Details
Name: Deviation Date Initiated: 2018-03-07 14:49:16
Unique ID: DEV-000010 Initiated by: solabssupport (Default Admin)
Day(s) opened: 13 Date Closed : =emply=
Secondary Tasks Completion (%): 50 (2/4) Dependent Processes Completion (%) : 0 (0/0)
Current Process Tasks Currently with
Head of Quality Final Approval kheathe|
Head of Quality Final Approval

Flowchart: Cpen

Process Values

Process Tasks l
Name: [nitiation and Immediate Action(s) Last Confirmation [
Name: QA Assessment Last Confirmation Date: 2018-03-1

Name: Investigation Flan Last Confirmation Date: 2013-03-16 164744
Name: Extznsion Request (1) Last Confirmation Date: 2013-03-16 16:11:07
Name: Extension Reguest Approval (1) Last Confirmation Date: 2018-03-16 16:35:31
Name: QA Investigation Plan Approval Last Confirmation Date: 2018-03-19 16:12:56
Name: Investigafion Execution Last Confirmation Date: 2018-03-20 10:02:48
MName: Additional Tasks Last Confirmation Date: 2018-03-20 09:38:07
Name: Investigafion Technical Approval_1 Last Confirmation Date: 2018-03-20 17.33.45
Mame: Final QA Assessment Last Confirmation Date: 2018-03-20 13:43:53
Name: Head of Quality Final Approval
Expand all Print all
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Step 7: Head of Quality Final Approval

At this step in the Deviation Process, the Head of Quality will receive an email Notification and will see the Head
of Quality Final Approval task listed in the Process section of their SOLABS QM HOME Page. If there are any
pending Secondary Tasks of Task Type = Post-Disposition, the name of this step will be Head of Quality Final
Approval — Pending Post-Disposition Tasks, since the Head of Quality will not be able to Approve this step until
those are complete. (Note: due to QM10 system timers, “- Pending Post-Disposition Tasks” will not be visible for
at least 5 minutes after submission of the previous step. There is also a statement highlighted in red on the Act
on screen if there are any pending Secondary Tasks of Task Type = Post-Disposition.

Acting on the Head of Quality Final Approval Task

When the Head of Quality clicks on the Act
on option to the right of the Head of Quality
Final Approval task, they will go immediately
to the Act on screen for that task.

They can use the Expand all option under the
Process Values table to view all information
entered for the Deviation Process up to this
point. If they go to the Process Actions
>View option, they can see all Related Items
at the bottom of the screen and view them as
well.

Secondary Tasks cannot be added at this Step
so the +ADD option is grayed out. The
Related Processes, Link Documents and Link
Processes options are available if needed.

At this point the Head of Quality will make
the Head of Quality Decision.

A decision of Return to lead investigator will
make the Comments field mandatory. When
this decision is Submitted and Confirmed, the
Deviation Process will go back to Step 5:
Investigation Execution and be assigned to
the Lead Investigator to address the
comments.

A decision of Return to final QA assessment also makes the Comments field mandatory.
When this decision is Submitted and Confirmed, the Deviation Process will go back to
Step 6: Final QA Assessment, and be assigned to the QA Approver to address the

comments.

Process = Deviatich = Head of Cuality Final Approval - Pending Post-Disposition Tasks = Act on

1 Frocess
Process Details

Unigue ID: DEV-000010 Flowchart: Oper

Current Process Tasks: Head of Cuslity Final Approval - Pending Post-Dispesition Tasks

Process Values

Process Tasks
MName: Initiation and Immediate Action(s) Last Confirmation Date: 2018-02-08 12:24:44
QA Assessment  Last Confirmation Date: 2018-03-14 16:25:21

Investigation Flan  Last Confirmation Date: 2018-03-15 16:47:44

Name:
Name:
Mame: Exension Regquest (1) Last Confirmation Date: 2018-03-15 18:11:07

MName: Exdension Reguest Approval (1) Last Confirmation Date: 2015-03-18 18:35:31
MName: QA Investigation Plan Approval Last Confirmation Date: 2018-03-19 16:12:58
MName: Investigation Execufion Last Confirmation Date: 2018-02-20 10:02:48

MName: Additional Tasks Last Confirmation Date: 2012-03-20 09:38:07

Name: Investigaton Technical Approval_1 Last Confirmation Date: 2018-03-20 17:32:45
Mame: Final QA Assessment  Last Confirmation Date: 2012-03-20 12:42:52
Mame: Head of Quality Final Approval - Pending Post-Disposition Tasks

Expand all Frint all

Process Task Form - Head of Quality Final Approval - Pending Post-Dispositi[...]

Head of Quality Decision:
Approve
® Return to lead investigator
(_} Return to final QA assessment
Al prerequisite secondary tasks are not completed.

* Comments:

Secondary Tasks

Process Actions
Vi

Madify \islues
Reassign Tasks
Cancs

Get Link

Email Link

Mawe Out of Waiting

Act on

Head of Quality Final
Approvall...]
Related ltems
Link Docurments

Link P

Related Information
Audit Tra:

Summary Report

Check Filler PM Records
Due Date: 2018-03-22  Type: Pre-Dispaosition
COriginator: jdavid (Jeff David)

Update Filler PM Schedule as Needed
Due Date: 2018-03-30  Type: Post-Disposition
Originator: jdavid {Jeff David)

Head of Quality Final Approval

A decision of Approve will move the Deviation Process goes to a status of Completed and is at the END.
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Viewing Details for a Completed Deviation Process

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

Items section.

solabs CM PROCESS DOCUMENT TRAINING
Navigation Process > Navigation

Process Started Process Type:

Process Menu -

Gretchen Dixson

Reset filters

(A v
Currently with:
Recent ltems Expand [ any v }
Pr: DEV-000020 x o
Pr: CC-000028 % [ any v }
Pr: AUD-000018 %
Pr. CC-000029 % Process Started:
® This week/last week
() Last3 months
(O Last6 months
() This year
() Lastyear
() Gustom
Start Date: End Date:
from: to: from: to

Using the Process Values T

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.

Process Details

MName: Deviation
Unique ID: DEV-000002
Day(z) cpened: 0

Secondary Tasks Completion (%:):

Current Process Tasks
NA

Flowchart: Cpen

Process Values

Process Tasks

Mame: Initiation and Immediate Action(s)

100 (1/1)

Status:  Completed

Date Initiated: 2019-04-22 14:13:53

Initiated by: solabssupport (Default Admin)

Date Closed : 2019-04-22 14:51:07

Dependent Processes Completion (%) © 0 {0/0)

Currently with
A

Last Confirmation Date: 2019-04-22 14:26:54

Mame: Q4 Assessment Last Confirmation Date: 2019-04-22 143305

Mame: Investigation Plan Last Confirmation Date: 2019-04-22 14:36:30

Mame: QA Investigation Plan Approval

Last Confirmation Date: 2019-04-22 14:39:59

Mame: Invesfigation Execution Last Confirmation Date: 201%-04-22 14:47:49

Mame: Investigalion Technical Approval_1 Last Confirmation Date: 2019-04-22 14:45.5S

Mame: Final QA Assessment Last Confirmation Date: 2019-04-22 14:51:06

Expand all Print all
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Using the Related
Items Table

Information on any Secondary
Tasks, Related Processes or
Related Documents can be
accessed by clicking on the View
option beside the listing in the
Related Items section of the

screen. From any of those Details

screens, the Process will be listed
under Related Items — you can
quickly toggle back to the Main
Process by clicking View next to
it.
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Creating a Summary Report

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

Related Information

Task Ownership
Originator: solabssupport (Default Admin)
Assignee (Role): any

Assignee (User): jmcdowall (James McDowall)

Related Items

Main Related Process

Unique ID: DEV-000010 Date Initiated: 2018-03-07 Status:
Current Process Task: N4

Completed

View

Related Items
Secondary Tasks
Name: Check Training Recor]. ] Unique ID: Task-00000012 Due: 2018-03-15 Status: Completed View
Mame: Check Filler PM Recol...] Unique ID: PREDI-00000014 Due: 2013-03-22 Status: Completed iew
Name: Update Filler PM Sch[._.] Unique ID: POSTDI-00000011 Due: 2018-03-30 Status: Completed View
Name: Update SOP for Filli[...] Unigue ID: POSTDI-00000012 Due: 2018-04-27 Status: Completed  View
Task = View pand all
Related Documen| Task Details
Name: Batch Recd Name: Check Training Records for Operators Involved on | —
Type: Task Unigue ID: Task-00000012
Name: |I'|PI"0CESS. Description: Check Training Records for operators involved in filing of Product XXX, Lot5, 6 e I View
Approved & Effectiy
Reference Date: 2018-03-14
Location: Root\DEV-000010 Process Task Groupnitiation and Immediate Action{s) Task Group xpand all
Estimated Start Day Offset: 0 Estimated End Day Offset: 1
Related Processe coumate start Date: 20180314 Estimated End Date: 2018-03-15
UI'quUE ID: CCR- Start Date: 2018-03-20 End Date: 2018-03-20 View
Current Process 1| status: Completed
Unigue ID: DEV-p| comments: T
Current Process T

Audit Trail

Summary Report

Select the desired Print Out Options and then click on
Generate Report. A multi-page PDF Report will be

generated, with any company header information set in
System Configurations, and will include details on each step

requested for the report.

DEV-000012

Process Details

Name: Deviation

Unique 1D: DEV-000012

Day(s) opened: 0

Secondary Tasks Completion (%): 0 (0/0)
Current Process Tasks

A

Flowchart: Cpen

Print Out Options

Process Details

Process Values Table - Step 1 Cnly
Process Values Table — All Steps
Process Secondary Tasks

Dependent Processes

00000

Process Relationships (Cther Related ltems)

Date Closed :

Date Initiated: 01-Oci-2018 12:20:52

Initiated by: gdixson {Gretchen Dixson)

Dependent Processes Completion (%) :

Currently with
A

Cancel

Status:

10-0ct-2018 14:19:03

Date Inifiated: 01-Dct-2018 12:20:52
Initiated by: gdixson (Greichen Dixson)
Date Closed : 10-Oct-2018 14:19:03

Name: Deviation
Unique ID: DEV-300012

Day(s) opened: 9

Secondary Tasks Completion (%): 0 (0/0)
Current Pracess Tasks:

Completed

Currently with:
NiA

peess Values

Dependent Processes Completion (%) :

.:GDP

100 (1/1y

Nameé:Initiation and Immedinte Action(s) Last Confirmation Date:10-Oct-2018 13:45:56
100 k1” ) Deviation No.:DEV-000012

Title: Training not completed for all QA Specialists an SOP QAC-001, Internal Audit Program
Description of Deviation:Some QA Specialists w

audit report requirements and timing not in alignment with the SOP.
Deviation Type:Unplanned

Date Deviation Occurred: 01-Oct-2018

Date Devintion Discovered: 10-Oct-2018

Deviation Due Date: 31-Oct-2018
Deviation Category:Category |
GxP Classification:

GMP (Good Manufacturing Practices)

tage:Other

jon Type:Internal
£ amufactusing Site 1 Manufacturing Site 2; Quality Control Testing Lab
Is Material Associated with Deviation? : No
Does this potentially impact distributed Product? : No
Lead Investigator:dbamnes (Donald Bames)
QA Approver:miumer (Marilyn Turner)
Sign-off by:gdixson (Gretchen Dixson)

nol trained on the latest revision of SOP QAC-001, resulting in

Immediate Action(s) Taken:Ensure all QA Specialists have completed training on SOP QAC-001 Revision 3.0.

Name:QA Assessment  Last Confirmation Date: 10-Oct-2018 13:49:10

Generate Report

Initial Impact Assessment:Noted during monthly QA Metrics Meeting that a recent Intemnal Audit Report did not meet
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required timelines and related communications had not been initiated. Identified that QA Specialists in some areas did
not hve SOP QAC-001 s part of their assigned training and were not up 1o date with the latest version of that SOP.
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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

Audit Trail

Summary Report

There you will find all the details for every step of the Deviation Process, from Process Completed all the way
down to Process Started, with options to expand or print the entire process or any individual steps.

Process = DEV-000012 = Audit Trail
Process Name: DEWV-000012

Action Details: Process Completed Print
Process Task Name: MN/A

Date: 10-Oct-2018 14:19:03

Role: FCT_Manager @A Compliance

Username (Full Name): miurner (Marilyn Turner)

Reason for Change: MN/A

Action Details: Task Performed Print
Process Task Name: Final QA Assessment

Date: 10-Oct-2018 14:19:03

Role: FCT_Manager @A Compliance

Username (Full Name): miurner (Marilyn Turner)

Reason for Change: MN/A

Action Details: Task Performed Print
Process Task Name: Investigation Execufion

Date: 10-Oct-2018 13:57:38

Role: FCT_Auditor - QA Compliance

Username (Full Name): dharnes (Donald Bames)

Reason for Change: M/A

Action Details: Task Performed Print
Process Task Name: QA Assessment

Date: 10-Oct-2018 13:49:10

Role: FCT_Manager QA Compliance

Username (Full Name): miurner (Marilyn Turner)

Reason for Change: MN/A

Action Details: Dependent Process Started Print
Process Task Name: MN/A

Date: 10-Oct-2018 13:45:57

Role: N/A

Username (Full Name): gdixson (Gretchen Dixson)

Reason for Change: MN/A

Action Details: Task Performed Print
Process Task Name: [nitiation and Immediate Action(s)

Date: 10-Oct-2018 13:45:56

Role: FCT_QMS System Administrator

Username (Full Name): gdixson (Gretchen Dixson)

Reason for Change: MN/A

Action Details: Process Started Print
Process Task Name: M/A

Date: 01-Oct-2018 12:20:52

Role: M/A

Username (Full Name): gdixson (Gretchen Dixson)

Reason for Change: M/A

Expand all Printal  View 1
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Deviation Process Notifications

The Notifications available with the Off-the-Shelf Deviation Process APP P0054 are identified in the
Process Roles section of this User Guide and at the related Process Steps. The content of these email
Notifications is described below.

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.

Included Notifications

The following Notifications are associated with the off-the-shelf Deviation Process P0054 APP.

When Step 1 is confirmed with a value of Does this deviation impact distributed Product? = yes, the
following notification is sent:

To: All users in the role of PR_DEV_QA_Approver
Subject: Deviation DEV-XXXXXX is potentially impacting distributed product

Body:
DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.

When Step 1 is confirmed, the following notification is sent:
To: Department Head of user who confirmed Step 1

Subject: Deviation DEV-XXXXXX has been initiated

Body:
DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]
Initiator: [User who confirmed Step 1]

Where DEV-XXXXXX is a hyperlink to the process
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.
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When Step 2 is confirmed with Decision = Approve — continue deviation process or Approve — close
deviation process, the following notification is sent:

To: Users selected in Step 2 Committee Notification

Subject: Deviation DEV-XXXXXX has been opened

Body:

DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.

When Step 6 is confirmed with Decision = Approve and Deviation Classification # Critical or Critical
Incident, the following notification is sent:

To: Users selected in Step 2 Committee Notification

Subject: Deviation DEV-XXXXXX has been dispositioned

Body:

DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.

When Step 7 is confirmed with Decision = Approve, the following notification is sent:
To: Users selected in Step 2 Committee Notification

Subject: Deviation DEV-XXXXXX has been dispositioned

Body:

DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.
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When all Secondary Tasks of type TASK have a status of Completed, the following notification is sent:

To: Users identified as Lead Investigator

Subject: All TASK Secondary Task are completed for Deviation DEV-XXXXXX

Body:
DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
Must be reevaluated every time Secondary Task of type = TASK change status.
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.

When all Secondary Tasks of type Pre-Disposition have a status of Completed, the following notification is sent:

To: Users identified as Assigned QA Approver
Subject: All Pre-Disposition Secondary Task are completed for Deviation DEV-XXXXXX

Body:
DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
Must be reevaluated every time Secondary Task of type = Pre-Disposition change status.
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.

When all Secondary Tasks of type Post-Disposition have a status of Completed, the following notification is sent:

To: Users identified as Assigned Head of Quality
Subject: All Post-Disposition Secondary Task are completed for Deviation DEV-XXXXXX

Body:
DEV-XXXXXX

Deviation Title: [Step 1 field Title]

Description: [Step 1 field Description of Deviation]

Initiation Date: [date the process was initiated format yyyy-mm-dd]
Date Deviation Occurred: [Step 1 field Date Deviation Occurred]

Where DEV-XXXXXX is a hyperlink to the process
Must be reevaluated every time Secondary Task of type = Post-Disposition change status.
The label and value Date Deviation Occurred is displayed only if Deviation Type = Unplanned.
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Additional Notification Available on Request —

Option 2

There is one additional Notification available as “Option 2” per the PUFDS. It can be enabled upon request.
When Secondary Task Due Date < Today, the following notification is sent:

To: Secondary Task Assignee and Secondary Task Assignee’s Department Head

Subject: The Secondary Task [Secondary Task Name] is overdue.

Body:
The Secondary Task [Secondary Task Name] associated with process DEV-XXXXXX is overdue.

Where DEV-XXXXXX is a hyperlink to the process
Where [Secondary Task Name] is a hyperlink to the Secondary Task view page (in the body only).
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