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Introduction

This document provides instructions on the use of #@LABS QM IDeviation Process APP P00&4#y guiding

you through each step in the process and providing information erettivities, settings and options associated
with each step. Detailed information on this process, including any available options that can be chosen by tt
client, are available in th®rocessUser Functional Design Specificatidg®JFDS) document thatomes with
deployment of the Process in your instance of SOLABS QM 10.

Refer to the following documents availabitethe SOLABS Knowledge Bésegeneral information, navigation
and functionality common to anOLABS QM Process ARhe SOLABS QM PROCESS Section

1 SOLABS QM ihtroduction to PROCESS Section

1 SOLABS QM 10: Notifications Guide

I SOLABS QM 10 PROCESS Section: Parent/Child Process Relationships

Different steps in a process are assigned to different roles and/or uséhe isystem. You take action on the
step assigned to you. For example, you may be assigr@d Assessmenstep in aDeviation process. A
manager can monitor the status of process tasks assigned to their employees by using the Process Sect
search capbilities or the Process Reports to query process status by user.
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DeviationProcesdHowcharts

TheDeviationProcess Flowchastare displayed on this page for
informational purposes only to show that it is a complex multstep
process with many relted decision paths.

The Flowchart shown at the right is available within the Process Apyq
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 (UPS) 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 DeviationProcess.The
flowchart section for each of
those steps will be displayed in
larger, more readabldormat
within those sections.
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DeviationProcess; Process Roles

The major steps in the process are displayed in the Process Flowchart lshdded boxes. These major steps
are considered Primary Tasks in the procd3scisionsnade by those involved in the process act to progiess
to the next Stepor return it to a prior Sep.

The followingDeviationProcess Roleare associated with théeviationProces£0054andneed to be assigned
to the Users inSOLABS QM 1@ho will make the related decisions.

When SOLABS QM 10 Users are assigned a Process Rolattesirane then available on drajmwn lists to be
selected for theimssignedtepsin the process. The process will automatically notify them to Act On that
process step They will see the ta$tr that stepin the Process Section of their SOLABSIQMOME Page and
will also receive an email NotificationContact your SOLABS System Administratten any of theseéDeviation
Process Roles need to be assigned to additional Users.

PR_DEV_Committee_Notification:

This Process Role must be assigneithdae Users who should be notified at the followfiggpsin the Deviation
Process This is an optional Process Rdlbe related field can be selected as Yes, No or N/A.
T QA Assessment

PR_DEV_Lead_Investigator:

This Process Role must be assigned todhdsers who will be asked to perform the followBigpsin the
Deviation Process:

1 Investigation Plan

1 Extension Request

1 Investigation Execution

1 Additional Tasks

PR DEV QA _Approver

This Process Role must be assigned to thdsersfrom Qualitywho will be asked to perform the followin&teps
in the Deviation Process:

T QA Assessment

1 Extension Request Approval

1 QA Investigation Plan Approval

1 Final QA Assessment

PR DEVQA_Head

This Process Role must be assigned to those Users from Quality who will be asked to perform the lepwing
in the Deviation Process:
1 Head of Quality Final Approval
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Sarting the DeviationProcess

From the PROCESS Section in SOLABS QM 10, chad®m&tas from the Quick Access Process Menu.

PROCESS DOCUMENT TRAINING Process Menu

Start Process

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

Name: Deviation (DEV)
Flowchart: Open @
.v’

You will then be asked to Confirm this action, to m@&tatusfrom Not Startedto In ProcessAt this point a
Unique ID will be assigned to tieviationProcess.

Process > Start =

Status:  Nof Started
Logged in Audit Trail
Details
Name: Deviation Initiated by: solabssupport (Default Admin)
Date Initiated: 2018-02-19
-
Status: ‘In Process

Process Details

Unique ID: DEV-000001 Flowchart: Open

Current Process Tasks: Initiation and Immediate Action(s)

The firstStepon the Process Flowchamill now
be highlighted wherhe flowchartis opened. @

Initiation and Immediate Action(s)
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Step l:nitiation and Immediate Action(s)

At Step 1the userinitiating the
Deviationenters all therequired
informationinto the Process Tas
Form

As seen on the screen shot to tlf
right, there are many fields to be
completed by the initiator at this
step. This page provides some
general information on the
various types of fields

Some of the fields on thBrocess
TaskForm are editable text fields

or text areas. Others are single|-
item selecton drop-down lists or (

multi-item selecton fields. Fields
with an asterisk (*) are
mandatory.

The righthandRelated Items
menu allows the initiator td.ink
Documentsor Link Processesf
applicable. There are also
sections under the Procesask
Form section to initiate
Secondary Taskand to initiate
new Related Processeslnitiation
of a Document Control Process
not allowed at Step 1.

Refer to the separate document|"

SOLABS QM 10: Introduction ta
PROCESS Sectimn information
on use of heright-hand menus
since they are common to all
SOLABS QM Process APPs.

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

Page6 of 43
Process = Deviation = Initiation and Immediate Action(s) = Act on
Status:  In Process

Process Actions

Process Details i
hodify Wshu

Unique ID: DEV-000001 Flowehart: Open Modity Vslues

Rezazsign Tasks
Current Process Tasks: [nitation and Immediate Action(s)

Cancs

Get Link
Process Values X

Email Link

Process Tasks Muowe Out of Waiting
Mame: Initiation and Immediate Action(s)
Expand all Print all Act an
Initiztion and Immediats
L . - Actidf...]
 Process Task Form - 'nitiation and Immediate Action(s)

Deviation No.: Related ltems

DEN-000001

Tithe:

* Description of Deviation:

* Deviation Type:
— v ]

* Devistion Categony:
= 2

* GxP Classification:

" 1 GMP (Good Manufacturing Practices) -

1 PWG {Good Pharmacovigilance Practices) W

* Initiztion Type:

= 7]

* Site:

"' Site 1

1 Site2 i

* Is Material Aszociated with Deviation?:
— v ]

* Does this deviation impact disinibuted product?:
— v ]

* QA Approver

(= 2

Link Diocumsents

Related Information
Audit Tra

Summary Regart

Documentsor Link Processes

CAUTIONIf you navigate away from this page without clicking on eit®ebmitor Save Draftallentries will be
lost. © complete the informatiorafter the Save Drafoption, you careither choose theAct Onoption from the

At the bottom of the screen there is®ave Drafoption if all required fields
cannotbe completal at one timeor before using the righbhand menus td.ink

Process section of your HOME Page, or search for {RedcesPeviationandthen use the righthandActon
Menu to open the Pocess Task Form fields.
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TheDeviationNo. field will be automatically populated with the next avhieDeviationnumber.

Deviation No.:
DEV-000001

= Title:

Process Task Form - Initiation and Immediate Action(s)

TheTitle 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.

TheDescription ofDeviationfield is a

* Description of Deviation:

mandatorytext areafield (4000

characters}o provide information about

* Deviation Type:

the Deviation.

[ Unplanned

TheDeviationTypefield is a mandatory

i

* Deviation Type:

* Date Deviation Occurred:

Planned
Unplanned

* Deviation Typ/e/:

Flanned 4

* Date Deviation Discoverad:

* Immediate Action{s) Taken:

L 8] ce
. B8] ce

singleitem selection fieldo choose the
-] type of Deviation being initiated either
Plannedor Unplanned Dependirg on
the section, additional mandatory fields
will be displayed.

Planneddeviations require &ationaleand entry

* Rationale:

* Expiration Date:

. JE] ce

of anExpiration Date

Unplanneddeviations require entry dbate
DeviationOccurred Date Deviation Discovered
Immediate Action(s)Taken(a text area allowing

* Deviation Due Date:

2018-03-09 | Clazr

4000 charactersand aDeviation Due Date The
Deviation Due Datewill default to 30 days from
the initiation of theDeviation butcan be changed.

* Reason for Due Date Modification:

If it is changed, a mandatofyee-text field to enter

aReason for Du®ate Modificationis displayed.
AlLead Investigatofield will also be displayed for
Unplanned Deviations.

TheDeviation Categoryield is a mandatory field where the category of the Deviation can be seledtesh
singleitem selection fielgpopulaed by aneditable Custom Listf valuesmaintained by the SOLABS System
Administrator. If the valueOtheris selected, a field fd8pecify Deviation Categoiig required.

* Deviation Category: —

* Deviation Category:

)

* Specify Deviation C‘ftegory:

\Categnw 3

Category 1
Category 2

Other

|

Name: S0OL058 Deviation_Category_List Status: Active

Values : Category 1 Category 2 ; Category 3

/Jl
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* GxP Classification:

GCP (Good Clinical Pracfices)

GDP (Good Distribution Practices)
GLP (Good Lahoratory Practices)
GMP (Good Manufacturing Practices)

00000

PVG {Good Pharmacovigilance Praclices)

[Eelect all Deselect 3

Collapze

* Initiation Type:

')

Internal

* Site:

External

0O Site 1
@) Site 2

Expand

-
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TheGxP Classificatiofield is a mandatory
multi-item selecton field allowing for up to
five selections.

Thelnitiation Typefield is a mandatory
singleitem selectiorfield to choose either
Internal or External

TheSitefield is a mandatory mukitem
selecton field. It ispopulated by an
editable Custom Lismaintained by the
SOLABS System Administrator.

Name: SOL161_Site_List Status: Active

Values : Site 1; Site 2 ; Site 3

* Is Material Associated with Deviation? :

[No

)

* Is Material Associated with Deviation? :
Yes

")

* Molecule #:

Values :

Name: SOL106_Molecule_Number_List Status: Active

1:2:3

Values :

Name: SOL105_Molecule_Name_List Status: Active

Adimantium ; Vibranium ; Cadmium

* Formulation Description (Campaign Name):

Values :

MName: SOL021_Campaign_Name_List Status: Active

Campaign 1 ; Campaign 2 ; Campaign 3

7]

Material Descripfion (Excipients, Packaging Components):

Name: SOL092_Lot_Mumber_List Status:

Active

Values: Lot5 Lot6;Lot7
[Quick Text]
= Lot Number{s): * Lot Number(s):
l Lot5 X L
Additional Information: Lot 5
Lot6
Lot7

Thels Material Associated with
Deviation?field is a singlétem selection
field allowing forYesor No. IfYesis
selected, additionasingleitem selection
fields will be displayed for entry of
information regarding the material.The
values for tose fields are populated from
editable Custom Lists

1 The fields foMolecule #and Molecule
Nameinitially appear to both be
mandatory. However, when one is
filled in, the other becomes nen
mandatory.

1 Formulation Description (Campaign
Name)andMaterial Typeare
mandatory.

1 When aMaterial Typeis selected, the
mandatoryStrength/Doseand
Packagig Configuratiorfieldspicklists
will be populated with the appropriate
valuesavailablefor that Material Type
according to a clienspecific EDI list.

9 Material Description (Excipients,
Packaging Componentg)nd Additional
Information are non-mandatorytext
areasallowing 4000 and 8000
characters respectively

1 TheLot Number(sfield is mandatory.lt is an Autocomplete, Multiple, Delimited Valuessed on an
editable Custom ListStarting to type a number willrlmg up existing numbers that include those digits.

2 KSy
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* Does this deviation impact distributed product?:

[ —

d

The mandatory field foDoes this potentially impact distributed Product® a singlétem selection field allowing

for Yesor No.

Lead Investigator:

[—

]

* QA Approver:

[—

]

ThelLead Investigatofield is displayed when thBeviation Typeof Unplannedis selected. lis not a
mandatory field aStep 1 If it is not completed untbtep 2 the name selected &tep 2will then populate
the field atStep 1 Itis a singlitem selection fieldhat allows selection oblsers whaare assigned the

Process Rolef PR_DEV_Leathvestigator.

QA Approveris a mandatory field. It issingleitem selection fieldhat allowsselection ofUsers whaare
assignedhe Process Rolef PR DEV_QAApprover.

After the Process Task Forfields are completed,he sections foSecondary Taskand RelatedProcessegan
be completed. ThBocumentControl / Impacted Documentsection iggrayed outsinceit is notavailableat
Step 1 The righthandLink Documentsand Link Processeption are available to link existing documents

processesasRelated Items

Creating Secondary Tasks

The initiator of the Deviation Process can creaaeondary Taskbat will be associated with the Deviation.
These Secondary Tasks can be assigned to appropriate Users for activities required to support completion of tr

Deviation but that are not pamf the Primary Task®rocess workflow steps)

TheSecondary Tasg&ection 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, allowingwatherd in the review,
implementation and approval of thBeviationto assign additional Secondary Tasks.

After selectingSecondary Task, ladditional
fields will be displayed to define and assign
thattask. wS LI F OS G KS GSE(
M ¢  griappikopriateTitle for the task.

Secondary Tasks

™ Secondary Task 1

The appropriate taskypecan then be
chosen from a drojlown list. TypesTask
Pre-Dispositionand PostDispositionare
used in the Deviation Proces$he Step
number listed beside each Task Type below
indicates theStep by which it will need to be
completed, in order for the process to
progress.

9 Task Prefix = TASK Step4

1 PreDisposition Prefix = PREDIStep 6

9 PostDisposition Prefix = POSTDStep 7

February 2020

Remove
+ADD
Type:

[ Task

m

B

* Description:

Type:

Task

Fre-Disposition
Post-Disposition y

* Due Date:
1@
Criginator:

solabssupport (Default Admin)

* Assignee (Role):

Immediate Action
Corrective Action
Freventive Action

[ -

* Assignee (User):

[ -
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Enter aDescriptionand aDue Datefor the Task.

TheOriginator field will default to the User initiating thBeviationProcess and completirgtep 1

Both theAssigneqRole)and theAssignee (Useffjelds must be completed for thehosen User. The dragown

lists will bring up théActive 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
Deviationclosure. There is an Available Option fastprocess 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 biRoleg choose the appropriate Functional Role from the list. All UsersthéttRole will then
appear in theAssignee(Userirop-down list so that the appropriate person can be selected. To assigsdyy
choose the appropriate User from the list. Their Functional Role will then appearAssigmee (Rolejrop-
down list ard must be selected.

The+ADDbutton can be used to create additional Secondary Tasks. The Asdignéask Type = Taskill
receive email Notifications and see the View/Act On options for their Secondary Tastk#henlyhey are released
after confirmation ofStep 2- QA Assessment Task Types dre-Dispositionand PostDispositionwill be release
at later steps in the process\ll Secondary Taskare listed undeRelated Itemsat the bottom of the screet
anyDeviationStep. Until the Tasks are released, the status is listeBesding

Related ltems

Secondary Tasks

Name: Check Training Recor|...] Unique ID: Task-00000006 Due: 2018-02-28 Status: Pending View

Initiating a Related Process

To initiate a newSOLABS

QM 10 Procesfrom within

() * Available Processes: this Process, check the
----- i Available Processdsox.

Related Processes

The Available Processes

field is a Singktem
selection field populated
Related Processes with a list of theProcess

Apps deployedt your

(! [ Awvailable Processes: r) organization
_____ v

Related Processes
* |nitiator; Choose théProcess

[ """ @ * Available Processes: 'l Relationas either a
Dependent Proces@must
be completed before the

Frocess Relation:
® Dependent Process

| CAPA Deviationis closed), or a
O Related Process Change Control )'
Deviation RelatedProcess
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The mandatorynitiator to field is a Singktem selection field populated by the lisf all Active Uses. The
person chosen in this field will be the person who will be assi@ted 1of the procesdeing initiated. There is
also an optio to choosamyself, if you would like to initiate both processes concurrently as the initiatore Th
Deviationprocess wilthen be theParent Processf the new process being initiated.

If a Related Process was already initiated, separately fronDiation it can be
linked as &Related Itemusing the righthand menu option undeRelated Items In
this case, do not select the Available Processes box and instead usekhe

Related Items

Link Documents

Link Processes

Processesption.
Related ltems
Whether linking an existing Secondary Tasks
process or Initiating @& NeW ON{  ame: Check Training Recorl..] Unigue ID: Task-00000012 Due: 2018-03-15 Status: Pending e
the Related Processswill be Expand al
listed in theRelated Items R
elated Documents
SeCtIOf'] along Wlth any Mame: Baich Record No.: =empiy= Due: =empty= Status: Approved & Effeciive & Open | View
Secondary TaskandRelated Expand al
Documents whenDeviation
. . p Related Processes
Step lis Submittedand : =
. Unigue ID: CCR-000005 Date Initiated: 2018-02-21 Status: In Process View
Confirmed Current Process Task: Step 1 - Change Confrol Request
Expand all
Submitand Confirm _
Status: In Process

When all information has been entered
into the Process Task ForranyLinked
Documentsor Linked Processedsave
been addedanySecondary TasKsave
been created and any neRelated
Processediave been initiatedclick
Submitand thenConfirmto progress the
Deviationprocess tdStep 2¢ QA
Assessment

The Process Flowchart will highlight the
next step of the process and the person
chosen irStep las theQA Approvemwill
be listed. The&QA Approvemwill also
receive an email Notification and will see
the QAAssessmentask listed on their

Process Details

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

Unique ID: DEY-000001 Initiated by: solabssupport (Default Admin)

Date Closed :

=emply=

Day(s) opened: 14

Secondary Tasks Completion {%): 0 (0M1) Dependent Processes Completion (%) : 0 (0/0)

Current Process Tasks
QA Assessment

Currently with
afavell (Amanda Favell]

Flowchart: ©pen

Process Values

Procegs Tasks
: Initiation and Immediate Action(s) Last Confirmation Date: 2018-02-21 13:16:04
Naphe: QA Assessment

Expand all Print all

elated Items
SOLABS QM HOME Page.
- Secondary Tasks
Mhemm J eck Training Recor]...] Unique ID: Task-00000006 Due: 2018-02-28 Status: Pending View
Expand all
cuments
ch Record No.: =empty= Due: =empty>= Status: Approved & Effective X Open | View
! Expand all
* REel@ed Plocesses
Unigue ID: CCR-000005 Date Initiated: 2018-02-21 Status: In Process View
Current Process Task: Step 1 - Change Control Request
Expand all
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Step 2: QAAssessment

At this step in theDeviationProcess, th&€A Approverchosen at Step 1 will receive an email Notification
and will see th&QA Assessmerttsk listed in the Process section of their SOLABS QM HOME Page.

Amanda Favell

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: QA Assessment

Viewing a QAAssessmentask

If the QA Approver clicks on théew option to the right of the Process Tashkey can view the Process Details.

From theView screen, there arExpand albptionsfor the Process Valuegble and theRelated Itemdable (if
any were included at Step,lthat can be used to sefetailedinformation entered by thénitiator at Step 1.

Status: In Pro |

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

- - o _ Deviation No.: DEV-000010

Unigque 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 X)X, 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: 2015-03-08

Current Process Tasks Currently with Immediate Action(s) Taken: Segregate sections of batch associated with missed checks
QA Assessment afavell (Amanda Favell) Deviation Due Date:  2018-04-06

Deviation Category: Category 1

GxP Classification: GMP (Good Manufacturing Practices)
Initiation Type:  Internal

Site:  Site 1

Is Material Associated with Deviation?:  Yes

Molecule #: 1

Process Tasks Molecule Name:  Adimantium

Formulation Description (Campaign Name):  Campaign 1
Material Type: Type 1

Name: QA Assessment Sirenm!anse: ] Strer_lgthﬂ

Packaging Configuration: Package 1

Expand all- Print al| Material Description (Excipients, Packaging Components): Dasc 1

'\ Lot Number(s): Lot5

Additional Information:  N/A

Flowchart: open

Process Values

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

Related Items

Secondary Tasks
Sign-off by: solabssupport (Default Admmiag
Name: Check Training Recor...] Unique 1D: Task-00000012 Due: 2013-03-15 Status: Pending View

Name: QA Assessment
Expand all

empty>
Related Documents

Collapse all;” Print all

Name: Baich Record No.: =empty= Due: <empty= Status: Ap d & Effective & Ope

E=pand all

B -0Z2-21 Status: In Process View
ge Control Request

The Viem right of any liste®Related Item(Secondary Tasks, Related Documents, Related
Processeswould bring up thél'ask DetailsPocument Detailsor Process Detailscreens 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 Deviati®tocess The QA Assessment section of the Expanded Process Vallestab
<empty>at this point because the QA Approver has not yet Acted on this step in the process.

Related Processes

Unique ID: CCR-000005 Date Ini
Current Process Task:
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Acting on the QAAssessmentask

When theQA Approverclicks on theAct on
option to the right of the Process Task, the
will go immediately to the Act oscreen for
their QAAssessmentask.

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

TheProcess Taskorm includeseditable
text fields text areas singleitem selection
fieldsor multi-item selecton fields. Fields
with an asterisk (*) arenandatory.

The righthandRelated Iltemamenu allows
the QA Approveto Link Document®r Link
Processesif applicable. There are also
sections under the Process Task Form
section to initiatemore Secondary Tasks
and to initiate newRelated Processes

Initiation of a Document Control Process i - seision ca

I ]

not allowed at Stef2.

Refer to the separate documeSIOLABS

QM 10: Introduction to PROCESS Section| ===

for information on use of theight-hand
menussince they are common to all
SOLABS QM Process APPs.

There is &ave Drafpption at the bottom
if all the required fields cannot be
completed at one timer when using the
right-hand menu ta_ink Document®r Link
Processes

CAUTIONNavigating away from this page
without clicking on eitheGubmitor Save

Draft, will result in all entries being lost.
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Process = Devizion = QA Asseszment = Acton
Status:  In Process .
Process Actions
Process Details
Unigue ID: DEV-000010 Flowchart coen
Currant Process Tasks: OA Aszessmant
Process Values
Acton
ProcessTasks
Hama: Initiztion and knmediale Action(s) Last Confirmation Cate: 2016-03-06 12:34:44
Nama: @4 Aszazsmant Relzted ems

Exgand all  Print al

Process Task Form - QA Assessment

* Type of Asseszment

| ]

* Descripion aof the Assessment

I ]

]

I ]

deviation pracess

wialion process

e, -
5l

Related Information

To complete the information after the Save Draft option, choose either the Act On option from the Process

section of your HOME Page,s@arch for theDeviationProcess and then use the righand Act on Menu to

open the Process Task Form fields.
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* Lot Numiber{s}:

() Tes

é‘dc

|z Assessmeant Required?:

@ ves
O Mo

* Typ= of Assessment

|z Assessment Reguined?:

[—

* Diescription of the Assessment:

Name: SOL162_Assessment_Type_List Status: Active

Values :

General ; Validation ; Regulatory ; Risk ; Quality Assurance

+ADD

Example values
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ThelLot Number(s¥ield will be
displayed if thds Material Associated
with Deviation?section wasyesat Step
1. It will bepre-populated with any lot
numbers addedht that time. Additional
lot numbers can be addedStarting to
type a number will bring up existing
numbers that include those digits.

Is Assessment Requiredfust be
selected as eitheyesor No. IfYesis
selected, a group of mandatory fields
for Type of Assessmerand
Description of the Assessmenmtill be
displayed. If there is more than one
Type of Assessment required, th&DD
button will bring up anotheset of
fields.

Type of Assessmeris a singldtem selection field populated by values from edlitable Custom Listnaintained
by the SOLABS System Administrator.

TheDescription of the Assessmeffield can be completed with free textip to 8000 characters)r by using
Quick Texbptions populated fronan editable Custom Listaintained by the SOLABS System Administrator.

Critical Incident
Critical

Major

Minor

Mo Impact

\;Initial Deviation Classification:

J The mandatorynitial Deviation Classificatioffield is a singlétem selection fieldvith 5
options forclassifying the deviationf-orUnplanned Deviationsa selection ofritical
Incidentor Criticalwill require entry ofan Assigned Head of Qualitgt Step 6 and will

]

include an additional approv&ltep 7:Head of Quaity Final Approval

* |5 this a Recurring De

viafion?:

d

* Deviation #:

* !E\l’i ation #

Deviation Comments:

[DEV

DEV-000005

DEV-000010 -
DEV-000009 -
DEV-000008 -
- OPEN
DEV-000002 -

Missed Checks for Fill Violume for Pri
unplanned test 03/07/18 - CLOSED
Fix Test 03-07-18 - CLOSED

Fix Test 03-07-18 - OPEN

The mandatorys this a Recurring
Deviation?field is a singlétem
selection field withYesor No options

If Yesis selecteda group ofadditional
fields will appeato enter the Deviation
#and any optionaDeviation
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.

The chosen Deviation will then be listed un@Rlated Processedn theRelated Itemssection. If there is more
than one recurring deviation, theADDbutton can be used to bring up another group of fields.
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* Does this deviation impact distributed product?:

[ No

Does this deviation impact distributed product® aYesor No choice.

* Assigned QA Approver

[ afavell (Amanda Favell)

)

The mandatonAssigned QA Approvdreld will be prepopulated with theQA Approverchosen at Step 1 bus

editable.

* Lead Investigator:

Thelead Investigatofield

L

is mandatory at Step 2.

This field is a singiéem selection field populated with the names of Users who are assigned the process role
PR_DEV dad_Investigator This field was available at Step 1 but was not mandatoryl elié Investigator
was chosen at Step 1, the field will be fp@pulated with thatperson, but can be edited.

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

|s committee notification required?:

® Yes
O Neo
O NaA

* Committee Motification:

0O afavell (Amanda Favell)
O dvaquilar (Delfin Vagquilar)
0O jdavid (Jeff David)

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

(M) reamuel (Roger Samuel)

Select all Deselect all

The section fots committee natification requiredand the mandatory, muki
item selecton Committee Notificationfield is displayed, andefaults to a
selection ofYes if at least one User is assigned the process role
PR_DEV_Committee_Notification

The Users listed in theommittee Notificationsection are all Users who have the
process rollPR_DEV_Committe®otification assigned to them. One or more

can be selected and will then be notified when this Step in the Deviation Process is

submitted. The selection can be changedNty if no notifications are required.

If no Users are assigned the process rolBeRf DEV_Committee_Notificat, this
section defaults to a selection dbFA.

Before the finalQA Assessment Decisigs made, the QA approver can createy additionalSecondary Tasks
that may be required, cabhink DocumentsLink Processesr initiate aRelated Process

Caution Usethe Save Drafoption prior to using the righhand menus to linla document orprocess, or data
entered so far will be lost and have to be entered again.

QA Assessment Decisia@iSubmit and Confirm

When all information has been entered imetProcess Task Formand anySecondary Task&inked Documents
Linked Processesr newRelated Processdsave been added, th®A Assessment Decisios made ty the QA
Approver. There ardour available choices for th@A Assessment Decisipeome of with may not be enabled

in certain situations.

The option ofApproveg close deviation process greyed out ®
if Deviation Type = Unplannedas selected at Step 1.
However, that option is selected as the defanyiition when
Deviation Type = Planneand there are no Secondary Tasks.
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QA Assessment Decision:

Approve - continue deviation process
Approve - close deviation process
(O Return to initiator

() Reject

Comments:

[
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With a decisiorof Approvec close deviation processhe Deviation Process will move to the end and be at a
status ofCompleted If there are still outstanding Secondary Tasks, the following warning message will be
displayed below the decision fielf:2 YS aSO2y RI NE GFala KIFI@S 0SSy AyAil
released to their assignee.
The decisions dReturn to initiator and Rejectwill both change th&€ommentsfield to a mandatory field Return
to initiator will move Deviation Process back3tep 1when submitted. Rejectwill close the Deviation Process,
to a status ofCompletedwhen submitted.

A QA Assessment Decisiai Approvec continue deviation processvill progress the Deviation Process as
follows, depending on the selections made Eeviation Typeand forDeviation Classification

9 If Deviation Type = UnplannedndDeviation Classification = Major, Criticaf Ciitical incident, the process
moves toStep 3on confirmation.

1 If Deviation Type #JnplannedandDeviation Classification = Minasr No Impact the process moves to
Step 50n confirmation.

1 If Deviation Type = Plannedhe process moves t8tep 6on confirmation.
The decision of\pprovec continue deviation processvill also result in the following:

1 AllSecondary Tasksill be released to the Assignees. They will receive email Notifications and will see the
Tasks listd in the Task Section of their SOLABS QM Home Page.

1 Any newRelated Processdhat were initiated adDependentProcessesindwere at a status ofwaiting
Confirmation from Parent Processre now available to the Assignees to Act on.

TheProcess Flowdrt .

) i ) Process Details
will highlightthat step
Of the process The Name: Deviation Date Initiated: 2018-03-07 14:49:158
Process Deta"SCfeen Unique ID: DEV-000010 Initiated by: sclabssupport (Default Admin)
WI” dlsplay the Day(s) opened: 7 Date Closed : =empiy=
Current PrOCESS Task Secondary Tasks Completion (%): 0(0/1) Dependent Processes Completion (%) : 0 (0/0)
and WhO |t i@urrently Current Process Tasks Currepibesuith -

Investigation Plan jdavid

with. The assigned

Flowchart: ©pen X
Secondary Tasks Investigation Plan
Linked Documents and | process Values
Linked Processesill
be listed in the
Related Itemssection.

Process Tasks
Name: Initiation and Immediate Action{s) Last Confirmatio|

Name: QA Assessment Last Confirmation Date: 2018-03 1

Name: Investigation Plan *

Expand all Print all

Related Items

Secondary Tasks

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

Expand all
Related Documents
Name: Baich Record No.: =empty= Due: =empty= Status: Approved & Effective X Open | View
Name: InFrocess Controls for Checkwe[...] No.: =empty= Due: =empty= Status: X Open | View
Approved & Effective

Expand all
Related Processes
Unigue ID: CCR-000005 Date Initiated: 2018-02-21 Status: In Process View

Febl’uary 2020 Current Process Task: Step 1- Change Control Request
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Secondary Task Assignmerg#ssignee Actions
If there were anySecondary Taskassigned at Step or2, they are now released to Act on since the QA
Assessment step has been completed by the QA Approver.

Assignees of Secondary Tasksmedkive 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 choosegitiveoption 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 toggl|
to the DeviationProcesghat triggered the Task, since it is listed at the bottom of the screenRedated Item

The task Assignee has various opsiainder theiTask ActionandRelated Itemsgight-hand menus to help
manage completion of their task. Any actions they take will be visible to those acting on the Primary Task step:s
in the DeviationProcess if they choose to View a Secondary Task.
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