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Introduction

This document provides instructions on the use of the SOLABS QM10 Change Control Process APP
P0052 - by guiding you through each step in the process and providing information on the activities,
settings and options associated with each step.

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

e SOLABS QM10: Introduction to PROCESS Section

e SOLABS QM10: Notifications Guide

e SOLABS QM10 PROCESS Section: Parent/Child Process Relationships

Different steps in a process are assigned to different roles and/or users in the system. You take action on
the step assigned to you. For example, you may be assigned a Change Control Final Approval step in a
Change Control 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.

Detailed information on this process, including any available options that can be chosen by the client, are
available in the User Functional Design Specification (UFDS) document that comes with deployment of the
Process in your instance of SOLABS QM 10.
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The entire Change Control 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.

This document is organized into sections for each of the Steps in the Change Control Process. The flowchart

section for each of those steps will be displayed in larger, more readable format within those sections.

The Flowchart below is available within the
Process APP. As the process moves along, the

active step in that Flowchart is highlighted.

The Flowchart to the right is available as part the
User Functional Design Specification (UFDS)
document that is provided with the Process APP.

Step 1 - (hange Control Regquest

Step 4 - (hange (omtrol Interdepartmental Review

L

Step 6 - Waiting Phase Change Implementation

.
Step B - QA Comphetion Approval
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Change Control Process — Process Roles

Decisions made by those involved in the process act to progress the workflow to the next Step or return it to
a prior Step. The following Change Control Process Roles are associated with Change Control Process
P0052 and must be assigned to the Users in SOLABS QM10 who will make the related decisions and need to
receive email Notifications related to the ongoing process.

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

Contact your SOLABS System Administrator if any of these Change Control Process Roles need to be
assigned to additional Users. If these Process Roles are not assigned to any Users, the related process tasks
will instead go to Users who have the System Role assighnment of SOLABS Documentation Administrator. If
that role is not assigned, the process tasks would go to the SOLABS System Administrator.

PR_CCR_CCC:
This Process Role must be assigned to those Users who will need to Act on the following Primary Tasks:

e Step 3 — Change Control Coordinator Review
e Step 7 — Change Control Final Approval *

Users with this role assignment will receive email Notifications for the following events:

e Step 1is confirmed

An Approve decision is confirmed at Step 2

Step 8 is confirmed

e The process is cancelled

e All Secondary Tasks are completed (if available Option 5 is enabled)

PR_CCR_QAM:
This Process Role must be assigned to those Users who will need to Act on the following Primary Tasks:

e  Step 5- QA Approval to Change
e  Step 8 — QA Completion Approval *

Users with this role assignment will receive email Notifications for the following events:

e The process is cancelled
e All Secondary Tasks are completed (if available Option 5 is enabled)

* Refer to the UFDS for available Options to switch the assignees for Steps 7 and 8.

e Option 2 allows Step 7 to instead be assigned to all Users with the Role PR_CCR-QAM.
e Option 3 allows Step 8 to instead be assigned to all Users with the Role PR_CCR_CCC.
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Starting a Change Control 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 Change Control Process and click the blue START button.

Flowchart: Open

Name: Change Control (CCR)

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
Change Control Process.

The first Primary Task box on the Process

Flowchart will now be highlighted when it is
opened: Change Control Request.
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Process > Start >
Status: Nof Starfed

Logged in Audit Trail

Details

Name: Change Control Initiated by: administrator (Default Admin}

Date Initiated: 06-Feb-2018

Process > Change Control > Step 1 - Change Control Request > Act on

Status:_In Process
Process Details

Unique ID: CCR-000003 Flowchart: Open

Current Process Tasks: Step 1 - Change Control Reguest

Change Control Request
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Step 1 - Change Control Request
Frocess = Change Control = Step 1 - Change Control Request = Acton
At Step 1 the user initiating the Change Sala: WnProcess T ons
Control enters all the required information Process Details e
and metadata into the Process Task Form. Unlque IB: CCR 060003 Amhart. cpen
Currant Process Taske: Step 1 - Changs Control Requesi
As seen on the screen shot to the right, Process Values
there are many fields to be completed by Frocass Taaks
the initiator at this step. This page Mame: $tep 1- Changs Cantrol Requast
. . . Expand all  Frint al Act on
provides some general information on the
VariOUS typeS Of fleldS | Process Task Form - Step 1 - Change Control Request
Frarae Sani e o Related ltems

Some of the fields on the Process Task
Form are editable text fields or text areas. — |
Others are single-item selection fields or * Chunga Type

multi-item selection fields. Fields with an l a

Related Information

asterlsk (*) are mandato ry * Descriplion of Proposed Change:
Each of the fields in the Process Task

The right—hand Related Items menu allows Form will be more c|ear|y d|sp|ayed and
the initiator to Link Documents or Link T emm o] described starting on the next page.
Processes, if applicable. There are also
sections to initiate Secondary Tasks and /J
initiate new Related Processes, including a

* Propased Implementation Date:
Document Control Process. @

* Priarity:
Refer to the separate document SOLABS | v

QM10: Introduction to PROCESS Section
for information on use of the right-hand

v]

menus and Related Processes, since they Secondary Tasks
are common to all SOLABS QM Process O Secomdory Tak 1
APPs. e

E=3
At the very bottom of the screen there is a Related Processes
Save Draft option if you cannot complete all | - ..o mcenes

the required fields at one time or if you
need to use the right-hand menus to Link e
Documents or to Link Processes. [ ]

Diocument Control / Impacted Documents

Document Contral process required ™

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 Change control and then use the right-hand
Act on Menu to open the Process Task Form fields.
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Completing the Process Task Form:

This sub-section covers the information required for each field in the Process Task Form at Change
Control Process Step 1 - Change Control Request.

Change Control Request No.:
CCR-000003

* Title:
[ ]

The Change Control Request No. field will be automatically populated with the next available Change Control
process number. The Title field is mandatory. Choose a clear, concise and intuitive title for the Change Control
that will quickly communicate the subject. Titles will appear in Change Control Process Reports.

Change Type Options * Change Type:
(Chenge Tvpe ﬁ
[ _____ Process
Material/Supply
Supplier
The Change Type field is a mandatory field. It is set up as a Single-item selection Eg;’ﬁ?e”mnsvume"t
field of eleven high level Change Types plus a choice of “Other”. Utility
. . . . . Computer System
After selecting a Change Type, additional mandatory fields will be displayed for Support System
the chosen Change Type for entry of the related details. Where those ﬁuﬁl]iis:j System Documentation
Etho

additional fields are Single-item selection fields or Multi-item selection fields, Specification
the values are populated from editable Custom Lists configured and maintained Other
by your SOLABS System Administrator for your specific needs.

Depending on choices at that next level, there may be even more fields displayed.

 Process Type:
s * Process Type: * Process Type: * Process Type:
[ Manufacturing [ Packaging [ Other
Process Type | = Manufacturing Area Affectad: * Packaging Area Affected: * Specify Type of Process:
Process Type 2 [
Procass Type 3 [ [
Manufacturing
Packaging
| Other Values for Process Type 1, 2 and 3 are editable from a Custom List and will bring up no
additional next-level fields.
* Change Type:
Material/Supply 2

* Material Type. If the Material Type is selected as Other, a field will appear to enter

* Material Type: the Material Type Description.

Material Type 1 = Material Type:
* Material Code: Material Type 2
Material Type 3 [ Other
: : * Material Type Description:
* Material Name: [

]
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* Change Type:

Supplier

@ Yes
() MNo

Mew Supplier?:

O Yes
O No

* Supplier Details:

|

® Yes
() No

Mew Supplier?:

Will supplier replace an existing supplier?:

* 0ld Supplier Mame:

s6labs M
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[

* Mew Supplier Name:

Will supplier replace an existing supplier?:

() Yes
@ No

* Supplier Mame:

[

[

* Change Type:

Eguipment/insirument

MWew Equipment/instrument?:

() Yes
® No

* Current Equipment/instrument Number:

[

* Current Equipment/instrument Name:

[

New Equipmentinstrumeant?:

@ Yes
() Neo

Will equipmentinstrument replace existing equipment/instrument?;

() Yes
® nNo

* Equipment/Instrument Number:

[

* BEquipment/Instrument Name:

[

Will equipmentinstrument replace existing equipmentfinstrument?:

@ Yes
() No

* Replaced Eguipment/Instrument Number:

[

* Replaced Eguipment/Instrument Name:

[

* New Equipmentiinstrument Mumber:

* Change Type:

Facility

New Facility?:

() Yes
@ No

* Current Facility Mumber:

[

* Current Facility Name:

[

October 2022

MNew Facility ?:

@ Yes
() No
Will facility replace existing facility ?:
() Yes
@® No

* Facility Mumber:

[

[

* New Equipment/instrument Name:

[

Will facility replace existing facility ™
@ Yes
() MNo

* Replaced Facility Number:

* Replaced Facility Name:

* Facility Name:

[

[

* MNew Facility Mumber:

* MWew Facility Name:

[
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* Change Type:
({utility

MNew Utility?:
O Yas
@ Mo

* Current Uiility Number:

MNew Utility?:
@ Yes
() No

Will utility replace existing ufility?-

() Yes
@ No

Will utility replace existing ufility?:
@ Yas
O Mo

* Replaced Utility Number;

[

* Replaced Ufility Name:

Page 9 of 37

= Utility Number: [

* e . * Mew Ltility Number:
Current Utility Name: = Utility Name: [

[ [

* Mew Utility Name:

[

When the Change Type is Computer System, multiple Affected Systems can be

* Change Type:

[ Computer System included in the change, by using the +ADD button to bring up another group of

fields. A choice of Other brings up a field to Specify Systems.

= Affected Systems: Q
* Affected Systems: * Affected Systems: " )
[ """ * Affected Systems: [ Affected Systems:
_____ | Other
* System ID:
* System ID: System 1 I .
[ System 1 [ System 2 System 1D:
Remove System 2 System 3 [
System 3 o Other
+ADD Other * Specify Systems:
] +ADD
* Change Type: |
{ Support System Mew Support System?: |
@ Yes Will support system replace existing support system?:
MWew Support System?:
P y O No @ Yes
(O Yes
" Will support system replace existing support system? O No
o
O O Yes * Replaced Support System Number:
* Current Support Systern Number [

[ ® No

* Support System Number:

* Replaced Support System Name:

* Current Support System Mame: [ [

[

* Support System Name:

* New Support System Number:

| |

* New Support System Name:

* Change Type: | * Change Type: [

| Meathod

\ l Quality System Documentation \
| ]

There are no additional fields for these Change Types. If either Quality System Documentation or Method is
selected as the Change Type, you could initiate a related Document Control Process to provide that detail.
Refer to Page 13 for initiating a Document Control Process as a child process of the Change Control.

October 2022



’ * Change Type:
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* Change Type:

Qther

= Specification Typn_ Specification Type:

* Specify Type of Change:

Specification 1
Specification 2
Specification 3

General Information Fields

For any Change Type selected, the next fields on the Process Task Form are mandatory free-text fields to enter
the Description of Proposed Change and the Justification/Reason for Change. The Justification/Reason for

Change field has the option to be populated by Quick Text. Quick Text is an editable Custom List of
standardized phrases/terms that can be created as values for this field.

* Description of Proposed Change:

= Justification / Reason for Change:

[Qwick Text]

* Proposed Implementation Date:
l E | Claar

* Priority:

Priority 1
Priarity 2
| Priarity 3

* Proposed Implementation Date:

L E | Claar

Fobruary(2012_+] O
Su Mo Tu We Th Fr Sa

B | e[ o]
| | 2] s3] s] 5] we] o7

EREE

The mandatory Proposed Implementation
Date field can be populated from a
Calendar.

The mandatory Priority field is a Single-item
selection field populated by values from an
editable Custom List maintained by your
SOLABS System Administrator, with
terminology unique to your organization.

* Agreement of Change Assigned to:

[ administrator {Default Admin)

]

The mandatory Agreement of Change Assigned to field is a Single-item selection field fed by the Active User list
for your organization. It will default to the same person who is starting the process, but can be changed to any
other active users, such as the manager of the Initiator. The person chosen in this field will be the person who
will be assigned the next step in the Change Control Process: Step 2 — Agreement of Change.
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Creating Secondary Tasks

The initiator of the Change Control Process can create Secondary Tasks that will be associated with the Change
Control. These Secondary Tasks can be assigned to appropriate Users for activities required to support
completion of the Change Control but that are not part of the Primary Tasks.

The Secondary Task section is under the Process Task Form, but still on the Change Control Request screen.
This section is available at various Primary Task Steps of the Change Control Process, allowing others involved
in the review, implementation and approval of the Change Control to assign additional Secondary Tasks.

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

Secondary Tasks Replace the text “Secondary
Task 1” with an appropriate
® Secondary Task 1 Title for the task.
- The task Type can then be
+ADD chosen from a drop-down

e list of task types. Choose

(] [Secondar\; Task 1

Type:

[ Task

* Description:

* Due Date:
Originator:

administrator (Default Admin)

* Assignee (Role).

one that is associated with
this Change Control Process.

Enter a Description and a
Due Date for the Task.
Choose due dates
appropriate to ensure tasks
are completed in a time
frame that supports on time
Change Control completion.

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

The +ADD button can be
used to create additional
Secondary Tasks.

The Assignee (Role) and the Assignee (User) fields must be selected for the chosen person. The drop-down lists
will bring up the Active Roles list and the Active Users list. It is a good practice to let the assignee know that a
Secondary Task is being assigned to them and ensure they will be able to complete it a timeframe that supports
on time closure of the Change Control process.

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.
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The Assignees will receive email Notifications and see the View/Act On options for their Secondary Tasks only after
QA Approval to Change is completed at Step 5. Until then the Task status is Not Started. The Secondary Tasks
are listed under Related Items at the bottom of the screen for any Change Control Step.

Related Items

Secondary Tasks

Name: Create User Guide Unique ID: Task-00000001 Due: 2018-02-09 Status: Not Started View

Initiating a Related Process

Related Processes

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

() * Available Processes:

The Available Processes
field is a Single-item
selection field of any
Process APPs deployed
for your organization.

Related Processes

@ ° Available Processes:

[— Related Processes d

il Choose the Process
Initator Relation as either a
[ _____ A * Available Processes: q

Dependent Process (must
Process Relation: be completed before the
@® Dependent Process £ CAPA Change Control is closed),
(O Related Process Change Contral or a Related Process.
_ Deviation

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

The mandatory Initiator field is a Single-item selection field fed by the Active User list for your organization.
The person chosen in this field will be the person who will be assigned Step 1 of the process you are choosing to
initiate. There is also an option to choose myself, if you would like to initiate the Related Process yourself.

If a Related Process was already initiated, separately from this Change Control, 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 Documents

Link Processes option. |_Link Processes |

Related ltems

Whether linking an existing Related ltems
process or initiating a new

one, the Related Process will
be listed in the Related Name: Create User Guide Unique ID: Task-00000001 Due: 2018-02-09 Status: Not Started View

Secondary Tasks

Items section when CCR Step Expand all

1 is Submitted/Confirmed.
>

Related Processes

Unique ID: CAPA-000001 Date Initiated: 20158-02-07 Status: In Process View
Current Process Task: [nitiation and CAPA Definition
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Initiating a Document Control Process

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

0

Document Control Process Relation:

Document Control / Impacted Documents

Document Control process reguired?:

When the Yes option is selected, also choose whether it will be
a Dependent Process (must be completed before the Change

&) Dependent Process .
® Control is closed), or a Related Process.

(O Related Process

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

If the Change Type was selected as Quality System Documentation, the Yes option and a Process Relation of
Dependent Process will be pre-selected and will not be editable.

Related Items
If a Document Control Process was already initiated, separately from this Change

Control, it can be linked as a Related Item using the right-hand menu option under
Related Items. In this case, leave the above setting at the default of No.

Link Documents

Link Processes

When the Yes option is selected, Step 1 of the Document Control Process will be launched immediately upon

submission of Step 1 — Change Control Request, so that the person initiating the Change Control Process can also

concurrently initiate the Document Control Process. The Change Control Process will be considered the Parent

Process.

e the information from the Change Control Description of Proposed Change field will auto-populate the
Document Control Process Description of Change field, which will remain editable

e the information from the Change Control Justification / Reason for Change field will auto-populate the
Document Control Process Purpose of Change field, which will remain editable

e the information from the Change Control Proposed Implementation Date field will auto-populate the
Document Control Process Target Completion Date field, which will remain editable

Whether linking an existing Doc Related Items
Control Process or initiating a
new one, it will be listed in the
Related Items section when CCR
Step 1 is Submitted/Confirmed.

Related Processes
Unique ID: CAPA-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Initiation and CAPA Definition

. . Unique ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process View
Subm|t and Conf"‘m Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Secondary Tasks
Mame: Create User Guide Unique ID: Task-00000001 Due: 2018-02-09 Status: Mot Started View

Expand all

When all information has been entered in the Process Task Form, and any Secondary Tasks, Linked Documents,
Linked Processes, Related Processes or Document Control Processes have been added, click Submit and then
Confirm. This will progress the process to Step 2 — Agreement of Change. The Process Flowchart will highlight
the next step of the process and the person chosen in Step 1 in the Agreement of Change Assigned to field will
be listed. This person will also receive an email Notification and will see the Step 2 — Agreement of Change task
listed on their SOLABS QM10 HOME Page. Additionally, all users with PR_CCR_CCC role assignment will receive
an email Notification that a Change Control has been submitted and confirmed.
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Process Values

Process Tasks

Name: Step 1- Change Control Request Last Confirmation 1

Status: |n Procass
Process Details
Name: Change Control Date Initiated: 2018-02-07 16:33:52
Unique ID: CCR-000001 Initiated by: solabssupport (Default Admin)
Day(s) opened: 0 Date Closed : <empty=
Secondary Tasks Completion (%): 0 (0/1) Dependent Processes Completion (%) : 0 (0/0)
Current Process Tasks Currently with
Step 2 - Agreement of Change mpara
Flowchart: ©pen > Agreement of Change

Name: Step 2 - Agreement of Change

Related ltems

Secondary Tasks

Name: Create User Guide Unique |D: Task-00000001 Due: 2018-02-09 Status: Mot Started

Expand all Print all

View

Step 2 - Agreement of Change

At this step in the Change Control Process, the person chosen at Step 1 will receive an email Notification
and will see the Step 2 — Agreement of Change task listed in the Process section of their SOLABS QM 10

HOME Page.

Home > Views

PROCESSES

Marieann Param

Received this week [ last week

Unique ID: CCR-000001 Date Initiated: 2018-02-07 Status: In Process
Current Process Task: Step 2 - Agreement of Change

View | Act on

October 2022



Viewing an Agreement of Change Task
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If the User clicks on
the View option to
the right of the
Process Task on their
HOME Page, they
will get the same
screen shown on the

previous page.

Process Values
Process Tasks
Change Control Request No.:

Title:
Change Type:

Affected Systems: Other
System ID:  SOLABS QM 10
Specify Systems:

From that View
screen, there are
Expand all options
under the Process
Values table and the
Related Items table,
that can be used to
see more detail on
the information
entered by the

Proposed Implementation Date:
Priority:  Priority 1

Sign-off by:

Description of Proposed Change:
Justification / Reason for Change:

Agreement of Change Assigned to:

Name: Step 1- Change Control Request Last Confirmation Date: 20138-02-07 18:16:23

CCR-000001

Update Change Control APP
Computer Systam

SOLABS QM - Process APP P0052 added to Sandbox

Add P0052
QuickTextValua 1
2015-02-09

solabssupport (Default Admin)

solabssupport {Default Admin)

Name: Step 2 - Agreement of Change

Expand all Print all

initiator at Step 1.

They can also click on the View option to the right of any individual Related Items (Secondary Tasks, Linked
Documents, Linked Processes) to go to those Task Details, Document Details or Process Details screens.

Related Items

Secondary Tasks

CCR-000001 Preview View

Name: Create User Guide

Description: Create User Guide for Change Control Process
Originator: solabssupport (Default Admin)

Assignee (Role): FCT_QMS Administrator

Assignee (User): gdixson (Gretchen Dixson)

Main Related Process:

Name: Create User Guide Unique ID: Task-00000001 Due: 2018-02-

09 Status: Not Started View

Task Details
Name: Create User Guide
Type: Task Unique ID: Task-00000001

Description: Create User Guide for Change Control Process

Reference Date:

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

In this example, clicking on View for the Secondary
Task listed in CCR-000001 brings up the Task
Details screen for that assigned Task.

CCR-000001 is listed as a Related Item for that
Task. To get back to CCR-000001, the User can
click on the View option. This makes it easy to
toggle between the Process and any Related Items.

October 2022

Location: Root'CCR-000001 Process Task Group\Step 1 - Change Control Request Task Group
Estimated Start Day Offset: N/A Estimated End Day Offset: N/A
Estimated Start Date: NiA Estimated End Date: 2018-02-09
Start Date: N/A End Date: N/A
Status: Mot Started

Comments:

Task Ownership
QOriginator: solabssupport (Default Admin)
Assignee (Role): FCT_QMS Administrator

Assignee (User): gdixson {Gretchen Dixson)

Related ltems

Main Related Process

Unigue ID: CCR-000001 Date Initiated: 2018-02-07 Status:
Current Process Task: Step 2 - Agreement of Change

In Process




Acting on the Agreement of Change Task

When the assigned User clicks on the Act on
option to the right of the Process Task, they will
go immediately to the Act on screen for their
Agreement of Change task.

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

As seen on the screen shot to the right, there are
a number of fields to be completed by the
assigned User at this step.

As with Step 1, there are different field types on
the Process Task Form, including date fields,
Single-item selection fields and free text
fields/areas. Fields with an asterisk (*) are
mandatory.

The right-hand Related Items menu allows the
initiator to Link Documents or Link Processes, if
applicable. There are also sections to initiate
Secondary Tasks and initiate new Related
Processes, including a Document Control
Process.

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

Use the Save Draft option at the bottom if you
cannot complete all the required fields at one

time.

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, choose
either the Act On option from the Process
section of your HOME Page, or search for the
Change Control and use the right-hand Act on
Menu to open the Process Task Form fields.

October 2022
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Marieann Param

Home > Views

PROCESSES

Received this week / last week

Unique ID: CCR-000001 Date Initiated: 2012-02-07 Status: [n Process
Current Process Task: Step 2 - Agreement of Change

Procace Aotionc
Procass Detalls

Ursgue I GRS Fowchert

Currest 'roceds Ieabe: Sl C - Sotesmend of Chancs

Procass Valuss

I'recwas Db
Rumsc Sip 1 - Chsngs Coninl Mol Last Comrmston Ueis: 201802007 18162

Hure Zbep I - Agreement o Change Aot om

Process Tagk Form - Step 2 - Agresment of Change
Firiaind itamc

Rriaind Informaticn

¥

Each of the fields in the

Process Task Form will be

displayed and described in

more detail starting on the

Sacondary Tasks

i Lk
acll Admn

Cocument Control § impacted Decumeants




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

Control Process Step 2: Agreement of Change.

Proposed Implementation Date:

() No

* Type of Assessment:

* Description of the Assessment:

General
Validation
Reqgulatory

EXAMPLE
4

|

T

February (2018 v) O gy, Proposed Implementation Date field will be pre-

Is Assessment Required? is a
Yes/No option.

Gozoe || o Su Mo Tu We Tn Fr Sa | populated with the date proposed by the Initiator at
i aar .
I Step 1, but can be edited.
| 2] 1] 4] 15 o] ]
Is Assessment Required?: 23 24
O Yag E =

If Yes is selected, a field group
including mandtory Type of
Assessment and Description
of the Assessment fields are
displayed. The +ADD button
will bring up another field
group, so that information for
more than one Type of
Assessment can be entered.

The Type of Assessment field is a Single-item selection field that can be populated from an editable shared

Custom List of Assessment Types used by your organization. ‘Name: SOL162_Assessment_Type_List

Reviewing Secondary Tasks and Related Processes

Related Items

Secondary Tasks
Mame: Create User Guide Unique ID: Task-00000001 Due: 2013-02-09 Status: Mot Started

Related Processes

Unique ID: CAFPA-000001 Date Initiated: 2018-02-07 Status: In Process
Current Process Task: Initiation and CAPA Definition

Unique ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process
Current Process Task: Change Reguest for Creation, Review or Withdrawal of Document

View

Expand all

View

Wiew

Expand all

Before making the final
Agreement of Change
Decision, the assigned User
should also review the
Related Items, by using the
available Expand all and
View options.

Secondary Tasks

Due Date: 2018-02-08 Type: Task
Criginator: solabssupport (Default Admin)

Modify Remove

also enabled at Step 2.

October 2022

There are Modify or Remove options for the existing Secondary Tasks.
Additional Secondary Tasks can be created using the +ADD option.

Lzl dxar 2l s The User acting on Step 2 can also Link Documents or Link Processes
using the right-hand Related Items menu. The options to initiate a
new Related Process or initiate a new Document Control Process are



Submit and Confirm the Agreement of Change Decision
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After reviewing all information from Step 1,
completing all required fields in the Process Task (O Approve

Form, reviewing any Secondary Tasks and @ Return to initiator with comments for modification

reviewing any Related Processes or Doc Control O Reject
Process, the assigned User for Step 2 will make
the Agreement of Change Decision. There are
three available options: Approve, Return to
initiator with comments for modification or
Reject.

* Comments:

Agreement of Change Decision:

Agreement of Change Decision:
(O Approve

O Return to initiator with comments for modification

@ Reject

* Comments:

The Comments field will be mandatory for a choice of either Return to initiator with comments for modification

or Reject.

e A choice of Return to initiator with comments for modification will send the Change Control process back
to Step 1 — Change Control Request so that the Initiator can address the comments.

e A choice of Reject will END the Change Control process.

e A choice of Approve will progress the process to Step 3 — Change Control Coordinator Review. It will be
assigned to all Users who have the Process Role PR_CCR_CCC assigned. (Note: if PR_CCR_CCC is not
assigned to any users, the Step will be assigned to anyone who has the SOLABS Documentation

Administrator role assignment).

Process Details

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.

Name: Change Control Date Initiated: 2013-02-07 16:33:52

Unique 1D: CCR-000001 Initiated by: solabssupport (Default Admin)
Day(s) opened: 1 Date Closed : <empfy=

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

Step 3 - Change Control Coordinator Review dvaquil

Process Values

Process Tasks
Name: Step 1- Change Control Requast Last Confirmation
Mame: Step 2 - Agreement of Change Last Confirmation D4

Name: Step 3 - Change Control Coordinator Review

Flowchart: Open Change Control Coordinator Review

Related Items

Secondary Tasks
Name: Create User Guide Unique ID: Task-00000001 Due: 2018-02-05 Status: Mot Started

Expand all Print all

WView

Expand all
Related Processes
Unique ID: CAPA-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Initiation and CAPA Definition
Unique ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Expand all

October 2022




Step 3 - Change Control Coordinator
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Review

At this step in the Change
Control Process, all users Home > Views
with the process role PROCESSES

Kevin Heather

PR_CCR_CCC assigned to
them, will receive an email

Received this week | last week

Unique ID: CCR-000001 Date Initiated: 2018-02-07 Status: In Process

Notiﬁcation. Current Process Task: Step 3 - Change Control Coordinator Review

View | Acton

They will see the Step 3 — Change Control Coordinator Review task listed in the Process section of their SOLABS
QM10 HOME Page. Any one of them can act on the task.

As the Change Control Process progresses from Step to Step, the information from each step is added to the
Process Values table so that it is available for those acting on later steps to review. If the process goes back to a
previous step at any point, and then progresses again, all that detail will be captured as well. If Secondary
Tasks, Related Documents or Related Processes are added along the way, they will be added to the Related

Items section.

As mentioned previously, with each Primary Task assignment, Users can use the View option from their HOME
Page to see the Process Details screen, to Expand the Process Values table for additional details and to toggle
back and forth between the Process and any Related Items.

Acting on the Change Control Coordinato

When a Change Control Coordinator Review
assignee clicks on the Act on option to the right of
the Process Task, they will go immediately to the
Act on screen for Step 3 — Change Control
Coordinator Review.

As described previously, the person can use the
Expand all option under the Process Values table to
see all information entered at Steps 1 and 2 of the
process. They can also review all Related Items.

The options to Link Documents, Link Processes,
Review/Modify/Remove/Add Secondary Tasks and
initiate additional Related Processes or Document
Control Processes are enabled at Step 3 as well.

The Implementation Status field is not editable. It
will display On Time if today’s date is on or before
the Proposed Implementation Date and Overdue if
that date has passed. In that case a field to enter a
Follow-Up Date is enabled.

Implementstion Status:

On Time

Process > Change Clatrol > Step 3 - Change Control Coordinator Review = Acton

Status:  In Frocess
Process Details View
Unique ID: ©CR-000001 Flowchart e

Current Process Tasks: Step 3 - Change Control Coordinator Review

Process Values

Process Tasks Move Out of Waitin

Name: Step 1 - Change Control Request  Last Confirmation Date: 2018-02-07 18:15:22
Name: Step 2 - Agreement of Change  Last Confirmation Date: 2018-02-08 11:42:35
Name: Step 3 - Change Control Coordinator Review

Related ltems

Process Task Form - Step 3 - Change Control Coordinator Review oo

Implementation Status:
On Time

* Agproval to Procesd Interdeparimental Assignment:
Filter by:

() Deparment

Audit Trail

Available sub-fitters:

‘ Summ;

ments

Related Information

ary Repart

These fields will be
displayed more clearly
displayed and described
starting on the next page.

CCR Review Decision:
® fpprove

(O Retum to initistor with comments for modification

() Return to manager

Comments:

October 2022




= Approval o Proceed Interdeparimental Assignment:
Filter by:

™ Active users

() Department

Available sub-fitars:

Available:

1 dwaguilar {Delfin \iaguilar)
1 gdiceson (Gretchen Dixson)
1 jdawid (Jeff David)

1 jmana [Jereny Maria)

1 kheather (Kevin Heather)

Awailable:

A dwaquilar {Delfin Wagquilar)

1 gdieson (Gretchen Dixson)

Assigned:

= jdanad [Jeff David)
(™ jmana (Jeremy Maria)

1 khesather (HKavin Heather)

s6labs (M
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The Change Control Coordinator will
use the Approval to Proceed
Interdepartmental Assignment section
to assign appropriate interdepartmental
approvals for the change being
proposed. At least one person must be
selected.

If the Filter by is selected as Active
users, the Available section will
display a list of all Active Users.

If the Filter by is selected as
Department, the Available sub-
filters section will display a list of all
Active Departments. When one or
more departments are selected, the
Available section will display only
the Users who are assigned the
Security Roles for those
departments.

Select the appropriate people and then click on the +ADD button to add those Users to the Assigned section.
When a CCR Review Decision of Approved is Submitted and Confirmed for Step 3, this will be the list of Users
who will receive a Notification to Act on Step 4 — Change Control Interdepartmental Review.

As with previous steps, the User acting on Step 3 can Link Documents or Link Processes using the right-
hand Related Items menu. The options to initiate new Secondary Tasks, Related Processes or a Document
Control Process are also enabled at Step 3.

CCR Review Decision:
® cprove

() Return o iniistor with comments for modification

() Returnio manager
i CCR Review Decision:

Comments:

@ Return fo intistor with o
() Retumn to manager

* Comments:

O Approve

CCR Review Decision:

() Approve

() Return fo initiator with commnents for medification

@ Return to manager

* Comments:

When the Change Control
Coordinator is ready, the CCR
Review Decision is made. There are
three available options.

The Comments field will be
mandatory for choices of Return to
initiator with comments for
modification or Return to manager.

e A choice of Return to initiator with comments for modification will send the Change Control process back
to Step 1 — Change Control Request so that the Initiator can address the comments.

e A choice of Return to manager will send the Change Control process back to Step 2.

e A choice of Approve will progress the process to Step 4 — Change Control Interdepartmental Review. It will
be assigned to the Users selected at Step 3.
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Name:
Name:
Name:
Name:

Name:

Name: Change Control

Unique ID: CCR-000001

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

Current Process Tasks Currenthyadth
Step 4 - Change Control Interdepartmental Rev[._] dvaquila
Step 4 - Change Control Interdepartmental Rev]...] jdavid (J

Flowchart: open

Process Values

Process Tasks

Process Details

Day(s) opened; 1 Date Closed : =empiy=

Date Initiated: 2018-02-07 16:33:52

Initiated by: solabssupport (Default Admin)

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

s6labs M
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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.

v

Step 1 - Change Control Request Last Confirmation [

Change Control Interdepartmental Review_N

Step 2 - Agreement of Change Last Confirmation Date; 2018-02-08 11:42:35

Step 3 - Change Control Coordinator Review  Last Confirmation Date: 2018-02-08 16:19:13

Step 4 - Change Control Interdepartmental Review_1

Step 4 - Change Control Interdepartmental Review_2

Related ltems

Expand all Print all

Secondary Tasks
Name: Create User Guide Unique 1D:; Task-00000001 Due: 2013-02-09 Status: Mot Started View
Expand all
Related Processes
Unique ID: CAPA-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: [nitiation and CAPA Definition
Unigque ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Change Request for Creation, Review or Withdrawal of Document
Expand all

Step 4 - Change Control Interdepartmental Review

At this step in the Change Control Process, the person(s) selected at Step 3 for Interdepartmental Review, will
receive an email Notification and will see the Step 4 — Change Control Interdepartmental Review task listed in
the Process section of their SOLABS QM10 HOME Page. Each person selected will need to Act on that task. In
this example there were two people assigned the task, so the numbers _1 and _2 will appear after the task
name to differentiate those tasks.

Home = Views

PROCESSES

Jeff David

Received this week / last week

Unique ID: CCR-000001 Date Initiated: 2018-02-07 Status: In Process
Current Process Task: Step 4 - Change Control Interdeparimental Review_2

View | Acton

October 2022



Values table so that it is available for those acting on later steps to review.
Documents or Related Processes are added along the way, they will be added to the Related Items

section.

s6labs (M
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Again, as the Change Control Process progresses from Step to Step, each step is added to the Process

If Secondary Tasks, Related

As mentioned previously, with each Primary Task assignment, Users can use the View option from their
HOME Page to see the Process Details screen, to Expand the Process Values table for additional details
and to toggle back and forth between the Process and any Related Items.

Acting on the Change Control Inter

When a Change Control Interdepartmental
Review assignee clicks on the Act on option
to the right of the Process Task, they will go
immediately to the Act on screen for Step 4
— Change Control Interdepartmental
Review.

As described previously, the person can use
the Expand all option under the Process
Values table to see all information entered
at Steps 1 - 3 of the process. They can also
review all Related Items.

The options to Link Documents, Link
Processes, Review/Modify/Remove/Add
Secondary Tasks and initiate additional
Related Processes or Document Control
Processes are enabled at Step 4 as well.

Process > Change Control> Step 4 - Change Control Interdepartmental Review_2 = Act on

Statues==Til Process

Process Details

Unique ID: CCR-000001 Flowchart: open

Current Process Tasks: Step 4 - Change Control Interdepartmental Review_1; Step 4 - Change Control
Interdepartmental Review_2

Process Values

Process Tasks

Name: Step 1- Change Control Request Last Confirmation Date: 2018-02-07 18:16:23

Name: Step 2 - Agreement of Change Last Confirmation Date: 2018-02-08 11:42:35

Name: Step 3 - Change Control Coordinator Review Last Confirmation Date: 2018-02-08 16:19:13
Name: Step 4 - Change Control Interdepartmental Review_1

Name: Step 4 - Change Control Interdepartmental Review_2

Expand all Print all

Process Task Form - Step 4 - Change Control Interdepartmental Review_2

Implementation Status:
On Time

CCR Interdepartmental Approval Decision:
@® Approve
(O Retum to change control review with comments

Comments

)

Jeff David

Process Actions
View

Get Link

Email Link

Move Qut of Waiting

Act on

Step 4 - Change
Control Interd[...]
Related ltems

Link Documents
Link Processes
Maodify Description

Remaove Links

Related Information

Summary Report

The Implementation Status field is not editable. It will display On Time if today’s date is on or before the
Proposed Implementation Date and Overdue if that date has passed. In that case a field to enter a Follow-Up

Date is enabled.

At this step in the Change Control process, the Interdepartmental Reviewers will review all the information that
has been entered so far, add any additional Secondary Tasks, Related Documents, Related Processes or
Document Control Processes, and then make their CCR Interdepartmental Approval Decision.

There are just two choices for that decision:

e A choice of Return to change control review with comments will require mandatory Comments. After all
assigned people have acted on this step, the process will then go back to Step 3 — Change Control
Coordinator Review so that the Change Control Coordinator can address the comments.

e A CCR Interdepartmental Approval Decision of Approve will progress the process to Step 5 — QA Approval
to Change. It will be assigned to any Users who have the Process Role PR_CCR_QAM assigned. (Note: if
PR_CCR_QAM is not assigned to any users, the Step will be assigned to anyone who has the SOLABS
Documentation Administrator role assignment).
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Process Details The Process Flowchart will
o highlight the next step of the

Mame: Change Control Date Initiated; 2018-02-07 16:33:52 R

process. The Process Details
Unigue ID; CCR-000001 Initiated by: solabssupport (Default Admin) . .

screen will display the Current
Day(s) opened:; 1 Date Closed : =empiy= Process Task and WhO it is
Secondary Tasks Completion {%2); 0 (0/1) Dependent Processes Completion (%) : 0 {0/} Currently With
Current Process Tasks Currently with
Step 5 - QA Approval to Change jdavid (Jg

Flowchart: ooen QA Approval to Change

Process Values

Process Tasks

Mame: Step 2 - Agreement of Change Last Confirmation Datg

Name: Step 1- Change Control Request Last Confirmation D l

Name: Step 3 - Change Control Coordinator Review Last Confirmation Date: 2018-02-08 16:19:13
Name: Step 4 - Change Control Interdepartmental Revie... Last Confirmation Date: 2018-02-08 17.01:36
Mame: Step 4 - Change Conirol Interdepartmental Revie... Last Confirmation Date: 2013-02-08 17.00:49
Name: Step 5 - QA Approval to Change

Expand all Print all

Related Items

Secondary Tasks

Name: Create User Guide Unique ID: Task-00000001 Due: 2018-02-09 Status: Not Started View
Expand all

Related Processes

Unigue ID: CAPA-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Initiation and CAPA Definition

Unigue ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Expand all

Step 5 - QA Approval to Change

At this step in the Change Control Process, the person(s) with the process role PR_CCR_QAM assigned to
them, will receive an email Notification and will see the Step 5 — QA Approval to Change task listed in
the Process section of their SOLABS QM10 HOME Page. Any one of them can act on the task.

Jeremy Maria
Home = Views
PROCESSES
Received this week / last week
Unigue ID: CCR-000001 Date Initiated: 2018-02-07 Status: In Process view | Act on
Current Process Task: Step 5 - QA Approval to Change

As mentioned previously, with each Primary Task assignment, Users can use the View option from their
HOME Page to see the Process Details screen, to Expand the Process Values table for additional details
and to toggle back and forth between the Process and any Related Items.
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Acting on the QA Approval to Change Task

When a 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 Step 5 - QA Approval to Change task.

As described previously, the
person can use the Expand all
option under the Process Values
table to see all information
entered at Steps 1 - 4 of the
process. They can also review all
Related Items.

The options to Link Documents,
Link Processes,
Review/Modify/Remove or Add
Secondary Tasks and initiate
additional Related Processes or
Document Control Processes are
enabled at Step 5 as well.

The Implementation Status field
is not editable. It will display On
Time if today’s date is on or
before the Proposed
Implementation Date and
Overdue if that date has passed.
In that case a field to enter a
Follow-Up Date is enabled.

Process = Change Control= Step 5 - QA Approval to Change = Act on

Status:  In Process

Process Details

Unique ID: CCR-000001 Flowchart: open

Current Process Tasks: Step 5 - QA Approval to Change

Process Values

Process Tasks

Name: Siep 1- Change Control Reguest Last Confirmation Date: 2018-02-07 18.16.23

Name: Step 2 - Agreement of Change Last Confirmation Date: 2018-02-08 11:42:35

Name: Step 3 - Change Control Coordinator Review Last Confirmation Date: 2018-02-08 16:19:13
Name: Step 4 - Change Control Interdepartmental Revie... Last Confirmation Date: 2018-02-08 17:01:36
Name: Step 4 - Change Control Interdepartmental Revie..  Last Confirmation Date: 2018-02-08 17:00:49
Name: Step 5 - QA Approval to Change

Expand all Print all

Process Task Form - Step 5 - QA Approval to Change

Implementation Status:
On Time

Final Change Approval Decision:

@ Approve

O Return to change control review with comments
O Reject

Comments:

)

Jeremy Maria

Process Actions
View

Get Link

Email Link

Move Out of Waiting

Acton

Step 5 - QA Approval fo
Change

Related Items

Link Documents
Link Processes
Maodify Description

Remove Links

Related Information

Summary Report

At this step in the Change Control process, the QA Approver will review all the information that has been
entered so far, add any additional Secondary Tasks, Related Documents, Related Processes or Document Control
Processes, and then make their Final Change Approval Decision.

There are three choices for that decision:

e A choice of Return to change control review with comments will require mandatory Comments. After this
decision is submitted, the process will then go back to Step 3 — Change Control Coordinator Review so that
the Change Control Coordinator can address the comments.

e A choice of Reject will require mandatory Comments. The Document Control / Impacted Documents
section will become disabled so that no additional Document Control Process can be added. Any in-process
Document Control Processes that are in a Waiting phase will move out of Waiting. After this decision is
submitted, the Change Control process will close.

e A Final Change Approval Decision of Approve will progress the process to Step 6 — Waiting Phase Change
Implementation. At this point all Secondary Tasks will be released for assignees to Act on.
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All assignees of Secondary Tasks will receive email Notifications and see those activities listed in the TASKS
section of their SOLABS QM10 HOME Page. They will be able to Act on those tasks to progress the status from
Not Started.

TASKS

Due this week [ last week

Name: Create User Guide Unigue 1D: Task-00000001 Due: 2013-02-09 Status: Mot Started View | Acton

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 — N/A since the process is now in a Waiting Phase while Users
complete their assigned Secondary Tasks.

Process Details

Name: Change Control Date Initiated: 2018-02-07 16:33:52

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

Day(s) opened:; 2 Date Closed : =smpiy=

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

Current Process Tasks Currently with

Step 6 - Waiting Phase Change Implementation MiA l

Flowchart: Gpen r Waiting Phase Change Implementation I

Process Values

Process Tasks
Name: Step 1 - Change Control Request Last Confirmation Date: 2018-02-07 18:16:23
Name: Siep 2 - Agreement of Change Last Confirmation Date: 2018-02-08 11:42:35
Name: Siep 3 - Change Control Coordinator Review Last Confirmation Date: 2018-02-08 16:19:13
Name: Step 4 - Change Control Interdepartmental Revie...  Last Confirmation Date: 2018-02-08 17:01:36
Name: Siep 4 - Change Control Interdepartmental Revie... Last Confirmation Date: 2018-02-08 17:00:49
Name: Siep 5 - QA Approval to Change Last Confirmation Date: 2018-02-09 10:10:13

Expand all Print all

Related ltems

Secondary Tasks
Name: Create User Guide Unique I1D: Task-00000001 Due: 2018-02-09 Status: Mot Started Wiew
Expand all

Related Processes

Unique ID: CAPA-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Initiation and CAPA Definition

Unique ID; DOC-000001 Date Initiated: 20158-02-07 Status: In Process View
Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Expand all
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Step 6 — Waiting Phase Change Implementation

Any Secondary Tasks are now released to Act on since the Change Control Process has been approved
by QA. Step 1 of any Related Processes initiated from within the Change Control were assigned to the
selected User at the time of assignment and can be progressed concurrently. Any that were set with
Process Relation of Dependent, will need to be completed during this Waiting Phase.

Viewing a 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 Change Control Process that triggered the Task, since it is listed at the bottom
of the screen as a Related Item.

TASKS

Due this week / last week

Mame: Create User Guide Unique ID: Task-00000001 Due: 2018-02-09 Status: Mot Started View) | Acton

Gretchen Dixson

| Task = View
Task Details Task Actions
Mame: Create User Guide View
Act
Type: Task Unique ID: Task-D0000001 ehen

Modify
Description: Create User Guide for Change Control Process o
Return to Originator

Reference Date: 2018-02-09

Get Link
Location: Roof\CCR-000001 Process Task Group\Step 1 - Change Control Request Task Group Email Link
Estimated Start Day Offset; 0 Estimated End Day Offset: 0
Estimated Start Date: 2018-02-09 Estimated End Date: 2018-02-09 D
Start Date: N/A End Date: MN/A Link Documents

Status: Mot Started Link Processes

Modify Description

Comments: .
Remove Links

Task Ownershi
P Related Information

Originator: solabssupport (Default Admin) sudit Trail
fal

Assignee (Role): FCT_CQMS Administrator

Assignee (User): gdixson (Gretchen Dixson)

Related Items

Main Related Process

Unique ID: CCR-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Step 7 - Change Conirol Final Approval

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.

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.

s6labs (M
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| Tagk = Acton
Task Details
Mame:
‘ferify data set requirements with Statistician
Type: Unigue ID
Pre-Implementation v PRE-00000008
Diescription
Ensure additional data is sufficient for increased siatistical analysis requirements.

Reference Dafe

Estimated End Date offsat

4] o

Ezfimated Start Date Ezfimafed End Dafe
27-Jul-2017 il ZB-Jul-201T i
Stz Dale: End Diate:
1= I
Stahes:

® Not Stared

() InProgress

() Pending

() Completed

Retumn to Originator

Comments:

Task Ownership
Ciriginator:

usarl (Usar 1)

Azzignes (Role

FCT_Role 1

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.

Link Documents
Link Processes
Modify Description

Remaowve Links

Related ltems  [==¢
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The Change Control Process will move to Step 7 — Change Control Final Approval when one of the following
conditions are met:

e The Proposed Implementation Date is reached.
o Any Next Follow-Up Date is reached

o Setting a Next Follow-Up Date is an option at Step 7 where the Proposed Implementation Date is
showing a status of Overdue.

e All Secondary Tasks and Dependent Processes reach a status of Completed or are Cancelled.
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 — any Users who are assigned the Process Role of
PR_CCR_CCC.

NOTE: If UFDS Option 2 is enabled, this step instead goes to Users who are assigned the Process Role of
PR_CCR_QAM.

Process Details

Name: Change Control Date Initiated: 2018-02-07 16:33:52

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

Day(s) opened:; 2 Date Closed ;. =empiy=

Secondary Tasks Completion (%): 100 {1/1) Dependent Processes Completion (%) : 0 (0/0)
Current Process Tasks Currently with

Step 7 - Change Confrol Final Approval ,—ﬂ&mumﬂdh_qaummmhmguu—
Flowchart: open ——uw | Change Control Final Approval

Process Values

Process Tasks
Name: Step 1 - Change Control Request
Name: Siep 2 - Agreement of Change L

Name: Step 3 - Change Control Coordinafor Heview Last Confirmation Date: 2073-02-08 T6:19:13
Name: Step 4 - Change Control Interdepartmental Revie... Last Confirmation Date: 2018-02-08 17:01:36
Name: Siep 4 - Change Control Interdeparimental Revie... Last Confirmation Date: 2018-02-08 17:00:49
Name: Step 5 - QA Approval to Change Last Confirmation Date: 2018-02-09 10:10:13
Name: Step 7 - Change Control Final Approval

Expand all Print all

Related Items

Secondary Tasks
Name: Create User Guide Unigue ID: Task-00000001 Due: 2018-02-09 Status: Completed View
Expand all

Related Processes

Unique ID: CAFA-D00001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Initiation and CAPA Definifion

Unique ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Change Request for Creation, Review or Withdrawal of Document

Expand all

October 2022



s6labs M

Page 29 of 37

Step 7 - Change Control Final Approval

At this step in the Change Control Process, the person(s) with the process role PR_CCR_CCC assigned to
them, will receive an email Notification and will see the Step 7 — Change Control Final Approval task
listed in the Process section of their SOLABS QM10 HOME Page. Any one of them can act on the task.

Jeff David
Home = Views
PROCESSES
Received this week / last week
Unique ID: CCR-000001 Date Initiated: 2018-02-07 Status: In Process View | Acton
Current Process Task: Step 7 - Change Confrol Final Approval

As mentioned previously, with each Primary Task assignment, Users can use the View option from their
HOME Page to see the Process Details screen, to Expand the Process Values table for additional details
and to toggle back and forth between the Process and any Related ltems.

Acting on the Change Control Final Approval Task

When an 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 Step 7 — Change Control Final
Approval task.

They have fields on the Process Task Form
that they need to complete regarding the
Implementation of the Change Control.
See next page for details on these fields.

At this point the options to initiate more
Secondary Tasks or Document Control
Processes are disabled. A new Related
Process can still be initiated, and the Link
Documents and Link Processes options on
the Related Items menu are still possible.

The Save Draft option can be used if the
required fields cannot all be completed at
the same time, or if some Tasks are not yet
complete (due to the process moving to this
step because the Proposed Implementation
Date or a Follow-Up Date were reached).

October 2022

Frocess = Change Control> Step 7 - Change Control Final Approval = Act on

statua:
Process Details
Unigue ID: CCR-000001 Flowchart: Ogan

Currant Process Taska: Step 7 - Change Control Final Aporova

Process Values

Procaes Tagks

Hame: =3 ontral Request  Last Confirmation Dabe: 2018-02-0

Hame: Lapt Confrmation Dete: 20980204 2:35

Name: rator Raview  Laet Confirmation Date: 2018-02-08 16:18:13
Name: alal Revie..  Last Confirmation Date: 2016-02-08
Name: nial Revie...  Laet Confirmation Date: 2016-02-08 1700
Nama: St A Agproval io Chenpe  Last Confirmation Date: 2018-02-09 10:10:13

Name: Step 7 - Change Contral Final Approval

Expand =

Process Actions

Print al
Related Information

Process Task Form - Steg

ion Status:

mplementation Compleied as De:

-, e

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

O Mo

Change Control Final Approval Decision
@ Aaprave - change implementalion completed
() Follow-up needed

* Final Implementation Comments:

Secondary Tasks

5 Type: Task
port (Default Admin}

Related Processes

0 * Availabk: Processes.

Document Control / Impacted Documents
Document Conlral process required?:
Y=

Mo
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Implementation Stalus: As with other steps, the Implementation Status field is not enabled
On Time and will reflect a status of On Time or Overdue.
Implementation Complsted as Described? The Implementation Completed as Described? field is a Yes or No
@ ‘ves selection.
) Mo
i e e [ The Change Control Final Approval Decision section of the
O Approve - change implementafion completed Process Task Form includes a mandatory Final
() Follow-up needed Implementation Comments field for either decision.

* Final Implementation Comments:

If a decision of Follow-up needed is selected, there is also a
requirement to enter a Next Follow-Up Date.

@ Foliow-up needed

* Mext Follow-Up Date:

C 13| cem

e Adecision of Follow-up needed will send the Change Control process back to Step 6 — Waiting Phase
Change Implementation when it is submitted.

o Entry of the Next Follow-Up Date is required and the following message will be displayed, since usually
follow-up at this stage is due to Secondary Tasks not being complete yet:

Please put Secondary Task to in Progress Status before confirming this step.

o Inthis scenario, when the Secondary Tasks are complete, or when the Next Follow-Up Date is reached,
the process will again progress to Step 7 — Change Control Final Approval.

e A decision of Approve — change implementation completed will progress the Change Control
process to Step 8 — QA Completion Approval. If there are still Secondary Tasks that are not
complete, the following non-blocking message will be displayed:

There are secondary Tasks that are not completed. If you confirm, these secondary tasks will not
be monitored anymore. If required, you can send the process back for monitoring these
secondary tasks by selecting decision ‘Follow-up needed’.
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Process Details

Name: Change Control Date Initiated: 2013-02-07 15:33:32

Unigque ID: CCR-000001 Initiated by: sclabssupport (Defaull Admin)
Day(s) opened: 2 Date Closed @ =emply=

Secondary Tasks Completion (%) 100 (1/1) Dependent Processes Completion (%) : 0 (WD)
Current Process Tasks Currently with

Step & - QA Completion Approval dvaquilar {Delfin Vaquilar); kheather (KI...
Flowchart: Tpzr

Process Values

Process Tasks
Name:
Name:
Name:
Name:
Name:
Name:
Name:

Name:

Related Itams

Secondary Tasks
Name: Create User Guide Unique ID: Task-00000001 Due: 2018-02-09 Status: Compleied View
Expand all
Related Processes
Unique ID: CAPA-D00001 Date Initiated: 2015-02-07 Status: In Process View
Current Process Task: Inifiation and CAPA Definifion
Unigue ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Process View
Current Process Task: Change Request for Creafion, Review or Withdrawal of Document
Expand all
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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
—any Users who are
assigned the Process Role
of PR_CCR_QAM.

QA Completion Approval

Step 1 - Change Confrol Request Last Confirmation Date: 2015
Step 2 - Agreement of Change Last Confirmation Date: 2015-03 END

Step 3 - Change Control Coordinator Review Last Confirmation (D] CHed = e £ 0 - Sy
Step 4 - Change Confrol Inferdeparimental Revie... Last Confirmation Date: 2015-02-08 17:01:36
Step 4 - Change Control Interdeparimental Revie...  Last Confirmation Date: 2013-02-08 17:00:49
Step 5 - QA Approval to Change  Last Confirmation Date: 2015-02-09 10:10:13
Step 7 - Change Conirol Final Approval Last Confirmation Date: 2018-02-09 14:22:40
Step & - QA Completion Approval

Expand all Print all

Step 8 — QA Completion Approval

At this step in the Change Control Process, the person(s) with the process role PR_CCR_CCC assigned to

them, will receive an email Notification and will see the Step 8 — QA Completion Approval — (Additional
QA Completion Approval) task listed in the Process section of their SOLABS QM 10 HOME Page. Any one
of them can act on the task.

Home = Views

PROCESSES

Delfin Vagquilar

Received this week / last week

Unique ID: CCR-000001 Date Initiated: 2015-02-07 Status: In Process W
Current Process Task: Siep & - QA Completion Approval - (Addifional QA Completion Approval)

fiew | Acton
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As mentioned previously, with each Primary Task assignment, Users can use the View option from their
HOME Page to see the Process Details screen, to Expand the Process Values table for additional details

and to toggle back and forth between the Process and any Related ltems.

Acting on the QA Completion Approval Task

When a User clicks on the Act on
option to the right of the Process
Task, they will go immediately to the
Act on screen for their Step 8 — QA
Completion Approval task.

At this point the options to initiate
more Secondary Tasks or Document
Control Processes are disabled. A
new Related Process can still be
initiated, and the Link Documents
and Link Processes options on the
Related Items menu are still
possible.

The only field at this stage is an
optional field for QA Review
Comments.

When this Step is Submitted and
Confirmed, the Change Control
Process will END, and be at a status
of Completed.

Unique ID: CCR-000001 Flowchart: Open

Current Process Tasks: Step 8 - &4 Completion Approvs] - {(Additional @& Completion Approval)

Process Values

Process. - Change Conirol =~
Step 204 Complefion Approval - (Additional G Completion Approval) = Act on

Di=fin Waquilar

Status: In Proczsz  Process Actions

Process Details

Process Tasks
Mame: Stz 1 - Change Control Request  Last Confirmation Date: 2013-02-07 18:15:22
Mame: Stzp 2 - Agreement of Change  Last Confirmation Date: 2018-02-08 11:42:35

Mame: Steg 3 - Changs Centrol Coordinator Review  Last Confirmation Date: 2018-02-D8 18:12:13

Mame: Stzp 4 - Change Control Interdepanmental Revis. Last Confirmation Date: 2018-02-08 17:01:38
Mamie: Step 4 - Change Control Interdeparrenns=! Smen 1 mrk MnmFirmnabine Pi~éa- 9018-02-08 17:00:48
Mame: Step 5 - 0A Approval to Change  Last Confirmation Date: 2018-02-09 10010:13

Mame: Steg 7 - Change Control Final Approval  Last Confirmation Date: 2018-02-00 14:22:40

Mame: Step & - QA Completion Appraval - (Additional @A Completi

Expand al Print 3

Process Task Form - Step § - QA Completion Approval - (Additional QA Complel...]

Implementation Status:

On Time

QA Review Comments:

All users with the PR_CCR_CCC role -
assignment will receive an email Secondary Tasks
NOtification. Create User Guide
Due Date: 2018-02-09  Type: Task
Orriginator: solsbssupport {Default Admin)
Status: Completed |
Process Details
Name: Change Centro Date Initiated: 2012-02-07 15:33:52
Unigue ID: CCR D1 Initiated by: solabssupport (Default Admin) v
Day(s) opened: 2 Date Closed @ 2013-02-09 14:40:22
SBecondary Tasks Completion (%): 100 (1/1) Dependent Processes Completion (%) : 0 (0/3)
Current Pracess Tasks Currentty with
[T A k
Flowchart: Open
TET
M
If any Related Processes were not set as Related Items
Dependent, they may still be In Process, Secondary Tasks
and WI” be rEfleCtEd as SUCh Under Mame: Creatz User Guide Unigue [D: Task-00000001 Due: 2018-02-08 Status: Completed low
Expand all
Related Items.
Related Processes
Unique |D: CARA-000001 Date Initiated: 2012-02-07 Status: In Process 18w
Current Process Task: Initistion and CAPA Definfion
October 2022 Uniqus ID: DOC-000001 Date Initiated: 2018-02-07 Status: In Frocess -
Current Process Task: Change Regquest for Crestion, Review or Withdrawal of Document
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Viewing Details for a Completed Change Control Process
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Users are able to search for and view processes at any stage, using the Navigation tab in the PROCESS

Section of SOLABS QM10.

Using the Process Values Table

Process Tasks can be viewed by using the Expand all or Print all options at the bottom of the Process Values
table. An individual Process Task can be expanded by clicking on it within the Process Values table.

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

Related Processes

Unique [D: CARA-000001 Date Initiated: 2072-02-07 Status: In Frocess
Current Process Task: [nitiation and CAPA Definition

Unigue |D: 02Z-000001 Date Initiated: 2018-02-07 Status: In Process

Current Process Task: Change Request for Creation, Review or Withdrawal of Document

ext to it
Related ltems Details
Secondary Tasks [P
Mame: Creats User Guide Unigue ID: Task-00000001 Due: 2018-02-00 Status: Completsd e |[ O Fre00000
Ered: 2

Expand all
Tasks Completion (%): 0000}
poess Tasks

pd CAPA Definition

law
Open

L
Values

Creating a Summary Report

Under the right-hand Related Information menu, click
on the Summary Report option. Select the desired
Print Out Options and then click on Generate Report.

Process Tasks

Name: Initiation and CAPA Definition

Related ltems

Linked in the Following Processes

Current Process Task: (A

Status:

In Proce

Date Initiated: 2018-02-07 18:30:11

Initiated by: solabssupport (Default Admin)

Date Closed : =ampfys

Dependent Pracesses Completion (%) @ 0 (0/0)

Currently with
solabssupport (Diefault Admin)

Expand all  Print all

Unique ID: CCR-000001 Date Initiated: 2013-02-07 Status: Completed Taw

Expand all

55

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.

Process Details

Mame: Change Control
Unique ID: CCR-000001
Day(s) opened: 0

Current Process Tasks

October 2022

Secondary Tasks Completion {%):

NAA
Flowchart: cpen
Print Qut Options
Frocess Details
() Process Values Table — Step 1 Cnly
Process Values Table — All Steps
@@ Process Secondary Tasks
() Dependent Processes

Process Relationships (Other Related Items)

Status: Completed

www.vitahealth.ca

CCR-000001

Name: Change Control

Unique ID: CCR-000001

Day(s) opened: 2

Secondary Tasks Completion (%): 100 (1/1)
Current Process Tasks:

N/A

100 (1/1)

Process Values

LOGO

Date Initiated: 2018-02-07 16:33:52

Initiated by: solabssupport (Default Admin)
Date Closed : 2018-02-09 14:40:22

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

N/A

Change Control Request No.: CCR-000001
Title: Update Change Control APP
Change Type: Computer System
Affected Systems: Other

System ID: SOLABS QM 10
Specify S,
Description of Proposed Change;
Justification / Reason for Ch:
Proposed ImplementatiopASate: 2018-02-09
Priority: Priority |
Agreement of C|
Sign-off by:s

ssupport (Default Admin)

Name:Step | - Change Control Request Last Confirmation Date:2018-02-07 18:16:23

ystems: SOLABS QM - Procgs€’APP P0052 added to Sandbox

¢: QuickTextValue 1

Ze Assigned to: solabssupport (Default Admin)

Proposed Implementation Date: 2018-02-09

Is Assessment Required?: Yes

Type of Assessment: Reg
an

ulatory

Vme:Step 2 - Agreement of Change Last Confirmation Date:2018-02-08 11:42:35

Generate Repuit
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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.

There you will find all the details for every step of the Change Control 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 = CCR-000001 = Audit Trail

Process Mame: CCR-000001

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

Date: 2018-02-09 14:40:22

Role: FCT_Validation Supervisor

Wsername (Full Mame): dvaguilar (Delfin Vaguilar)

Reason for Change: MA&

Action Details: Task Performed Print
Process Task Name: Step 3 - QA Completion Approval - (& dditianal MA Camnlatinn Arnneawalt

Date: 2012-02-09 14:40:21

Role: FCT_Validation Supervisor

Username (Full Mame): dvagquilar (Delfin Vaguilar)

Reason for Change: MN/&

Action Details: Task Performed Print
Process Task Mame: Step 7 - Change Control Final Approval

Date: 2018-02-09 14:22:48

Role: FCT_\alidation Manager

Username (Full Mame): jdavid (Jeff David)

Reason for Change: MN/&

Action Details: Task Performed Print
Process Task Name: Stzp 5 - QA Approval to Change

Date: 2018-02-08 10:10:13

Role: FCT_QA Specialist

Username (Full Mame): jmaris (Jeremy Maria)

Reason for Change: N&

Action Details: Task Performed Print
Process Task Mame: Step 4 - Change Control Interdeparmental Review_1

Date: 2018-02-08 17:01:38

Role: FCT_\alidation Supervisor

Wsername (Full Mame): dvaguilar (Delfin WVaguilar)

Reason for Change: MA

Action Details: Task Performed Print
Process Task Mame: Step 4 - Change Control Interdepartmental Review 2

Date: 2018-02-08 17:00:48

Role: FCT_\alidation Manager

UWsername (Full Mame): jdavid (Jeff David)

Reason for Change: MN/&

Action Details: Task Performed Print
Process Task Mame: Step 3 - Change Control Coordinator Review

Date: 2015-02-08 16:18:13

Role: FCT_Quality Systems Manager

Username (Full Mame): kheather (Kevin Heather)

Reason for Change: N&

Action Details: Task Performed Print
Process Task Name: Step 2 - Agreement of Change

Date: 2018-02-08 11:42:25

Role: FCT_IT Manager

Wsername (Full Name}: mparam (Marieann Param)

Reason for Change: MN&

Action Details: Process Task Reassigned Print
Process Task Mame: Step 2 - Agreement of Change

Date: 2018-02-07 18:33:08

Role: MNA

Username (Full Name): solabssupport (Default Admin)

Reason for Change: reassign for user guide

Action Details: Task Performed Print
Process Task Name: Step 1- Change Control Reguest

Date: 2018-02-07 18:16:23

Role: MA&

Wsername (Full Name): solabssupport [Default Admin)

Reason for Change: MN/&

Action Details: Process Started Print
Process Task Name: N/&

Date: 2018-02-07 18:33:52

Role: MNA

Username (Full Name): solabssupport [Default Admin)

Reason for Change: N&

Expand all Print all Wiew 1
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Change Control Process Notifications

The Notifications available with the Off-the-Shelf Change Control Process APP PO052 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 QM 10 Notifications are available in the SOLABS Knowledge Base in a
document titled SOLABS QM10: Notifications Guide.

Included Notifications

o When Step 1 is confirmed, the following email notification is sent.

TO: All users with PR_CCR_CCC role assignment

SUBJECT: SOLABS QM / Process / For Information: Process No. [UniquelD] was initiated.
BODY: Please note that a Change Control Process was initiated.

CCR #: [Unique ID]

Change Type: [Step 1 Change Type]

Description of Proposed Change: [Step 1 Description of Proposed Change]

lustification / Reason for Change: [Step 1 Justification / Reason for Change]

Proposed Implementation Date: [Step 1 Proposed Implementation Date]

o If Approve is selected for Agreement of Change Decision at Step 2 the following email notification
is sent on confirmation of Step 2.

TO: All users with PR_CCR_CCC role assignment

SUBJECT: SOLABS QM / Process / For Information: [username] has approved Process No. [UniquelD]
BODY: Please note that [username] has approved the following Change Control Process.

CCR #: [Unique ID]

Change Type: [Step 1 Change Type]

Description of Proposed Change: [Step 1 Description of Proposed Change]

Justification / Reason for Change: [Step 1 Justification / Reason for Change]

Proposed Implementation Date: [Step 2 Proposed Implementation Date]

e If Return to initiator with comments for modification is selected for CCR Review Decision at Step 3,
the following email notification is sent on confirmation of Step 3.

TO: User that was chosen at Step 1 for Step 2: Agreement of Change and then confirmed that step.
SUBJECT: SOLABS QM / Process / For Information: Change Control Coordinator has returned
Process No. [UniquelD] to initiator.
BODY: Please note that Change Control Coordinator has evaluated the following CCR Process
and returned the process to initiator for modification.
CCR #: [Unique ID]
Change Type: [Step 1 Change Type]
Description of Proposed Change: [Step 1 Description of Proposed Change]
Justification / Reason for Change: [Step 1 Justification / Reason for Change]
Proposed Implementation Date: [Step 2 Proposed Implementation Date]
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o If Approve is selected for Final Change Approval Decision at Step 5, the following email notification
is sent on confirmation of Step 5.

TO: Initiator of Step 1
SUBJECT: SOLABS QM / Process / For Information: QA has approved Process No. [UniquelD].

BODY: Please note that QA has approved the following Change Control Process.
CCR #: [Unique ID]

Change Type: [Step 1 Change Type]

Description of Proposed Change: [Step 1 Description of Proposed Change]
Justification / Reason for Change: [Step 1 Justification / Reason for Change]
Proposed Implementation Date: [Step 2 Proposed Implementation Date]

e On confirmation of Step 8 the following email notification is sent.
TO: Initiator of Step 1, all users with PR_CR_CCC role assignment and Step 4 (Interdepartmental
Review) approvers
SUBJECT: SOLABS QM / Process / For Information: QA has approved Process No. [UniquelD] and
the process is now CLOSED.
BODY: Please note that QA has approved the following Change Control Process and the process
is now CLOSED.
CCR #: [Unique ID]
Change Type: [Step 1 Change Type]
Description of Proposed Change: [Step 1 Description of Proposed Change]
Justification / Reason for Change: [Step 1 Justification / Reason for Change]
Proposed Implementation Date: [Step 2 Proposed Implementation Date]

e If the process is Cancelled, the following email notification is sent.
TO: Step 2 Assignee; all users with PR_CCR_CCC and PR_CCR_QAM role assignments and all Step
4 approvers (in the event the process is cancelled after confirmation of that step)
SUBJECT: SOLABS QM / Process / For Information: [UniquelD] has been CANCELLED and is now
CLOSED.

BODY: Please note this Change Control Process has been CANCELLED and is now CLOSED.
CCR #:[Unique ID]

Reason for Change: [Cancellation Reason for Change]

Additional Notifications available as Options

e QOption #4 adds a Notification when Secondary Tasks are overdue.

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 CCR-XXXXXX is overdue.
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Option #5 adds a Notification when all Secondary Tasks are completed.

TO: All users with PR_CCR_QAM and PR_CCR_CCC role assignments

SUBIJECT: All Secondary Tasks are completed for CCR-XXXXXX

BODY: CCR#: [Unique ID]
Change Type: [Step 1 Change Type]
Description of Proposed Change: [Step 1 Description of Proposed Change]
Justification / Reason for Change: [Step 1 Justification / Reason for Change]
Proposed Implementation Date: [Step 2 Proposed Implementation Date]

October 2022



