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Purpose of this Guide

This guide is intended for managers who perform-ttagay activities in th6&6OLABS QM PROCHS3CUMENT
and TRAININGections but who will not be using the advanced administration features in each section. These
day-to-day activities may include:

9 Acting on an assignderocesdask, such as review or approval of a Change Control Process step
i Participating in a document review or approval cycle
1 Monitoring the training status of your employeesperformingSecondConfirmation for their training
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ThePROCESS Sectigfows you to monitor complex process workflows and to perform required reviews or

approvals during those process workflows.

Steps in a Process are assigned to different roles and/or users in the system. You take abgostemas it is

assigned to you, and cautilize Process Reports toonitor your employees as they act on steps that may be

assigned to them.

For example, you may be assignediavestigation Executiorstep in aDeviationProcess

Act on a Process Step

When you are assignea process task you will see it listed in the center pane of g@ItABS QM Honlage in
the PROCESSE&tion.  You will also receive an eniNotification that includes a link to the process task.

Unique ID: DEV-000011 Date Initiated: 21-Jun-2018 Status: In Process
Current Process Task: Investigation Execution

View

A

W Act

n

To access the assigned process task, clickthenlink from your home page viewr click the link provided in
the email Notification This will bring you to the Act onscreen for your assigned procdask.

Process > Deviation > Investigation Execution = Act on

Process Details

Unique ID: DEV-000011 Flowchart: ©pen

Current Process Tasks: Investigation Execution

Process Values

Process Tasks
Name:
Name: QA Assessment Last Confirmation Date: 16-Aug-2018 12:21:23
Name: Investigation Plan Last Confirmation Date: 07-Sep-2018 15:08:07
Name: QA Investigation Plan Approval Last Confirmation Date: 07-Jun-2019 13:45:13

MName: Investigation Execution

Process Task Form - Investigation Execution

* Investigation Details:

Status: In Process

Initiation and Immediate Action(s) Last Confirmation Date: 10-Aug-2018 13:20:24

Expand all Print all

* Identify Probable Root Cause(s):

[Quick Text]

* Root Cause Categories:

Process Actions
View

Get Link

Email Link

Move Cut of Waiting

Act on

Investigation Execution

Related Items

Link Documents
Link Processes
Modify Description

Remaove Links

Related Information

Summary Report
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From theProcess Details e ct i on of the scr een FlesMharttaseetybuetask Open”
within the context of the entire workflow.

IntheProcessValuesect i on of the screen you can click on t
feedback provided by users who took actions before you during the process.

TheProcess Task Foreection of the screen is where you will be able to provideryoput to the process. |If
you have filled in some information but need to come back and complete the remaining information later, select
Save Drafto be sure all the information that yolsavesubmitted will be saved.

Depending on the Process, you may also have options t&addndary Tasksr to initiate another Process, as
either aRelated Processr aDependent ProcessThese will be displayed &elated Itemdor others to see in
later steps.

Using the righthandmenus, you cahink Document®r Link (existing)Processes These will also be visible in
the Related Items section of the screen.

When you have finished filling in all the required information, seSadimit, review yourentriesand then click
on Confim.

E-Signature required

On theConfirmscreen, enter youtJsername
and yourPassword in the&Signature required [ RF‘;'T — }
box andthen clickConfirmagainto complete = ®

the task * Username
[bgreen ]

An electronic signature is the legally binding || ........q
equivalent to a handwritten signature. (0 ]

Electronic signature is the legally binding equivalent to a handwritten signature.

Re-Assigninga Proess Step

Your privilegesnayallow you to reassigra Procesdask that ha been assigned only to youTo have this

privilege, your System Administrator must have assignedittteOn & Reassigpermission level to youlf this

is the case, you will seeReassign Taskaptionin the right-handProcess Actionmenu. If you need to reassign

a process task and do not see that option available to you, contact your SOLABS System Administrator who wil
have access to make angcessanadjustments to permission levels

Process > Deviation > Investigation Execution > Act on

Status: InProcess  Process Actions

i Figag
Process Details View

Reassign Tasks
Unique ID: DEV-000011 Flowchart: ©pen Gat Link

Current Process Tasks: Investigation Execution Email Link

Choosing this option brings up the Task Assignments screen. All previous tasks will be grayed out. In the
section for your task, reassign the task by selecting a different Role and/or User usidrggkdewn
lists.
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Task Assignments

Initiation and Immediate Action(s)

QA Assessment

Investigation FPlan

QA Investigation Plan Approval

Investigation Execution

* Assignee (Role):

any
* Assignee (User):

e M—— T
Reszeign fo myself

* Assignee (Role):

any

* Assignee (User):
mturner (Marilyn Turner)

AN
Reszzign fo myself

* Assignee (Role):
any
* Assignee (User):

bareen (Bonnie Green

aseion to myeelf
Reszzign yEelf

* Assignee (Role):
any

* Assignes (User):
miurmer (Marilyn Turner)
Reasgign tom

s A
to myself

* Assignes (Role):

gdixson (Gretchen Dixson)

NOTEYou can only
reassign tasks that have
been assigned to you.

ClickSubmitand you will
then be directed to the
v Confirmscreen. You will
be required to provide a
Reason for Change
signoff using your-e

= signature and then
Confirmthe changes.

You are then taken back
to the Process Viewpage
for the current step of the
process.

[ any

* Assignes (User):

[ bgreen (Bonnie Green)

Rezszsign to myself

Creating and Assigning a Secondary Task

From theAct onscreen for your step of the process, you may have the ability to cieatendary Tasksndto

assign those tasks toRble and/or a specifit/ser in the system.

In the Secondary Tasksection of screen, you will see the list of any Secondary Taskslalceeated for the

Process. Click theADDbutton to create a new Secondary Task.

Review historical trends

Originator: pgaudreau {FPhilippe Gaudreau)

Modify Remowve

+ADD

Due Date: 08-Mar-2018  Type: Pre-Implementation
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an appropriate

being used.Fillin the remainingfields with the appropate information. Mandatory fields are identified with

an asterisk.

“ [Secondary Task 2

] You can add multiple

Type:
[ Task v ]

* Description:

* Due Date:
Originator:

mturner (Marilyn Turner)

* Assignee (Role):

on the+ADDbutton for each
one.

information.

When you are ready, click
signature, and then click
back to theProcess View

page for the current step of
the process.

Modifying a Secondaryask

From theAct onscreen for your
step of the process, you have
the ability to Modify a
Secondary Task§you are the
one who created it.

Secondary Tasks

Initiate Lab Investigation
Due Date: 31-Oct-2018  Type: Task
Criginator: tgarcia (Theresa Garcia)

| Modify )Remove

In the Secondary Tasksection of screerselectModify under the task
you' d | i kEhe Modify optioth cah glso be selected to view
the detail of a Secondary Task created by another User, but you will
not be able to modify it if you did not create it.

This will open th&Secondary Task Editmode. Once you make your
changes an&ubmit the task will be saved with your modifications.

Caution: Do thisONLYwhen you are ready téct onthat process

step. Submitting here will also subrtte entire process step
Therefore, if you do need to ake modifications to existing Secondary
Tasks, do so after all other fields and decisions are complete.
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Secondary Tasks

() [Initiate Lab Investigation

* Descnption:

Initiate

* Due Date:

31-Oct-2018

| &

Originator:

tgarcia (Theresa Garcia)

* Assignee (Role):
[ FCT_Quality Control Chemist

* Assignee (User):

[ hsimmaons (Helen Simmons)

Secondary Tasks by clicking

There is &ave Drafoption if
you need time to gather more

Submit, signoff using your e

Confirm You are then taken

N a
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Removing a Secondary Task Secondary Tasks

From theAct onscreen for your step of the process, you also have the
ability to Remove &econdary Tasi you are the oe who created iand
change your mind regarding the need for

[ [Omain Retain Sample
Type:
[ Taszk

In the Secondary Tasksection of screerselectRemoveunder the task
you'd |ike to remove.

Caution: Do thisBEFOR#ou Act on that process stepAfter the step is
Submitted, it willprogress to the next step in the workflow and you may
not have a change to remove it.

* Description:

Obtain Retain Sample of Lot xyz

* Due Date:
15-Nov-2019 e

Qriginator:

dkersey (David Kersey)

* Assignes (Role):

[ FCT_Supervisor Quality Control

Linking a Document or an Existing Process

* Assignes (User):

In the righthandRelated Itemamenu, \ :
there are options td.ink Documentr Related ltems pgreen (Bonnie Green)
to Link ProcessesThey will then be Link Documents ( Ramove
displayed as Related Items to this Link Processes
() Secondary Task 2
process. Modify Description
Femove Links l e
Related ltems To link a document, click on the
Type: Link Document®ption to bring
® New Document up theRelated Itemsscreen.
() SOLABS QM Document Use the Drag & drop or Select
e . | File option to upload &lew
: | Documentfrom outside
o ' | soLABS QM, or chodbe
! Drag & drop file here ' | TypeSOLABS QM Documetat
search for a document within
i i | SOLABS QM.
(o AT TR AT RN EnrE T T R
@® Effective @® Non editable format Use the+ADDbutton to add
O Authoring (Draft) (O Editable Format additional documents.
Linked ltem Description: Item Description:
g A
i i Copy== =<Copy
+ADD
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To link qn emstm&roces_s, click Related ltems
on theLink Processesption to
bring up theRelated ltems Filter by-
screen. ® Unique 1D
[aup| )
Use theFilter bysection to
search for the Process.
Processes that meet the searct| Avaiable:
. . . . . Unigue ID Preview 5 s
criteria will be listed as Availabl|| 5 up.se000r P
Select the one yOU WOUld Ilke 1q @ AUD-000002 Preview |

link and click-ADD. () AuD-000003 Preview

Use the+ADDbutton to add
additional processes.

Select all Deselect all

Linked ltem Description: Item Description:

el A,
Copy== ==Copy

+ADD

Linked Documents and Linked Processes will be displayed Rethged Itemssection of the parent process,
and be visible to those acting on later steps.

Process Values

Process Tasks
Name: Initiation and CAPA Definition Last Confirmation Date: 28-Jul-2017 14:23:01
Name: CAPA Plan Acceptance_1 Last Confirmation Date: 12-Sep-2017 14:31:50
Name: CAPA Plan QA Evaluation and Acceptance
Expand all Print all

Related Items

Secondary Tasks
Name: Secondary Task 1 Unique ID: Task-00000005 Due: 28-Jul-2017 Status: Mot Started View

Expand all

Dependent Processes

Unique ID: DOC-000010 Date Initiated: 25-Jul-2017 Status: In Process View
Current Process Task: Awaiting Confirmation from Parent Process

Expand all
Related Documents
Name: SOP No.: <empty> Due: <empty> Status: Approved & Effective & Open | View
Collapse all
Related Processes
Unique ID: AUD-000002 Date Initiated: 10-Oct-2017 Status: In Process View
Current Process Task: Audit Planning
Collapse all
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Initiating a New Process from Within a Process

Starting with SOLABS QM Version 10.5, #@lgopossible to start one or more processes from within another
process.The process from which the new process was started, is considered the Parent Process. The one bein
started is considered a Child Process. This helps avoid initiating multiple relatsspes and then needing to
Modify one or more of them to Link Processes through the #fgirid menus.

Related Processes

To start a new process from within another process, Retated Processes
section is used. () *Available Processes:

Check the box next tAvailable Processe® start another pocess.

TheAvailable Processeigeld will then memove
be enabled. Itis a singgelect drop +ADD
down list populated with the list of @ - Available Processes:

SOLABS QM Processes deployed in [(— £~

1 Change Management
* Initiator: [ Deviation

Thelnitiator field is also enabled and [ g::F'R conto
ange ontro

instance.

a singleselect dropdown list of all _ myself ' oosiooT
active SOLABS QM Users in this Process Relation: :g]rggrlstratnr Complaint Process
instance. The user selected in this fi ® DependentProcess | _ Audt
will then be assigned the Initiation stq (O Related Process Eudimr
of the related process. baragary
TheProcess Relatiomust be chosen as eitherzependent brameey
Procesor aRelated ProcessA Dependent Process must be
completed before the Parent Process can be completed.
Multiple Dependent or Related Processes can be started from witt X
the Parent Process by using thaDDbutton. When the Parent
Process Step is theBubmittedand Confirmed a message will be Action performed successfully
displayed confirming that the Related Process(es) have been initig Related Processes Started: ]
and their Unique IDs assigned. The person who was chosen as th EEITINN
Initiator of a Related Process will receive a Notifigatio Act on that
Process.
Dependent Processes
Related Items If aProcess Relatioof Dependent
secondary Tasks Processs selected, that process will
Name: Secondary Task 1 Unique ID: Task-00000007 Due: 31-Aug-2017 Status: Mot Started View be listed as @ependent Procesm
Expand all the Related Itemssection of the

Parent Process.

Dependent Processes

Unique ID: CAPA-000014 Date Initiated: 16-Aug-2017 Status: In Process View The Vlew Option can be Used to
Current Process Task: [nifiation and CAPA Definition .
view theDependent Process.

Expand all

The Related Items section of the
Related Items Dependent Process will list the
Parent Process as the one that itis a
Dependent Process Of

Dependent Process Of

Unique ID: CM-000002 Date Initiated: 19-Jul-2017 Status: In Process View
Current Process Task: Funclional Area Manager (FAM) Approval
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TheDependent Processes Completion (8)l be tracked under th&rocess Detailsection of the Parent
Procesand be visible at any step of that Proces&/hen the Child Process is a Dependent Process, it must be

completed before the Parent Process can be closed.

Process Details

Name: Change Management Date Initiated: 19-Jul-2017 14:50:37

Unique ID: CM-000002 Initiated by: gdixson (Gretchen Dixson)

Day(s) opened: 28 Date Closed : =empiy=

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

If the Parent Process is at a stage where it still requires any acceptance or approval to proceed, the Dependent

Process will be listed @swvaiting Confirmation from Parent Procesantil that acceptance or approval is
granted. This is similar to Secong@asks not being released until acceptance or approval.

Process Values

Process Tasks
Mame: Initiation and CAPA Definition Last Confirmation Date: 28-Jul-2017 10:49:12
Mame: CAPA Plan Acceptance_1

Related Items

Secondary Tasks

Dependent Processes

Unigue ID: DOC-000008 Nate Initiated: 28-1ul-2017 Status:  In Process
Current Process Task: Awaiting Confirmation from Parent Process

Expand all Print all

Mame: Secondary Task 1 Unique ID: Task-00000004 Due: 31-Jul-2017 Status: Mot Staried

View

Expand all

Expand all

RelatedProcesses

Related ltems

Related Processes

Unique ID: AUD-000001 Date Initiated: 16-Aug-2017 Status: In Process View
Current Process Task: Audit Planning

Expand all
Related Items
Linked in the Following Processes
Unique ID: CAPA-000013 Date Initiated: 31-Jul-2017 Status: In Process Wiew
Current Process Task: CAPA Flan Acceptance_1
Expand all
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In this case th@rocess Detailsection d the Parent Process will not list any Dependent Processes Completion
%. The Parent Process can go to a Completed status prior to completion of the Child Process.

Process Details

Name: CAPA Date Initiated: 31-Jul-2017 19:18:00

Unique ID: CAPA-D00013 Initiated by: emoore (Ericka Moore)

Day(s) opened: 16 Date Closed : =empiy=

Secondary Tasks Completion (%2): 0 (070 Dependent Processes Completion (%) : 0 (0/0)

Starting a Document Control Process from Within a Parent Process
Also starting wih version 10.5, ®oc Control Process can also be initiated as a Child Process from within

another Process. This is helpful if it is known that one or more documents will need to be revised to support the
Process event.

Document Control / Impacted Documents To initiate a Document Control Pexs, choose th¥es

Document Control process required?: option.

O Yes The buttons foDocument Control Process Relatiovill

® Mo then be enabled. Choose whether the Document Control

Decument Control Process Relation: Process will be Bependent Procesg@nd therefore will
Dependent Process need to be Completed before the Parent Process can close)
Related Frocess or aRelated Process

When the Parent Process is then Submitted and Confirmed, Step 1 of the new Document Control Process will
immediately open, allowing the option for the initiator to enter information at that time. If the initiator does
not want to enter hformation for the Document Control Process, they can either

1 Return to the Parent Process by clicking View next to it in the Related Items section of the
Document Control Process screen.

Related Items

Dependent Process OF

Unique ID: CAFA-000007 Date Initiated: 2017-10-26 Status: In Process View

1 Return to the Home Page where it will be waiting in BROCESSES Section to Act on.

Home = Views

PROCESSES

Received this week / last week

Unique ID: CCR-000010 Date Initiated: 2017-11-08 Status: In Frocess View | Acton
Current Process Task: Step 1 - Change Conirol Reguest

November 209



Creating aProcessSummary Report

With SOLABS QM Version 1@Process Summary Repdnas been added to

allow printing of all process details in PDF format.

The Summary Report is a menu option in Beated Informaton section of the
right-hand menus for any In Process or Completed SOLABS QM Process.
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Related Information

Audit Trail

Summary_Report

After choosing the Summary Report option from the riganhd side menu, the Summary

Report screen will be displayed, providifgnt Out Optionsfor the report. Proces

Details are provided by default but other options include:
1 Process Values Tablestep 1 Only or All Steps

Process Secondary Tasks

1
1 Dependent Processes
1

Process Relationships (Other Related Items)

After selecting the Print Out Options, click @enerate Report A PDF Report including the requested
options will be generated. It will include a header with the Print Logo, Company name, address and
phone, as configured in the SETUP section of thd@gijun. The Summary Report will also have a
footer containing Printed By information.

Process > CAPA > Summary Report

Not Logged in Audit Trail

Process Details

Name: CAPA

Unique ID: CAPA-000010

Day(s) opened: 0

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

Current Process Tasks
A

Flowchart: Open

Print Out Options

Process Details

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

Dependent Processes

O000O0

Process Relationships {Other Related Items)

Generate Report

Date Initiated: 25-Jul-2017 09:30:07

Initiated by: rgonzales (Ronal

Fal Il

Status: Completed

Date Closed : 25-Jul-2017 11]
Dependent Processes Compl

Currently with
M/A
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CAPA-000010

Name: CAPA Date Initiated: 25-Jul-2017 09:30:07

Unique ID: CAPA-000010 Initiated les (Ronald Gonzales)

Day(s) opened: 0 Date Closed : 12017 11:29:28

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

Process Values

Name:Initiation and CAPA Definition Last Confirmation Date:25-Jul-2017 09:49:24

CAPA No:CAPA-000010
Ty

Software upgrade 10 address issues with "success tones” at completion of dosing,

e 1
umber:Complaint 009
017

QA CAPA Approverzdrennold (Delores Rennold)
Identify Probable Root Cause: Software issue requires new coding
ause Categories:

e Category:Equipment Malfunction
yirgonzales (Ronald Gonzales)

Name:CAPA Plan Acceptance | Last Confirmation Date:25-Jul-2017 09:58:47

CAPA Approval Comments:N/A
CAPA Plan Acceptanee Decision: Approve
Sign-off by:eblake (Evan Blake)

Name:CAPA Plan QA Evaluation and Acceptance Last Confirmation Date:25-Jul-2017 09:59:57

Page 1 ot




solabs (M

Pagel2of 20
DOCUMENSection

Reviewing a Document

The users included in tHeeview Cycleavill receive aNotification and will also see thBending Reviewask in
the DOCUMENTSgection of theirfSOLABS QM Honiage. If aDelay to review/approveoption was set on the
Workflow, the User will also see a date in thaefield.

Click thdink on the email to access the document or chékw from your HOME Pagébepending on the
version of SOLABS QM 10, the options will be eltew|Review or Edit|View|Review and may be in black or
orange text.

DOCUMENTS

Due this week / last week

MName: SOLABS QM 10 Guide for Documen[...] Neo.: UMOO0O0003 Dwue: =<=empty> Status: Pending Review & Edit | View| Review

In order to act on thd’ending Reviewask, the users selected will need to have at least Review/Approve
privileges (called View privilege in version 10.7 and lower) on the Document or the related Folder.

Clicking on thé&/iew option from theHome Pageill bring the Reviewer
to the Document Viewscreen, allowing them to review all the metadata | Document Workflow
and open the document before making their review decision. From the
they can click oocument Workflow > Provide Feedbat& document

their review. Start Approval Cycle

Provide Feedback

Stop Cycle

Clicking directly on thReviewoption from theHomePagewill bring the reviewer directly to the
Document File Review Cycsection but the righthand menus are still available if they feel they need to
view additional information prior to making a decision.

Standard Attributes

Document Type: Computer System User Guide

Name: SOLABS QM 10 Guide for Document Treeview Folder Structure
Unique ID: 32863bba-e%6b-44f0-bb49-0dd2a3b2a966

Version: 1.0

Control Number: UM0O00003

Review Cycle

Status Order Due Date Reviewer (Role) / Reviewed by Review Date
Reviewer (User)
O Awaiting Review 1 N/A FCT_Documentation <empty> <empty>=

Coordinator /
JC (Jagueline Clark)
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Opening the Document File andaking Changes

TheDocument Filesection screen includes a |Document File
link to the attached document. Click either th SOLABS QM 10 Guide for Document Treeview Folder Structure docx

document link or one of the Edit buttons to - —
download the document. W
Starting with SOLABS QM 10.5.1, a SharePoint integration feature is avaitabtesé clients who use Office

365, allowing for collaborative editing during the document Review Cycle. The Edit Online option opens the
document for editing. If others Reviewers are also actively editing, that will be visible.

After reviewing the ReieniCyEe
doaum ent, if you have Status Order Due Date ;g:::x”s:g! Reviewed by Review Date
minor changes to ® Awaiting Review 1 N/A FCT_Documentation <empty> <empty>
propose, there is a 16 Uaqueline Clark)
Comment field that you
can use to describe Decision: File with comments:
them when you making 2 B IBEIED 2 ® NA
Reviewed, see comments

your Feedback ’ O No file selected | Choose File
Decision. (O Cycle stopped with comments

Comments:

If you are using the Word Online feature with Office 365 and need to edit the document, click on the
orangeEdt Online button to open the document and make your changes. Your changes will be saved to
the file along with edits by any of the other reviewers.

This feature eliminates the need to export the document to make edits and then upload it with your comments
You could use th€ommentfield to indicate that you made comments within the document but can leave the
File with commentsselection atN/A.

If you do not have the Word Online feature enabled and need to edit the document, click on the blue
Editbutton to open the document. Choose tliable Editingpption, make sure thatrack Changes
(Review > Track Changeis on inWord (it should be goletolored), and make any changes required.

Save your edited document outside SOLABS QM 10. There is a Gleba#dn in the Feedback

Decision section to upload your edited document when making your Feedback Decision. Use of Track
Changes will help the author and/or the Document Coordinator to easily identify your changes.

| 0 PROTECTED VIEW Ee careful—files from the Internet can contain viruses, Unless you need to edit, it's safer to stay in Protected View. Enable Editing

SOP_TEST [Read-On I}r] - Microsoft Word toremlpsum dikix s amet: onsactebucadiohckor St Donecausuenkbb. nretiun enet sticturviae.

gravidta eget urpis, O

s - etfmassa)n lgula fringilla fermentum et
n. Aenean pulvinariaculis vestibulum, Suspendisse potenti. Cras consestetur orciin guam

Acrobat

_'_2 > -,_':I Final: Show Markup - %f? " Eluy ﬁ} Previous
= = Show Markup ~ == = B} Mext
[ Track | o Accept Reject
Changes * E Reviewing Pane — - -
Tracking Changes Msecenssin e, sctor e

ierra. Curabitur finibus et justo vel auctor. Sed hendrerit nunc

= = 2 ametAecareu-ve: mauris, ve
tincidunt nisi malesuada ut, Cras commede sed nis! In suscipit, Braesent in ante ut ex dapibus cursus,

NOTETo learn more aboutrack Changesonsult theMS neccansequaeras s
Word help file or clicke1from within Word.
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Submitting Your Feedback Decision
If you have no changes to Review Cycle
make, have minOI’ comments, Status Order Due Date Reviewer (Role) / Reviewed by Review Date
.. . Reviewer (User)
or are finished making your @ Awailing Review 1 N/A FCT_Auditor- QA <empty> <empty>
edits and attaching a File (if ;fg’p"ance
necessary)’ click the radio O Awaiting Review 1 N/A FCT_Manager <empty> <empty>
button labelledAwaiting Supply Chain /
. KA (Kelly Allen)
Reviewto the left of your OK, no change 1 N/A FCTﬁManager QA MT (Marilyn Turner) 08-Nov-
name to bring up théecision Compliance / 2019
MT (Marilyn Turner) 14:30:03

options. Note that you can
also e the status of any Decision: File with comments:

. OK h
other reviews. ® 0K, nochange N/A
() Reviewed, see comments

TheDecisionof OK, no change | O Cycle stopped with comments
will complete your Review task,| comments:

after you click on th&ubmit
button.

If you have comments, you can choose Reviewed, see commentgption and then either type your

comments inthe Commentsfield, use that field to indicate that you have included your edits in the attached File
(if Word Online was used) or attach your markgam\Word file with the Tracked Changassing theFile with
comments:option (if Word Online is not enabled)lo attach a markedp file, clickChoose Filehrowse for the
markedup document, select the file and cli€pento attach.

If you need to choose th€ycle stopped with commentsption, the Commentfield will become mandatory.

When you have made yo DecisionclickSubmit. A summary of your review information appears, as
well as theAudit Traillogging message. Doubtleck your information and clickonfirm

Document Workflow

Review Cycle

Status Order Due Date Reviewer (Role) /| Reviewer Reviewed by Review Date
(User)

OK, no change 1 N/A FCT_Auditor - QA csanders (Christina <empty>
Compliance / Sanders)
any

Logged in Audit Trail
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When any Reviewers chooBeviewed, see commentsr Cycle stopped with commerst the document will go
back to theAuthoring status so those comments can be addressed. The Author or Document Coordinator can
then choose to do another Review Cycle, or go directly to an Approval Cycle.

When all Reviewers choo§#K, no changethe dacument will automatically move to thapproval Cycleif one
has been set up as part of the Document Workflow.

Approving a Document

To access Bocumentassigned to yotor approval, click/iew or Approvefrom yourHome page, or access it via
the link in the emaiNotification sent to you.

DOCUMENTS

All
Name: In-Process Controls for Check[...] No.: MFG-002 Due: =empty= Status: Pending Approval & Open J8W| Approve

Expanaan 1

Depending on your version of SOLABS QM 10, the options and text colors will differ, but will always include a Vv
option and an Approve optionClickingview takesyou to theDocument Viewpage where you can see the
metadataaswell asthe document itself.Simply double click thBocument Nameo openand view the file

Starting with SOLABS QM version 10Gpaparefile is also available in the Change Summary section, for
documents being revised. This file will highlight the proposed changes.

NOTE:Before you can approve or refeg document it must be openedf it is not opened youeceive arerror

message.
This Document cannot be approved. The file related to the document has not been opened yet.

Pending Approva Approved & Effective

Document = View In-Process Controls for Check Weighers .
Document Actions

Visibility: Visible

View
Document File Metadata to PDF
File: Clear POF
. Get Link
InProcess Controls for Checkweighers.docx(® KB)
Email Link

P Iy —

Change Summary:

Document Workflow

Approve/Reject
Compare-3.4-3.0_ced3elie-26d2-4385-a02a-5dbb7e3289a9 pdf (27 KE)

Related Information

Standard Attributes Audit Trail

Stop Cycle

Document Type: Standard Operating Procedure Authoring History
Name: In-Process Controls for Check Weighers

Description: In-Frocess Controls for Check Weighers

Unique ID: cedBelle-26d2-4386-a628-8db57e3289a8 Internal Version: 3.5

Version: 4.0 Current Version: 3.0

Control Number: MFG-002
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To take action othe Approval Cycleask assigned to yqselectthe Approve/Rejectoption underDocument
Workflow.

TheApproval Cyclesection will then be displayedyou caralsogo directly to thissectionby selectingA\pprove
from yourHOMEpage.

Select theAwaiting Approvaloption next to your name. You will then havé2cisionoptions.

Pending Approva Approved & Effective

. ’ ,
Document = Document Workflow = Approval Cycle Document Actions

Visibility:  Visible

View
Document File Metadaia to POF
N Clear POF
File:
Get Link
InProcess Controls for Checlweighers.docx(9 KB) o
Email Link

/L & Get Unmarked PDF | # Get Editable File Format

Standard Attributes

Document Workflow

Approve/Reject
Name: In-Process Controls for Check Weighers Stop Cycle

Document Type: Standard Operating Procedure

Version: 4.0 Related Information

Control Number: MFG-002 Audit Trail

Autharing History
Unique ID; ced8e(3e-26d2-4336-a62a-8db57e3289a0

Document Workflow

Approval Cycle

Status Order Due Date Approver Meaning Approved By Approval
{Role)iApprover Date
{User)
O Awaiting 1 MNiA FCT Manager <empty> <empty> <empty>
Approval Manufacturing /
egriffin (Emily
Griffin)
O Awaiting 1 NIA FCT Associate <empty> <empty> <empty:
Approval Director Quality
Assurance /
rgonzales
(Ronald
Gonzales)

1 Approve: You must enter &eaningof

either Originator(Author) or Approver, | Decision. * Meaning:
] ) ® Approve [ -
1 Reject: You must enter a reason in the O Reet =
Comments field. Th&pproval Cycles
* Comments:

then stopped for all participants.
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TRAININGsection

Providng aSecond Confirmation

As a manager, you may be assigned to provi8e@nd Confirmatiotthat certain employees have successfully
completed aTraining Activity You may also be assigned tothis if you are a Trainer for any Training
Activities.

If you have anpecond Confirmationpending, you will see them listed in tA&RAININGSection of youHome
Page

TRAININGS

All
Mame: Out of Specification & Aty[...] Due: 2016-10-31 Completion: 57.1 % Status: Active

View | Confirm| Second Confirmation
Mame: Testing Categories Due: 2016-10-31 Completion: 256 % Status: Active View | Confirm| Second Confirmation
Name: Laboratory GMP - Demo Due: 2016-09-30 Completion: 46.7 % Status: Active View | Confirm| Second Confirmation
Mame: MNF-003 - Control of Entries i[...] Due: 2016-02-14 Completion: 14.8 % Status: Acfive

View | Confirm

Expand all 1

You can also locate your pending Second Confirmations by going to
TRAINING Seon, selectingManagersand Trainerson the lefthand
Viewstab and then choosing eithé&@econd Confirmation Requiregnd
Confirmation Overdue

Views Navigation
Qutstanding Activities

Due this week / |ast week

When you selecEecond confirmation requireda list of Training Due in +-30 davs

Activitiesset to allow second confirmation lypu as a Manager or a
Trainer are displayed

Clicking orSecond Confirmationext to the Training Activity you would
like to confirm (either on this screen or from your Home page) will bri
you directly to the Second Confirmation screen for that Training Activ|

If you would like to view the details of the Training Activittst, use the
View option instead to go to th&raining Viewpage. From there you w

be able to later click oRrovide Second Confirmatiofiom the righthand

Due in +-90 days
Overdue
Confirmed in the 1ast 90 days
All

Managers and Trainers
Second confirmation required
Confirmation overdue

Training Coordinaiors

Activity Confirmation menu.

Second confirmation required

Name: Confirmation of Electronic Sig[...] Due: Completion: 49.4 % Status: Active

Name: SOLABS QM 10 - Introduction fo[...] Due: Completion: 30.5 % Status: Active

View | Second Confirmation
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The Second Confirmation section providiéier by

Second Confirmation options to search for users who are pending Second

Filter by: Confirmation for the Training Activityt defaults to a
@ Assigned Users listing ofAssigned Users

Q Confirmed Users Changing the selection @onfirmed Usersvill display
(O My assigned employees any assigned users who have already confirmed the
() My employees who have confirmed activity Training Activ'y themselves.

O | All Job Titles v Using the All Job Titles selection brings up a list of
Available sub-filters: Function Roles in thAvailable sulsfilters box.

The users that meet thselectedfilter criteria will then be
listed in theAvailablefield.

Available: Select all the users you would like to provisiecond

~—  amoore (Alice Moore) Confirmationfor by checking the boxes in front of their

- o . names and then click orADD

o2 bgreen (Bonnie Green)

& bgregory (Brandon Gregory) Those users will then be listed in underneath in the

- bramsey (Bill Ramsey) Assigned i el d, with the option

- ' mistake.

™y cdunn {Corrina Dunn)

@ cieanes (Conrad Assigned:

:_: dkim {D-::lreen Ki green (Bonnie Green) Remove

™y drennold {Delors

—~ dthomas (Daniel bgregery (Brandon Gregory) Remave
efernandez (Ern cjeanes (Conrad Jeanes) Remaove

egomez (Erik Gomez)
Select all Deselect all

Once you have selected aadded all users;lickSubmit, enter your
E-signature at the prompand then cliclConfirm.

When a Training Activity is set to require a Second Confirmation, both confirmations are required before the
Training Activity wil!/ be I isted on the trainee’s
the trainee providing their initial confirmation, the Training Activity will not go to their Learning History until
they provide their confirmgon.

Checking Training Status for Users

There are thre@ueriesavailable to Managers and Trainers that display training activity status for all
users assigned toBraining Activity These reports are available in ttight-handRelated Information
menu within the Training Activity Viewscreen.

Trained Users

Toaccess the list aisers thathave completed athe requiremenst ofa training

Related Information activity, clickTrainedUsersunder Related Information

Audi Tral You areprovided with the list of users that have fulfilled all the training requirements
Irained Users foran activity.] f 'y o u’' d morédetailsfdr all lisked usevg clickDetailsat the
Untrained Users top of the column To expand theletails on a specific usalickDetailsto the right of
Assigned Users that user.
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End Users
End User Name Sign-off Date Time Spent Second Confirmation by Sign-off Date Details
{hours)
aingram (Abel Ingram) 02-Jun-2017 1h30 min  ejohnson (Elizabeth 02-Jun-2017 Uetails
15:19:24 Johnson) 15:35:12
amoore (Alice Moore) 11-Sep-2017  1h30 min  ejochnson (Elizabeth 11-Sep-2017 Details
14:32:43 Johnson) 14:39:54

Starting with version 10.8, the information for each user is displayed in a table format with all the
related details.

End Users

aingram (Abel Ingram) Status: Trained

Sign-off by: Sign-off Date: Record Date: Record Provided by:

Al (Abel Ingram) 02-Jun-2017 15:19:24

Second Confirmation by: Second Confirmation Date; Grade: Grade Provided by: Date:

EJ2 (Elizabeth Johnson) 02-Jun-2017 15:35:12

Attempts: Time Spent (hours): Sign-off as NfA:  Justification:
1 1h 30min

Untrained Users

To see the list of users that still have amamore incomplete training requirements

Aot e 2 o) clickUntrained Wsersunder Related Information

AudiTral You are taken to a screen that displays a list of users and details about which of their

Trained Users training requirements remain unfulfilled.

Untrained User . . . . . .. ..
e This report is will be colezoded to highlight the status related to a Training Activity

that has been established as also requiring a passing grade, or a Training Activities
that has been established to allow the option to mark as Not Applicable.

1 Yellow. Users are awaiting grades
1 Red Users received a failing grade and have beassigned the activity
9 Blue Users have flagged thdiainingasbeingNot Applicableto them

Assigned Users

Again, you can get
additional details
for all listed users
by clicking on

Detailsat the top | Users dispiayed in red have been graded with a failing grade and are assigned to another attempt.
of the righthand
column, or for a

End Users

Users displayed in biue have recorded their Training Activity as Not Applicable.

specific user by End User Name Sign-off Date  Time Second Confirmation by Sign-off Date Details
.. . Spent
clicking orDetails {hours)
to the right of that | cirazier (Celia Frazier) Details
user. chunt (Carrie Hunt) Dietails
cthornton (Casey Thornton) Detsils
dbarber (Delbert Barber) Datails
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Again, starting with version 10.8, the information for each user is displayed in a table format with all the
related details.

End Users

COLOR LEGEND close
Users displayed in yellow are awaiting Grades.

Users displayed in red have been graded with a failing grade and are assigned fo another attempt.

Users displayed in blue have recorded their Training Activity as Not Applicable.

cjeanes (Conrad Jeanes) Status: Awaiting Grade

Sign-off by: Sign-off Date: Record Record Provided by:

CJ (Conrad 12-Aug-2019 Date:

Jeanesg) 15:23:53

Second Second Confirmation Grade: Grade Provided by: Date:
Confirmation by: Date:

GD (Gretchen 15-Mov-2019

Dixson) 11:14:15

Attempts: Time Spent (hours):  Sign-offas  Justification:

1 2h 00min N/A:

Assigned Users

Related Information To see the full list of users that are assigned to this training, regardless of their
At Tral current training status, clickssigned UseranderRelated Information
udit Trai
Trained Users As mentioned above, the display starting with version 10.8 will be in table format
Untrained Users with all deails.
Assigned Users End Users
End Users
ICOLOR LEGEND cClose| USErs displayed in red have been graded with a failing grade and are assigned to another attempt.
Users displayed in ye Users displayed in blue have recorded their Training Activity as Not Applicable.
Users displayed in re
Users displayed in bl gny yser Name Sign-off Date  Time Spent Second Confirmation by Sign-off Date Details
(hours)
arivera (Amy Rivera) | zingram (Abel Ingram) 02-Jun-2017  1h00 min  ejohnson (Elizabeth 02-Jun-2017 Details
Sign-off by: Si 15:20:59 Johnson) 15:34:48
AR {Amy Rivera) 03 amoore (Alice Moore) 11-Sep-2017  1h00 min  ejohnson (Elizabeth 11-Sep-2017 Details
13 14:32:26 Johnson) 14:39:19
Second 56 ampinet (Anne-Marie Pinet) 01-Aug-2017  1h00 min gdixson (Gretchen Dixson)  05-Sep-2017 Details
g%”ﬁémﬂtt'ﬁ" by: g[f] 09:14:35 14:55:41
Dim(ﬂnr}e chen o ariver (Alan River) 08-Sep-2017 100 min ejohnson (Elizabeth 11-Sep-2017  Details
: 16:19:19 Johnson) 14:39:19
Attempts: Tin i . : ) .
1 oy arivera (Amy Rivera) 02-Jun-2017 1h00 min  ejohnson (Elizabeth 02-Jun-2017 Details
11:12:23 Johnson) 15:34:48
cjeanes (Conrad Jeanes) Status: Awaiting Grade
Sign-off by: Sign-off Date: Record Record Provided by:
CJ (Conrad 12-Aug-2019 Date:
Jeanas) 15:23:53
Second Second Confirmation Grade: Grade Provided by: Date:
Confirmation by: Date:
GD (Gretchen 15-Nov-2019
Dixson) 11:14:15
Attempts: Time Spent (hours):  Sign-off as  Justification:
1 2h 00min N/A:
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