M-Files QMS

Out-of-the-Box Solution for Daily Quality Management



Topics

» How we see Quality Management

» Benefits of a dedicated QMS

* M-Files QMS system essentials

» Built-in electronic and digital signing
» QMS use scenarios with screenshots
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* Meet quality certification requirements
- ISO 9001, ISO 13485, CE labeling, etc.

» Must comply with law or regulations
- Pharmaceutical, healthcare, aviation, petrochemical, etc.
- Rigorous quality processes and dedicated quality personnel
- Audited repeatedly

» Internal reasons
- Demanding, quality-intensive products or services

- Quality flaws bring risks of financial loss, missed timelines
or reputation damage

Three Approaches to Quality




hy a Dedicated Quality Management
System?

» Share all quality information

- Essential QM data not buried in spreadsheets, emails
communications or paper files

- Share calendar and database data

e Control essential documents
- Make sure everyone uses the correct versions

» Get quality tasks done on time
- SOP reviews, mandatory trainings, maintenance due dates,
CAPA deadlines etc.

- Make system aware of key dates so they appear on
common calendar, and reminders can be sent
automatically




hy a Dedicated Quality Management
System (Cont.)

» Get evidence about your policies are actually
being followed
- Document Control is just the first step!
- Easily record all completed tasks

» Get accurate and up-to-date information on
your quality performance

- Open issues, overdue tasks, average time needed for
corrective actions etc.

» Survive personnel changes

- Find past personnel's documents, emails, responsibilities
and open tasks




M-Files QMS

» A solution for daily quality management
- Not just a static quality manual or SOP publishing system

» All typical quality processes out-of-the-box
- Quickly tailored to each client during implementation

» Repository for all related documents and emails
- Award-winning M-Files technology

e Combine documents and database data in one
system

Make sure you follow your own quality policy




‘ Three Ways of Connecting to M-Files QMS

M-Files Mobile Access
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r Different Connection Options:
Expected Use

e M-Files Client

- For the 'power users'
- Unmatched performance and user experience
- Off-line use without any network connection

* M-Files Web Access

- Search, read and ad-hoc use
- Easy access for clients, suppliers and other 'trusted outsiders'

- Works on any web browser

* M-Files Mobile Access
- All content and tasks on smartphones and tablets
- Handy for viewing personal task list of signing off tasks
- Major mobile platforms supported
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* QMS Cloud Vault

- Hosted in Microsoft's Windows Azure data centers
- System maintenance and data backup by provider

» Traditional on-premise hosting

* Hybrid: Integrations to existing Windows

domain or production systems possible with
both hosting models.

M-Files QMS Hosting Options
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M-Files QMS Key Processes

Document control

Personnel database

Audits and findings follow-up
Deviations and CAPA processing
Customer feedback processing
Repeating quality control tasks

Keep inventories and database listings
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Document Control Sub-categories

e Quality Manual

e Controlled Documents

- Major & minor version, training requirements, and more
- SOPs, instructions etc.

o External Documents
- 3rd party key documents used in manufacturing, training etcc

» Personnel files
* Training documents

e Quality Control task specific documents

- E.g. audit certificates, deviation specific files or photos, customer feedback
related email etc. etc.

» Database item -specific documents
- Product documents, files linked to equipment etc. etc.
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» Simple and intuitive Windows user interface
- High quality work with moderate training

» Comes with built-in electronic and digital signing

» Set of awareness tools
- Automatic email notifications
- M-Files Reporting for a quality overview
- M-Files Calendar for intuitive overview of activities

M-Files QMS Key Features




M-Files QMS Security Features

Full time-stamped audit trail log of all activities
- Change recording includes also

Compulsory version history of all content
- Tracks all activities, not just file versions

Mandatory workflows
Enforce naming conventions
Unique numeric ID for each document and record

Best permissions management on the market
- Metadata-driven automatic permissions!

Built-in backup solution
- Excellent support for Disaster Recovery




r Employee point of view:

What is expected from me?

» Quality work is typically not in employee's focus

» Each employee needs a simple and clear to-do
list
- Figuring out pending tasks from various documents and
emails will not work!

» M-Files QMS simplistic approach
- All employee tasks appear in Tasks assigned to Me view

- Employee attempts to keep this folder empty at all times

- Email reminder sent when something new on to-do list or
if the employee forgets to do something
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Database listings clarified

M-Files QMS can contain all necessary database

listing and inventories
- Replace spreadsheets or homegrown data silos

QMS can be the master database

- Sevelral_departmental databases and inventories accessible with
one login

- Under strict access control
ar'l'

QMS can synchronize live with existing systems

- Sync one-way or two-way
- Bring customers from your CRM, products from ERP, personnel
from HR system, users from MS Active Directory etc.

- Alternatively, use QMS to manage only quality tasks or as a
document repository




M-Files QMS User Interface

Search only: CAPAs
?EJ Type search words

Name =
») My Views

B Assignment
ST Audit
o CAPA
" Document 1. Quality Manual
A" Issue or Finding 2. Controlled Documents

.») Common Views

0, Periodic Task 3. personnel
tovaid ' ™ 4. Training

f-.'._.*’;:‘:‘ 3 .
) Q ‘P 5. Quality Control

Request 6. Inventories and Databse Listings

MHelpful Tools




Built-in eSigning

Suitable for legally & regulatory binding internal documents
- SOPs, training certificates, HR files, maintenance records, CAPA records, etc.

No 3" party software or service needed
Very easy to use

One or several signatures per document
- Each with its own purpose and signature manifestation

Auto-convert MS Office documents to PDF when signed

- Auto-create a signature page or signature section
- Render any information or add watermarks and stamping
-+ Insert signing certificate to "lock" its contents

Complies with known eSigning standards
- E.g. 21 CFR Part 11 and GMP Annex 11 (2011)




r Two sighing methods included

Either one can be used, or both combined

M-Files Electronic Signing M-Files Digital Signing
* Proof of signature remains in M- ¢ Proof of signature embedded
Files system in the signed document
e Links the document or database ¢ Links the document to
record to a person(s) who originating company, even
signhed when a copy is sent out of the
* One or several signatures per company
document * One signature per document
» Both for printable documents * Only for printable documents

and database records

M-Files QMS supports both!




Sample PDF File with Electronic
and Digital Signatures

a Safety Company Policy #1034 v2.1 Test (ID 88).pdf - Adobe Reader -0/ x
File Edit View Window Help *x

@ @ =l ‘ /3 ‘ I @ Tools Sign Comment ® Digital Signature says
o it "This original document can
only have come from Our

e Company. No one inside or

outside our company has
modified it after signing”

[QMSDOMAIN\joe!. heinrich]

; z ’/761 P ‘ 2012-02-08 08:45:59 +02:00

Electrosically Sumed In o pM-Fifles’ Timeatamp

Authorization for Use: | authorize thiz document for uze.

Name:  Joel Heinrich ~ Tile:  System: Specializt
[OMSDOMAIN\joel. heinrich]

Electronic signature says.
"This document is approved by
this signer (or signers). All
relevant signing information is
visible on the document”

W%IM 2012-02-08 08:45:11 +02:00 «

Elecuronically Saed I gl M-Fifles’ Timeitamy

3G

CONFIDENTIAL
DO NOT PHOTOCOPY WITHOUT AUTHORIZATION
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E Safety Company Policy #1034 v2.1 Test (ID 88).pdf - Adobe Reader
File Edit View Window Help

REOZFEe=

@ Signed and all signatures are valid.

Standard PDF Readers
Detect Digital Signatures

() 3|73 ‘ (m) (o) | 529% | =

@ Signatures [+]

f=|~ Walidate All

S

&

= Z% Rev. 1: Signed by M-Files QMS Sandbox
o Signature is valid: )

Document has not been modified since this signature was applied
| Signer's identity is valid

Signing time is from the clock on the signer's computer,




r Falsified Signed Documents
Detected by PDF Readers

@ 001-100 Signing Dermo Docurment (0 52) MODIFIED, pdf - Adobe Reader
File Edit Miew ‘Window Help

@@@@| Mi-p,lfz‘ki;&; 12?%7|EE9|U@||2| .

IE;J Signed and all signatures are walid, but with unsigned changes after the last signature.
(R

—

Modifications to document
content break the signature

This Document Demonstrates M-Files
built-in digital signing capabilities
/

N
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» Save time and automate processes
- Sign online 24/7
- No scanning
- Find all the signed originals because they never leave M-Files

M-Files eSigning:
Benefits Over Paper and Pen

o Better quality
-+ Protect signed document contents
- No more fake timestamps
- Better reading quality

» Avoid the risk of document archive disaster
- Given that your backups or data replication is in order!
- Each backup copy is also The Signed Original

Another eSigning demo later in this slide set: how to
create a new SOP
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Wikipedia definition: "validation is the process of
checking that a product, service, or system meets
specifications and that it fulfills its intended purpose.
These are critical components of a quality management
system such as ISO 9000"

relevant to some clients, not all

M-Files QMS Validation

in some industries electronic records can replace signed
paper originals only when system formally validated

each validation is done locally
based on local implementation, use processes and personnel

M-Files can be validated against known regulatory

requirements, ask us for details
S M-Files



Example Use Cases

1. Author, sign and publish a new SOP
Get the newly approved SOP learned by staff

Do a classroom training and provide
certificates

Build an equipment inventory

Follow-up a quality deviation

Process customer feedback

Performing an audit and process its findings

il

™

o

NS U A




USE CASE 1: AUTHOR, SIGN AND
PUBLISH A NEW SOP




Creating new SOP’'s from Templates

@E}vl" » Computer » M-Files (M:) » QMS » Templates » Controlled Document

File— édit View Tools New Operations Settings Help

Organize v

" M-Files'
OMS

H* Assignment

§ " Computer System

ww Document
. * Issue
'@ Periodic Task

g+* Person

View =

m

New ¥ Operations v Settings ¥

x| Type search words

i'seard\alobjec.ts

Name = Version
1 project Plan Template 3
S0P Template 7|
@JCOW nlate 1
Double-click the MS Word

SOP Template to start a
new controlled document




Specify SOP Properties,
Including Two Signers

< New Document o) o =

Class: Controlled Document -

@ Use template: SOP Template docx -

() Create an empty multi-file document

() Create an empty single-file document File extension: D—'l

Properties:
Te G oo - B
?;gzr:alled Document sop b R
Document Area: safety I &l
Document Id: 100-100-6 :
Document Mame: Protective Gear in Factory *
Major Version: 1 = =
Country: MED
Effective Date: 17, L2012 E-
Author(s): Mika Salonoja =D
Reviewer(s): Mika Salonoja v gyt

Joel Heinrich v

Content Approver: Mika Salonoja |

Authorizer:

A

Joel Heinrich




Smart Templates with
Dynamic Content

@| H -0+ Safety SOP 100-100-6 v1 Protective Gear in Factory (ID 411) [Compatibility Mode] - Microsoft Word
Home Insert Page Layout References Mailings Review View M-Files
= :‘"‘I i - - - - - A4 - é: - ia_—'-r _.E _.—= A
1Y 5 mesNewre- 1 A xR B =S EE T 4Bbcer |1 AABB| 11 Aa
raste g I U -~ abe x, X° T-A- EE E ARG R R Emphasis |7 Heading 1 | T Headin,
Clipboard ra Font Ia Paragraph P Styles
XYZ inc.

SAFETY SOP 100-100-6 v1 Protective Gear in Factory

Author: Mika Salonoja \( . -
Miii-:-rl".'erai-:-n: 1 _\ M-Files fills in

Eftective Date: 17.1. 2012 document propertles
_to the template

1 PURPOSE
This section should state the purpose aof the SOP; What is it for?
2 SCOPE

This section should state the scope af the SOP; What does it apply to?




Intuitive UI to Control Documents

Name =&

4 @J Safety SOP 100-100-6 v1 Protective Gear in Factory

> {88 Author(s) (1)
1 iR Authorizer (1)
4B Joel Heinrich

Major Version State

1 O 1.Draft

Document Area

Safety

\

Document state

4 mContent Approver (1)

435 Mika Salonoja |

Responsible persons

> &R Reviewer(s) (2)




' Initiating Electronic Signature

v|‘ » Computer » M-Files (M:) » QMS » 1. Controlled Documents » 1. Document Authoring

File Edit View Tools New Operations Settings Help

Organize ~ View v New v Operations ¥ Settings v

Name = Major Version State
>| @Safety SOP 100-100-6 v1 Protective Gear in Factory 1 & 3. Finalized, awaits Approval

The first signature is initiated by hitting 'Move

into state: Content Approved’
(the button only visible for the person that has signing privileges)




Applying author signature

¥ Electronic Signature

This state transition reguires an electronic signature,

Content Approval: I have reviewed the content of this document and / Legal ma n|festat|0n
have found no errars ar omissions that are substantive enough to
praohibit its use,

Add an electronic signature by entering your credentials and pressing the Sign
button,

Username: mika.zalonoja / Slgnlng Password
Password: | /r Sign ]

Domain: MFQMSDEMO [ Cancel ]




Approved Document in M-Files QMS

Safety SOP 100-100-6 v1 Protective Gear in Factory Created: 151.2012 19:32, Mika Salonoja
Controlled Document 1D 411, version 4 Last modified: 23.1.2012 10:52, (M-Files Server)
Controlled Docume... S0P Authaorizer: Joel Heinrich Signature(s): Content Approval: Mika Salonoja,
Document Area: Safety Required Readers: 23.1.2012
Document Id: lﬂﬂ-lﬂq-ﬂ . Signature manifestation: Workflow: Controlled Document Workflow
Document Mame: Protective Gear in Factory Reason: Content Approval

State:
: Joel Heinrich

S 4, Content Approved
S Meaning: [ have reviewed the content of this document

(.:':'untr:’f: and have found no errors or omissions that are substantive
Effective Date: 17.1.2012 encugh to prohibit its use.,
Author(s): Mika Salonoja
Reviewer(s): Mika Salonoja Signed By: Mika Salonoja i
Joel Heimicd (MFQMSDEMO\mika.salonoja) Content a pproved, waltl ng

Signing Time: 231.2012 10:52:59

for authorization

Content Approver: Mika Salonoja




Authorizing SOP

Authorizer selects the
SOP in her task list
and moves it to
Authorized state.

This state transition requires an electronic signature.

Authorization for Use: I authorize this document for use. -

-

Add an electronic signature by entering your credentials and pressing the Sign
button.

Password: YT TYYYYS [ Sign J

% M-Files’



Authorized SOP

Name ~
> f]VSafetryASOP 100-100-6 v1 Protective Gear in Factory

Z

File automatically
converted to PDF

Safety SOP 100-100-6 v1 Protective Gear in Factory
Controlled Document 1D 431, version 8

Controlled Document T... SOP
Document Area: Safety
Document Id: 100-100-6
Document Name: Protective Gear in Factory
Major Version: 1
Country:
Effective Date: 24.1.2012
Author(s): Mika Salonoja
Reviewer(s): Mika Salonoja
Joel Heinrich
Content Approver: Mika Salonoja
Authornzer: Joel Heinrich
Required Readers:

Controlled Document T... Document
SOP Safety

Created: 23.1.2012 11:03, Administrator
Last modified: 23.1.2012 11:42, (M-Files Server)

Signature manifestation:
Reason: Authorization for Use

AL H 1 YN - oo o o 4

SOP is now Available  |ejoe

for Training ka Salonoja, 23.1.2012

Authornization for Use: Joel Heinrich, 23.1.2012

Workflown~{gntrolled Document Workflow
State: |3 6. Available For Training




Digital Signature in Place

ﬁ] Safety S0P 100-100-6 v1 Protectrve Gear in Factory (ID 431).pdf - Adobe Reader
File Edit View Document Tools Window Help

=0 gg_lv \gj $ 1 /2 B® 67% - = [ Find

@? Signed and all signatures are valid.

E Signatures

;&'ﬁ 'lbv Validate All
. =% Rew. 1: Signed by M-Files QMS Sandbox
Signature is valid:
Document has not been modified since this signature was applied
Signer's identity is valid
Signature date/time are from the clock on the signer's computer.
Signature Details
Last Checked: 2012.01.23 11:54:25 +02'00"



Electronics Signature Page automatically added

(Signature layout is customizable)

i} Safety SOP 100-100-6 v1 Protective Gear in Factory (ID 431).pdf - Adobe Reader
File Edit View Document Tools Window Help

=N EoR ™)

x

= B AN S 272 ® ® 9% - = 1 Find -

‘@ Signed and all signatures are valid,

XYZinc.

SAFETY SOP 100-100-6 v1 Protactive Gear in Factory
Asther: Mika Salosoja
Major Varsica: 1
Effoctive Date: 24.1.2012

SIGNATURE PAGE

Content Approval. | have reviewed the content of thiz cocument and have found nO errors or
omizsions that are suastantive enough to pronioi its uze.

Name: Miks Salonoja Title:  Senior Procduct Manager
(MFQMSDEMO\miks.salonoja |
P

20120123 11:07:41

ecsrorscaly e 1) g pd-Fiis Timestarry

Authorization for Use; | suthorize this cocument for uze.
Nsme: Joel Heinrich [MFQMSDEMO\heijoe] Title:  System Specisiist

2012.01.23 11:41:59

" Elsroricaly Sigrmdin g Filgy Tiretars

CONFIDENTIAL
DO NOT PHOTOCOPY WITHOUT AUTHORIZATION

% Signature Panel




Electronic Sighatures

Content Approval: | have reviewed the content of this document and have found no errors or
omissions that are substantive enough to prohibit its use.

Name: Mika Salonoja Title: 51 Manifest
(MFQMSDEMO\mika.salonoja)
ol Signature proven with | 41 o1 23 11:07:41
signing password \
Electronically Signed in * M-Files Timestamp \
Timestamp from

Authorization for Use: | authorize this document for use. the system
Name: Joel Heinrich (MFQMSDEMO\heijoe) Title: System Specialist

— | 2012.01.23 11:41:59

e

Electronicéllly Signed in “ M-Files Timestamp




Updating SOP's

vl'i""‘ » Computer » M-Files (M:) » QMS » 1. Controlled Documents » 3. Effe

File Edit View Tools New Operations Settings Help

Organize » View v New = Operations » Settings v

| Type search words

Name =

>| ™% Safety SOP 100-100-6 v1 Protective Gear in Factory
> ﬁ Safety SOP 1234 v1 Working with Flammable Gases

Eventually, you can either retire or update the SOP.

Retired SOP's turn into read-only archive with

& limited access

B i gl New major version is linked to the old major
version and the old major version is retired




USE CASE 2: GET THE NEW
SOP TRAINED TO STAFF




Define the people to whom the new SOP
ISs mandatory

¥ Properties - Safety SOP 100-100-6 v1 Protective Gear in Factory.pdf (Docum...

General | Properties | Workflow | Comments | Permissions | Motifications
Class: Controlled Document -
™) Multi-file document
(@ Single-file document File extension: | pdf ]
Properties:
Reviewer(s): Mika Salonoja =0
Joel Heinrich v 5
Content Approver: Mika Salonoja |
Authorizer: Joel Heinrich v o
Iqnaquirvau:l Readers: Andy Mash - a N
Jon Lord s NE
Mika Salonoja - = o
N B




A pending training requirement to each
person is created

4% Safety SOP 100-100-6 v1 Protective Gear in Factory

> B Authorl(s) (1)

> B Authorizer (1)

> ‘ﬁContent Approver (1)

> E Periodic Tasks (1)

> B Reviewer(s) (2)

> 4 Signature(s) (2)

J QTraining Requirements (4)
'V DOC REQ: Andy Nash - Safety SOP 100-100-6 v1 Protective Gear in Factory |
W DOC REQ: Jon Lord - Safety SOP 100-100-6 v1 Protective Gear in Factory
WV DOC REQ: Jussi Salmi - Safety SOP 100-100-6 v1 Protective Gear in Factory
WV DOC REQ: Mika Salonoja - Safety SOP 100-100-6 v1 Protective Gear in Factory
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» Training requirements appear on person's to-do
list with deadline

o Additionally, an email reminder is automatically
sent to the user

User's to-do list

@C}vlﬁ » Computer » M-Files (M:) » |[QMS » AssignedtoMe » v [ 45 |] sec

File Edit View Tools New Operations Settings Help

Organize ¥ View v New ¥ Operations ¥ Settings ¥

~* A Files Search all objects
o M S 7% Type search words

v State

Deadline

- Name
H* Assignment 2/ DOC REQ: Mika Salonoja - Safety SOP 100-100-6 v1 Protective Gear in Factory Pending 6.2.2012

Computer System 4 EI] Controlled Document (1)
£
< Document j Safety SOP 100-100-6 v1 Protective Gear in Factory Q@ 7. Effective




Once document is learned, it's training is
requirement is closed with eSignature

. Name State L
H* Assignment 2/ DOC REQ: Mika Salonoja - Safety SOP 100-100-6 v1 Protective Gear in Factory Pending 6

§ " Computer System 4 [ Controlled Document (1)
<« Document (

« " Issue :
g " Periodic Task This state transition requires an electronic signature,
%" Person 1

(o
|3 Project Document Learned: I have read and understood the contents of this -
: document and I agree conduct my work as it prescribes,

DOC REQ: Mika Salonoja - Sa

v1 Protective Gear in Factor] v
W Pending Document Requil
version 1 Add an electronic signature by entering your credentials and pressing the Sign
button.
User Account: Mika Salo
l‘g Maks Copy Controlled Safety SOf Username: mika.salonoja
@\Calendar Document: Protectivel A P — | [____Sim__]
£ X Workflow: Training R R l Cancel l
Workflow Domain: MFQMSDEMO ) )

%\
, Learned

State: Pending




Once training requirement is satisfied, employee's
To-Do list is again empty

@%@ » Computer » M-Files (M) » QMS » Assignedto Me » v [45

“I.:irle _E_d'rt Vtew Toc_>ls New dperations setfin_gs Help

Organize » View v New » Operations » Settings ¥

-l M ‘F"CS.
o A s | Type search words

. State
H* Assignment This folder is empty.
§ ™ Computer System
ww Document
« " Issue
Q‘ Periodic Task

§>* Person
i




Following-up with the training results

4« 3, Training » 4.Doc. Learning » By Document » Safety SOP 100-100-6 v1 Protective Gear in Factory » v I‘, | I Search M-Files ||

File Edit View Tools New Operations Settings Help

Organize ¥ View v New ¥ Operations v Settings «
E ——

o M 5 x| Type search words

.

H* Assignment > V/ DOC REQ: Andy Nash - Safety SOP 100-100-6 v1 Protective Gear in Factory Andy Nash 6.2.2012
I Computer System > V/ DOC REQ: Jon Lord - Safety SOP 100-100-6 v1 Protective Gear in Factory Jon Lord 6.2.2012
e Document > V/ DOC REQ: Jussi Salmi - Safety SOP 100-100-6 v1 Protective Gear in Factory Jussi Salmi 6.2.2012
> @DOC REQ: Mika Salonoja - Safety SOP 100-100-6 v1 Protective Gear in Factory - -

\

Four people needed to learn this SOP
Only one has done that so far

Assigned to Deadline




Employee’'s Training Records

* You can view each employee's training records
to review pending Training tasks.

M-Files (M) DIQMS » 3.Training » 4.Doc.leaming » ByPerson » Mika Sslonoja » ] ]6,1

New Operations  Settings  Help
New v Operations v Settings

Search all objects

02 Type senrch words

Name » Controlled Document
& DOC REQ: MFQMSDEMO\mika.saloncja - Safety SOP 123 v2 Using Safety Googles Safety SOP 123 v2 Using Safety Goagles (deleted)
» {3 DOC REQ: Mika Saloncja - Contract Management SOP 1234 v1 Siinan Testi Contract Management SOP 1234 v1 Sanan Testi
y @DOC REQ: Mika Salonoja - Contract Management SOP 1234 vl Test Contract Management SOP 1234 vl Test
» €2 DOC REQ: Mika Saloncja - Document Management SOP 1 v1 test Document Management SOP 1 v1 Contract Long Term Archrang

» &3 DOC REQ: Mika Salonoja - Factory Tasks SOP 100-55 v1 Storing Flammabile Matenals on Site Factory Tasks SOP 100-55 v1 Storing Flammable Matenals on Ste




USE CASE 3:
CLASSROOM TRAINING




Creating a new Training

- M-Files’ Search only: CAPAs

@ Vi 5 @Type search words

T
») My Views

H* Assignment
S Audit
7> CAPA
we Document &1 Quality Manual

.») Common Views

A’ Issue or Finding 2. Controlled Documents

'@ Periodic Task = P = —

T #4 Click New Training
‘, A —35. Quality Control

:i‘_’ N . 6. Inventories and Databse Listings
-——e \ M Helpful Tools

& Training Event




Specify the training or course
Possible to specify SOPs covered in the training

="' Properties - Basic Safety Training {Training)

‘General Properties |'-.-'-.-'nrkf||:|w I Cornments I Permission:s I Motifications

Class: I Training j
Properties:
+ ol
Mame ar kitle: Basic Safety Training —
Description: This course covers basic safeby in Factory operations. This course -]

covers attached SOPs, |

Safety Company Policy # w1.1 Test

f:untr::ulled Cocumenkis): | Safety SOP #1040 +1.0 Foobar




' Add some training material to M-Files
QMS

|E|' | | Presentat
Home Insert Design Transitinns Animatinns Slide Sk R ewipune i P

H LAV

aeneral |

Save A5

Class: Training Material

| [, save to M-Files (Qra3) |

Sawve as bype: PowerPoint Presentation (¥, ppkx)
Ity Sawe to M-Files (QMS-M)

Propetties:
5 Open

. Marne or kitle: Safety Course kraining slides
Lopg Dpen from M-Files [QR3])
Training: |

Lgq Open from h-Files [(MS-MJ)

Training Event: Basic Sarety Training

I_j Flmae Company Qrientation

Created: Curnrmy Training




mew training is now fully defined and
visible on company course list

+& 1. Training List

@{ )c r‘i v Computer ~ M-Files (M:_) + QMS v 4. Training ~ 1. Training List ~

Organize v  VYiew v New ¥  Operations v  Settings ~

Search all objects

" M-Files'
OMS

v Mame

Basic Safety Training

1 Et‘] Controlled Document(s) (2)
@Safety Company Policy # v1.1 Test.pdf
"L safety SOP #1040 v1.0 Foobar.pdf

4 Eb Documents (1)
l-EL‘__.’_'ISr:nI’ety Course training slides.pptx

> @ Company Orientation

> @B Filling travel invoices

0| Type search words

>




' Adding new training sessions in
Calendar View

& M-Files calendar - ¥1.0.3.0

File  Edit View Tools MNew  Operations Help

+« » 12-18February 2012

14 Tuesday 16 17 Friday

9 10 11

200 21 22 23 24 25

08 AM

09 0o

Mark the training
slot, right-click and
select New
Training Event

Refresh

Custamer Audit, ,,

v Show Properties Pane

Internal Audit, .

Supplier Audit, .

Management Quality Review. .,

Regulatory Inspection, ,,




15 19
25 26
-

-l w Audits

~ W e Issues

- @ wa Periodic Tasks

. % wa Training Events

W — Effective Documents
7% W Training Everits

-l Trainingmacotds' \

B ~= Self Learning

Filling in the training event details

I r.. |~ N

#** New - Training Event =] B2
General l
Class: | Training Event E'
v Use template; l Dummy Training Event ;I
Properties:
Title - Training Event: | (automatic) R
Training: | Basic Safety Training ;] o
Trainer: | Mika Salonoja EI 2
Start Date: [V 2s. 1.1998 ="
Start Time: [V s:00:00 =
End Time: [[¥ 12:00:00 -
End Date: [V 13 22012 ~
Location: | Auditorium 1 ~lam
Participants: | =] 2]

Relationships... I

Permissions:

Workflow:

More Properties... |

lFuII control for all internal users :_I ; I

=

l Training Event State




First training is now scheduled

& M-Files Calendar - v1.0.3.0

File ~ Edit View Tools Mew  Operations Help

| e | s

¢« » 12-18February 2012

12 Sunday 13 Monday 14 Tuesday 15  Wednesday
08 aM
g 00 . Basic Safety
B Location:  Auditorium 1
Trainer: Mika

10 00 Salonoja
11 12 13 14 15 18 — Raticpants:
18 19 200 21 22 23

25 26 27 28 29 30 {00
{23 45 ¢

+ [l e Audits S
+ Il =a Issues 12

M w Periodic Tasks
.. % = Training Evjéi!ts ST
W - Effective Documents
% W Training Events
-, M = TrainingRecords 14 00
- Self Learming —




Add participants after the
training session

' Properties - Basic Safety Training 13.2.2012 Auditorium 1 {Training Event)

Properties |Wu:urkﬂ|:|w I Comrents I Permissions

Class: I Training Event j
Properties:
Title - Training Event: I Basic Safeky Training 13.2,2012 Auditoriom 1 ——
Training: I Basic Safety Training j 1|
Trainer: I Mika Salonoja j |
Start Date: [ 13 22012 i
Stark Time: ¥ 0000
End Time: ¥ 12:00:00
End Date: [¥13. z.z012 =]
Locakion: I Auditoriurn 1 j_'l
rF'artin:ipants: Andy Mash
I April March ud | Y
I Clark Kent ud | Y
I Gillian Campbell| j i
;ignature{s}: I Training Confirmation: | |
Created: I 16.2.2012 20:47

Created by: I Mika Salonoja




2| Type search wards

same -

» — Basic Safety Training 13,2,2012 Auditorium 1

Basic safety Training 13.2.2012 Auditorium 1

Training Event ID 8, wersion 4

Training:
Trainer:
Start Date:
Start Time:
End Time:
End Date:
Location:
Particpants:

Signature(s):

Workflow:
State:

Basic Safety Training
Mika Salonoja
13.2.2012

9.00

12:00

13.2.2012
Auditorium 1

Andy Mash

April March

Clark Kent

Gillian Campbell
Training Confirmation: ,

Training Event State
Training Held

Trainer now signs off the training
event with eSignature

s #="" Electronic Signature

This skate transition requires an eleckronic signature,

lrTr.E|i|'|iru;| Zonfirmation: I have reviewed the conkent of this Training Event
and have found no errors or omissions, The listed participants attended

the event and have been sufficiently instrucked on the relesant topics,
A

[«

#dd an electronic signature by entering wour credentials and pressing the Sign
button,

Username: | mika,salonoja
Passward: | ssssssene Sign
Domain: | CMSDOMAIR Cancel




Training certificates are automatically
created

J ! Basic Safety Training 13.2.2012 Auditorium 1
J U{j Documents (4)
@Certificate: Andy Nash - Basic Safety Training 13.2.2012 Auditorium 1.pdf
f;_J_Certificate: April March - Basic Safety Training 13.2.2012 Auditorium 1.pdf
@Certificate: Clark Kent - Basic Safety Training 13.2.2012 Auditorium 1.pdf
fL_JCertificate: Gillian Campbell - Basic Safety Training 13.2.2012 Auditorium 1.pdf




Training Certificates

L] 2 Claek Kent - Bash
Fla E® Vew Wedow Help

Basic Safety Training

B REASE - [2 1| Tesse =] 0¥ = Took | Sign | Commont
e "2« Based on a MS Word template
- Easily customizable with your logos
Training Certificate 7 etc.
i ot ceiis » Digitally signed PDF's document
S (M-Files batch signing)

» Certificates automatically appear
under QMS personnel files

Mika Salonoja

e Can be printed on paper and
mailed, or sent via email




i

USE CASE 4: BUILDING AN
EQUIPMENT INVENTORY




i

Highly Customizable Data models

= EN Equipment * Easy to implement
x— Title - Equipment without programming
x— Equipment Type .
= Title » Different data types
= Description supported:
x— Serial Number - Text
= Manufacturer's Product Code - Date
= Locaien | - Drop-down lists
x— Date of implementation
i "L —— - Numbers
x— User Account - etc.

x— User Groups




i

* M-Files creates forms to fill-in data
automatically.
- Changed properties are updated on the fly.

Adding new records manually

N ]
=
=
=l
=
-]
Serial Number: I
Manufacturer's Product I
Code:
Location: I j |
Date of implementation: [~ 16. 2.2012 x|
Responsible Person: I
Created: |16.2.2012 1412
Created bv: | OMSDOMAIN'\mika. salonoia




ndding new records from an exiting
database

P ——ee Synchronize data live
G;E:slel :::::oll"l ;E:S::tr:nal database to import and modify objects that fro m a n eXI Stl n g
reside in the external database. Syste m (e ] g ] E RP O r

IDLEDE connection string (from server): e |j LIMS)

SELECT statment M-Files data in sync
| - automatically

Refresh Columns |

Swrcell:olumn Target Property | Update | Insert | MaSS_Im po rt data
from Excels

If you want to allow users to modify the data in the external database from
within M-Files, spedfy the SQL statements that M-Files Server can use to areate,
modify, or delete records in the external database:




The same familiar UI to access equipment data and
other QMS records

Mame - | State | Equipment Type | Date of implementation
» Q Analysis Unit X¥Z Laboratory Equipment S 2. In Production Use - QK Labaratory Equipment 16.2.2012
» Q Fork Trudk Vehide % 2. In Production Use - OK Wehide 16.2,2012

Analysis Unit X¥Z Laboratory Equipment Created: 1,.2,2012 17:07, Mika Salonoja

Equipment ID 1, version 3 Last modified: 16.2.2012 14:19, Mika Salonaja

Equipment Type: Laboratory Eguipment
Title: Analysis Unit XY2Z

Description:
Serial Mumber:
Manufacturer's Pro...
Location:

Date of implement... 16,2.2012

Responsible Person: Clark Kent




ecessary documents can be attached
to any database item

ISearch all objects -

Te| Tvpe search words

Forklift truck guide

S0me notes by Stepnen Trbbick, Hamow Cound| Environmental Haallh Senvices 1711/2003
a g Fark, Truck, Yehicle E 2. In Production Use - CF vehicle partly bas=d on the fact-shest from www NuneatonandBedwornibusinzss healiheatsty.

» mResponsihle Person (1)
> @Locations (1) Index

Mame State Equipment Type

> /M Issues and Findings {1) ::fr;;umon

2 M Documents (1) The Forklift Truck
| : _ Checking the truck ...
ﬁForkllFttruckgmde.pdf - Lift truck pre-shift ehed
> @ Analysis Unit ¥¥Z Laboratory Equipment 5 2. In Production Use - Ok Laboratory Equipme Routine maintenance. .
Thorough examination
Scheduls 1 to the Lifting Operations and Lifting Equipment Regs 1988,
Selection of Operators
Traiming of Operators
Authorisation of Operators
Basic driving rules..........
Lifting people... .
Layout and Mainten
Signalling
Use on the public highway
Employers Checklist - Forklift Truck:
References / Further Details ...
Health & Safety Enforcement..

| | N Introduction

Forklift trucks (FLTs) feature prominently in workplace accidents. Ewvery year there are about
8000 lif truck accidents resulting in injury, and about 10 fatalities. Even if people are not

W 00 00 - i g bR

ance of Workplace

rIEnTET IR Created: 16.2.2012 14:21, Mika Salonoja injured in FLT accidents there is often damage fo buildings, storage systems or siock. The
Equipment Document  ID 115, version 1 Last modified: 16.2.2012 14:21, Mika Salonaja main causes of FLT accidents are:
Equipment: Fork Truck Vehide + lack of operator training

# inadequate premises
# poor FLT maintenance

Itis the responsibility of management 1o assess FLT operations and ensure that safe system
of work are implemented and maintained. Subsequent responsibiliies for safe use will also
lie with line managers, supervisors and operators.




Equipment can be linked to any
quality control task

>_§Analyss Unit XYZ Laboratory Equipment
2 & Fork Truck Vehide
> L:D Documents (1)
4 (i\ Issues and Findings (1)

Deviation #132 16.2.2012 Manufacturing Near miss hazard situation with fork kift truck

> f’tocabons (1)
> B Responsible Person (1)




i

Maintenance tasks

* M-Files QMS comes
with built-in features

4 & Analysis Unit XYZ Laboratory Equipment to add recurrlng
maintenance tasks to

4 gPeriodic Tasks (1) !
the equipment

> @Responsuble Person (1)
> &9 Fork Truck Vehide
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USE CASE 5A: FOLLOWING
UP A QUALITY DEVIATION
(SIMPLE OPTION)




Creating a New Deviation

" M-Files’
oMS

| Assignment
« * Deviation
ww Document
'@ Periodic Task

_§+" Person
{4 Praject
. Quality Assurance Task

Create a new Deviation

zeneral |
Class:
[~ Use template:
Audit Finding
Properties: Customer Feedback

Deviation
%‘F:

Three deviation types to choose from:

Audit finding: linked to an audit or inspection event
Customer feedback: linked to a customer and product
Deviation: an internal quality issue or non-conformity




Fill in the deviation form

=" New - Deviation o ]
General |

Class: I Deviation j

[ Use template: I ﬂ

Properties:
Deviation Type: I Safety Issue j _'l;l
Short Description: I Gas Leakage in Laboratory =
Date of Issue: ¥ 1 22012 =l
Due Date: ¥ 8 22012 =|
Product: I j 0
Supplier: I Supplier Company A j |
Equipment: I Analysis Unit XYZ Laboratory Equipment j |
Responsible Person: | j 0
Issue Number: I (automatic) =
Description: A small amount of pressurized flammable gas leaked because valve was not dosed as instructed ﬂ

L [ K

Recommended Action: [ Re-training of relevant 50Ps

Carrective Action
(actual):

L1 [T




Overview of ongoing deviations

Responsible Person

Wi Issue and Deviations

609 /"4~ Computer - M-Fies (M:) ~ QMS ~ 4, QA Activities - Issue and Deviations -

Organize v View v New v Operations v Settings v

- M-Files' Search only: People

o ms %% Type search words

A Name =~ | Deviation Type S ) \ssigned
" Assignment > & Deviation #116 Gas Leakage in Laboratory Analysis Unit XYZ Laboratory Equipment - 1.2.2012 Safety Issue 1.2.2012 8.2.2012 ¥ 2. Awaits resolution Mika Salonoja
> d Deviation #117 Not wearing eye protection -31,1.2012 Issue with Personal Protection  31.1.2012 16.2.2012 . 1, Start -

4 Deviation > Deviation #118 Failed to read mandatory SOPs - 2.2.2012 Lack of Training 2.2.2012 16.3.2012 () 3.Resolved -Unverified -
< Document

'@" Periodic Task

Due Date State




Built-in calendar view

to browse deviations by and their due dates

@& M-Files Calendar - v1.0.3.0
File  Edit

11 12 13 14
18 19 20 21
25 26 27 B

T | Deviaions
% = Deviations {(duedate)
. M = Periodic Tasks
M § Periodic Tasks
M w Training Events
\ B ® TrainingEvents

View Tools MNew Operations Help

« » Feb Wednesday
Sun o 1 sday Wednesday Thursday Friday Saturday
29Jan Feb ' 01Feb |2 3 4
T m#l-l? |d Deviation #116 l |‘ Deviation #118 l
-
iR \
5 8 9 10 11
T
i 8
12 f— v 15 16 17 18
@
a3
o
19 22 23 24 25
o
r~
m
m
1]
o
26 27 29 01 Mar 2 3

E-£-2-92




' The deviation is closed with
eSignature after corrective actions

="' Electronic Signature |

This state transition requires an electronic signature.

I hereby state that the corrective actions listed here have been :I
completed from my part.

e
Add an electronic signature by entering your credentials and pressing the Sign
button.
Username: mika.salonoja
Password:

Domair: QOMSDOMAIN




Full audit trail reveals who has done
what and when

T History =101 %]
History:
Name & | Version | Status Time | State | User
3 d Deviation #116 Gas Leakage in Laboratory Analysis Unit XYZ Laboratory Equipment - 1.2,2012 7 1220121734 4, Resolved - Closed Mika Salonoja
3 é.Deuiaﬁnn #116 Gas Leakage in Laboratory Analysis Unit XYZ Laboratory Equipment - 1.2,2012 6 1220121731 O 3. Resolved - Unverified  Mika Salonaja
3 é.Deuiaﬁnn #116 Gas Leakage in Laboratory Analysis Unit XYZ Laboratory Equipment - 1.2,2012 5 1220121729 9 2, Awaits resolution Mika Salonoja
» é.Deuiaﬁnn #116 Gas Leakage in Laboratory Analysis Unit XYZ Laboratory Equipment - 1.2,2012 4 12,2012 1712 3 2, Awaits resolution Mika Salonoja
» d.Deuiation #116 Gas Leakage in Laboratory Analysis Unit X¥Z Laboratory Equipment - 1.2.2012 3 1220121711 & 1. Start Mika Salonoja
» d.Deuiation #116 Gas Leakage in Laboratory Analysis Unit X¥Z Laboratory Equipment - 1.2.2012 2 1220121711 & 1. Start [M-Files Server)
» é.Deuiation #116 Gas Leakage in Laboratory Analysis Unit XYZ Laboratory Equipment - 1.2.2012 ... 1 1220121710 & 1. Start Mika Salonoja
1] | i

Deviation #116 Gas Leakage in Laboratory Analysis Created: 1,2.2012 17:03, Mika Salonoja

Unit XYZ Laboratory Equipment - 1.2.2012 Last modified: 1.2.2012 17:34, Mika Salonoja

Deviation ID 1, version 7

Deviation Type: Safety Issue Description: Waorkflow: Deviation State
Short Description: Gas Leakage in Laboratory A small amount onressgrized flammable gas leaked because State: @ 4, Resolved - Closed
Diate of Tssue: 1,2.3012 valve was not dosed as instructed
Due Date: 8.2.7012 Recommended Action: Re-training of relevant SOPs
Product: Corrective Action (actual): o
i ) We replaced the valve completely and put new warning sign on
Supplier: Supplier Company A the wall next to the unit
Equipment: Ana_lysis UUnit X¥Z Laboratory Signature manifestation:
Equipment 1.2,2012 17:34:01 Mika Salonoja
Responsible Person: Mika Salonoja (QMSDOMAIN'mika,salonoja): '3, Resolved - Unverified’ -= 4,
Issue Mumber: 116 Resolved - Closed'
Add Label to This Version... Modify Version Details. .. Rl Back

IType: Deviation (0 files) Chedked In 0 bytes |QM5DDMAIN\||'|1ika.saI0nn_' 7
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USE CASE 5B: FOLLOWING
UP A QUALITY DEVIATION
(ADVANCED USE CASE)




'Advanced Use case: separate deviations and CAPAs

» More complex deviations can be split into
multiple CAPA's

- Each CAPA can be assigned to different people with its own due date
- Once all CAPA's are closed the deviation entry can be closed with

eSignature
4 &Deuiaﬁun #117 Mot wearing eye protection 31.1.2012 ﬁ 2. Awaits resolution Mot wearing eye protection  Gillian Campbell 16.2.2012
1 &% CAPAS (2)
@ CAPA #1003 Deviation £117 Mot wearing eye protection  31.1.2012 L_.-? 1. Start - CAPA Recorded  Get more gear Gillian Campbell 15.2.2012

&% CAPA #1004 Deviation #117 Not wearing eye protection  31.1.2012 E} 1. Start - CAPA Recorded  Update SOP Joel Heinrich 1.3.2012
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USE CASE 6: PROCESSING
CUSTOMER FEEDBACK




Option 1: feedback by Email

@I"ﬁ“"_—j—] &g lF
‘ Home | Send /Receive Fali

jj " & Ignore K &

 Clean Up
Mew  MNew
E-mail Items~ &Junk x

Mew , Delete

Delete Re|

U Favorites <

- mika.salonoja@m-files.com
v archivel
4 M-Files (M)

(5] Deleted Items

Drag the mail to Customer

y g e Feedback folder in Outlook

[ Audit Correspondence
1 Customer Feedback
L@ Search Folders




i

Fill in the metadata card in Outlook

@ Mew Document E |
Genera | | Most properties are
Class: Customer Feedback Document - a uto m atl Ca | |y fi I Ied

Save as type: Outlook message (*.msg) V]
Properties:

Mame or title: Redamation!

Customer Feedback -

Open:

Email From: mika. salonoja@m-files.com

Email T mika, salonoja@m-files.com

Email Subject: Redamation!

Email Date: [¥] 16, 2.2012




Option 2: feedback by phone or in a
meeting

ol M-Files Create a hew DeV|at|On and — P [
oOMS fill in the metadata card -
T Use template: I I-
- Properties:
ﬁ. ASSignment Issue #: I (automatic) =
- » Dewaﬁon Title - Issue or Finding: | (automatic)
7 . Short Description: | Nuts and bolts missing in shipment
e Document Customer: | Customer A j |
Q * Periodic Task Product: [ Product agc i [5)!
| Q=v PEfson Severity: |3. Major j |
.,;".H Date of Issue: | 14. 2.2012 =l *
1\ : pijECt Due Date: [ 21 22012 =l
X " Quality Assurance Task Responsible Person; I Mika Salonaia j |
?-f" ‘A—nguest ".‘ Description: Customer shipment did not contyain all necessary parts ;I
=
Recommended Action: d

% M-Files’



Ongoing customer feedback cases are visible
in 'All open cases’ view

* M-Files (M:) + QMS « 5. Quality Control + 2. Customer Feedback = 1. All Open Cases -

w T Operations - Settings «

ISearch only: CAPAs

x| Type search words

Name & State Customer Date of Issue | Product Responsible Person
H & Customer Feedback #126 16.2,2012 Failed to meet customer specifictions E} 1. Start Customer B 16,2.2012 Product XYZ
» .ﬂ Customer Feedback £127 3.2.2012 Wrong Colour Delivered ﬁ 2. Awaits resolution Customer A 9,2.2012 Product ABC Clark Kent
» ﬁ}, Customer Feedback #128 14.2.2012 Nuts and bolts missing in shipment ﬁ 1. Start Customer A 14.2.2012 Product ABC Mika Salonoja
Customer Feedback #128 14.2.2012 Nuts and Created: 16.2.2012 12:58, Mika Salonoja
bolts missing in shipment Last modified: 16,2.2012 12:58, Mika Salonoja

Customer Feedback ID 13, version 1

Issue #: 128
Short Description: Muts and bolts missing in shipment
Customer: Customer A
Product: Product ABC
Severity: 3. Major
Date of Issue: 14.2.2012
Due Date: 21.2.2012
Responsible Person: Mika Salonoja

Description: Customer shipment did not contyain
all necessary parts




' Customer feedback now awaits
corrective action

fi" Assignment > /¥\ Customer Feedback #126 16.2.2012 Failed to meet customer specifictions @ 1. Start

/™ Audit
4= CAPA

ww Document

A\ Issue or Finding
'@ " Periodic Task

Customer Feedback

Customer:

Severity;

Responsible Person:
Description:

Recommended Acti, ..
Corrective Action (...

Issue #;
Short Description:

Product:

Date of Issus:
Due Date:

5> /1\ Customer Feedback #127 9.2.2012 Wrong Colour Delivered

Customer Feedback #128 14.2.2012 Nuts and bolts missing in shipment

Customer Feedback #128 14.2.2012 Nuts and
bolts missing in shipment

ID 13, version 2

128

Nuts and bolts missing in shipment
Customer A

Produict ABC

3. Major

14,2,2012

21,2,2012

Mika Salonoja

Customer shipment did not contyain
all necessary parts

Workflow:
State:

Assigned to:

Issue Processing
o 2. Awaits resolution

Mika Salonoja

0 2. Awaits resolutior

2. Awaits resolutio

Created: 16.2.2012 12:58, Mika Salonoja
Last modified: 16.2.2012 13:00, Mika Salonoja




Feedback appears on responsible person’'s to-do list

Together with other pending tasks awaiting my action

g

W Assigned to Me

'@Oo % - Computer ~ M-Files (M:) ~ QMS » Assigned toMe ~

Organize ¥ View v New ¥ Operations v  Settings ¥

-l . Search ly:
M'Fi’es arch only: CAPAs

o Ms i}_] Type search words

~ Name =~
R SR
I Assignment > /1\ Audit Finding #121 Document Control Missing signature
> Customer Feedback #128 14.2.2012 Nuts and bolts missing in shipment

/Bl » 7 DOC REQ: Mika Salonoja - Equipment SOP #1031 v1.0 Mika

¢ CAPA > VDOC REQ: Mika Salonoja - Personnel Form # v1.0 Test

v Document b VDOC REQ: Mika Salonoja - Safety Company Policy #1034 v2.1 Test
A\’ Issue or Finding >/ DOC REQ: Mika Salonoja - Safety SOP #1032 v2.0 Help!

=)

> VDOC REQ: Mika Salonoja - Safety SOP #1041 v2.0 Foobar




\Any further email discussions about the case can be
stored under the feedback case for later reference

4 ,ﬂ Customer Feedback #1238 14.2.2012 Nuts and bolts missing in shipment
» Eﬁ Customer (1)
K ED Documents (2)
| RE: Redamation!.msg
1 Redamation!.msg
> @ Prodcuts (1)
» m Responsible Person (1)




Once all tasks done, feedback case is

closed

» fﬂ. Customer Feedback £126 16.2.2012 Failed to meet customer specifictions L_-'} 1, Start Customer B
» gi, Customer Feedback £127 9.2.2012 Wrong Colour Delivered ﬁ- 2. Awaits resolution Customer &
4 {:ﬁ Customer Feedback £128 14.2.2012 Muts and bolts missing in shipment e 2. Awaits resolution Customer &
4 Eﬂ Customer (1)
£l customer A - -

4 ED Documents (2)
-] RE: Redamation!.msg
= Redamation!.msg

4 @ Prodcuts (1)
@' Product ABC

4 m Responsible Person (1)
LB Mika salonoja

Customer Feedback #£128 14.2.2012 Nuts and
bolts missing in shipment

Customer Feedback

Issue #:

Short Description:
Customer:

Product:

Severity:

Date of Issue:

Due Date:
Responsible Person:
Description:

ID 13, version 2

123

Muts and bolts missing in shipment
Customer A

Product ABC

3. Major

14,2,2012

21.2.2012

Mika Salonoja

Customer shipment did not contyair,

=" Electronic Signature x|

This state transition requires an electronic signature.

I hereby state that this issue is now processed and related corrective ;I
actions have been completed

d

Add an electranic signature by entering your credentials and pressing the Sign
button.

|Jsername: | mika.salonoja

Passwaord: I sesssnnns

Domain: | QMsDoMAIN Cancel |
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USE CASE 7: PERFORMING
AN AUDIT AND FOLLOWING
UP ITS FINDINGS




' A new audit event is scheduled in
Calendar view

@ M-files Calendar - v1.0.3.0 .-_Ll.:l.lﬁ
File Edit View Tools New Operations Help

| e | Cex Day | Wesk | Monw

« » February 2012
Sunday Monday Tuesday Wednesday Thursday Friday Saturday
29 Jan 30 31 01 Feb 2 3 4
| (= Equipment ., Deviation || [= Equipment || [= safety )
0
= “» Personnel
5]
5 6 7 8 9 10 11
5 (= safety sop (euZazampoc] |7 customer || (= Equipment |
..'___ = Safety
7
11 12 13 14 o
18 19 20 21
%5 2% 27 B 12 13 14 15 16 17 18
1 ) 4 5 (= sefetysop ]| (utaiatane)
& LoD,
w Audits P . Deviation
~ CustomerAudt &
~ InternalAudits 19 20 21 22 23 24 25
~ Management Revie =
% 7 Regulatorylnspectilll |5eg
g | - .
= Issues & Refresh Training Event...
% M\ Deviations
26 27 ] d 3
Deviations (dueda v Show Properties Pane
H ons (duedat . Internal Audit. ..
‘:‘ Management Quality Review...
Regulatory Inspection...




List of Audits

¥ PCusb::mer Audit #101 Test3,2,2012 Customer Audit
Plnternal Audit #£102 Test29.2.2012 Internal Audit
PDﬂ'uer QA& Event #103 Test3 9.2,2012 Other QA Event
PF‘.egulatory Inspection #104 Test49.2.2012 Regulatory Inspection
® }:"Supplier Audit #105 Test59.2.2012 Supplier Audit

¥ PManagement Quality Review #1068 Test MGMT 12.... Management Quality Review

® Customer Audit #107 Annual Inspection 20,2.2012  Customer Audit

o e e e B

Automatic numbering

Customer Audit #107 Annual Inspection

. Completed - Closed
. Open - Ongoing
, Open - Ongeoing
. Open - Ongoing
, Open - Ongeoing
. Open - Ongoing

Created: 16.2.2012 13:52, Mika Salonoja

20.2.2012 Last modified: 16.2,2012 13:52, Mika Salonoja

Customer Audit ID 8, version 1

Audit #: 107
Customer: Customer A
Title: Annual Inspection
Start Date: 20.2.2012
End Date: 20.2.2012
Subsidiary:
Product:
Description: Recurring annual audit
Responsible Person: Mika Salonoja




Audit Documents

Customer Audit #107 Annual Inspection 20,2.2012 Customer Audit
> Eflﬂ Customer (1)
4 ED Documents (2)
4 zudit dates confirmation....msg Audit Document

E'I_j.ﬁ.udit Agenda.docx \ Audit Document

Emails saved via Outlook drag & drop

Add documents to the audit before,
during and after the audit event




Audit Findings

4 P Customer Audit #107 Annual Inspection 20.2.2012 Customer Audit -
) Eﬁ Customer (1)
) QJ Documents (2)
d &, Issues and Findings (3)

,@, Audit Finding #131 Human Resources Third Finding Audit Finding Human Resources
,@, Audit Finding #130 Fadlities Second Finding Audit Finding Fadilities
,@, Audit Finding #129 Document Control First Problem Audit Finding Document Contral

» Iﬁ Responsible Person (1)

In the sample case 3 findings are added
on 3 different areas




Audit Finding Workflow

4 §2 Customer Audit #107 Annual Inspection 20,2.2012 Customer Audit - @ 1. Open - Ongoing
> 8 Customer (1)
> Y Documents (2)
J [!_‘5 Issues and Findings (3)

/1\ Audit Finding #131 Human Resources Third Finding Audit Finding Human Resources 0 2. Awaits resolution
/1\ Audit Finding 2130 Fadilities Second Finding Audit Finding Faclities 0 2. Awaits resolution

“ 170

Audit Finding #129 Document Control First Problem Audit Finding Document Control 2. Awaits resolution
> ‘aResponfubk‘ Person (1)

Audit Finding #129 Document Control First
Problem

Audit Finding ID 14, version 3

Issue =; 129
Short Description: First Problem
Audit - Open: Customer Audit #107 Annual

Recommended Actions Inspection 20.2.2012

Area: Document Control
Severity: 2. Minor
Responsible Person: Mika Salonoja
Due Date: 23.2.2012

Description: Necessaru documents could not be
located during the audit State
Recommended Fix basic control procedures and
Action: provide additional training
Corrective Action (...

Workflow: Issue Processing
State: e 2. Awaits resolution
Assigned to: Mka Salonoja




Alternatively Audit Finding can trigger
multiple CAPA's that all have a
workflow

2 /0 Audit Finding #131 Human Resources Third Finding Human Resources @ 3. Resolved - Closed
> PAudit - Open (1)
1 @ CAPAS (3)

&% CAPA #1005 Audit Finding #131 Human Resources Third Finding - @ 4, Resolved - Closed
&5 CAPA #1006 Audit Finding #131 Human Resources Third Finding - @ 4, Resolved - Closed
&5 CAPA #1007 Audit Finding #131 Human Resources Third Finding - @ 4. Resolved - Closed

> R Responsible Person (1)




Takeaways

M-Files QMS: a practical tool for daily quality management
Superior document control capabilities

Superior connectivity and usability over any web-browser-
only solution

Lot of processes in one package & one login
Flexible and easy built-in digital signing
Quality awareness via M-Files reporting and built-in calendar

"Make sure you actually follow your quality policies”




