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Company Digital Life Sciences

Digital Life Sciences GmbH was founded in April 2007 by Mr. Thilo Gukelberger,
Co-Founder of d.velop AG.

We are a provider of digital and GxP-compliant documentation solutions and
have focused on the specific requirements of the life sciences industry since our

foundation. Our solutions build on the ECM/DMS system of d.velop AG, namely

d.velop documents (formerly d.3ecm), and extend the platform with the special
aspects of controlled document and quality management. With many years of
experience as a digitizer in regulated environments, we offer our customers not
only a broad portfolio of solutions but also a comprehensive range of services
(e.g., customer-oriented process consulting, validation services, specific migra-

tion consulting, and much more).



C ompliance
our mision

The concepts of life sciences solutions for quality management of GMP-relevant processes can be found <
in the GMP Advisor published by Peither, among other sources. Thilo Gukelberger and other employees of

the company are authors for the GMP Advisor and have published the following chapters, among others:

* Chapter 1.H: IT systems for the optimisation of quality management processes
+ Chapter 2.C: Training management

« Chapter 9.B: Regulatory requirements for computerised systems and the validation process VES_IXGP

Ted

« Chapter 9.D.2: Risk management in the validation of computer-based systems
+ Chapter 9.E: Qualification and validation of computerised systems

+ Chapter 15.G: Document management systems



Facts and figures

Founded in 2007

... and thus with nearly 20 years of experi-

ence in the (GxP) regulated environment

@
AOm

G,
more than 90

employees

/

Our services

Validation Services Professional Services Support Services

SIE

Industries in a regulated environment

Bio technology Pharma Food Medical technology

Chemistry Cosmetics Laboratories

...and other companies with a strong focus on quality management



7ar

more than 65.000

happy users use our software every day

@

more than 165

...customers in a regulated environment
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Certified according to

1ISO 9001:2015

&

GAMP audits

Successfully audited as a supplier to our customers

(by mail, in person, remotely)



Modular eDMS & eQMS

Comprehensive DMS and QMS solution

= e = == o=
DiGITAL Electronic

Life Sciences Quality management

- - e £ £

Supplier m . Technical
Qualification P 9 Documentation
— e - - ' T - — | R o -
@ Complaint = (G5 B on @ CAPA

»/ Control

. e

Change
Control

L -

Document Training

Control Management E-Learning

L - L - L L - L '

Scanning and @ Contract :Esgingéng
Classification Management

Processing

d.ve & many more Interfaces
d.VELOP docur comm. solutions & Integrations

Solutions

Our digitization solutions primarily address document-based processes in qual-

ity management and manufacturing/production.

The basis of dIs | eQMS is a comprehensive ECM/DMS. All software solutions can
be introduced as modular building blocks and can be expanded like a building
block model to a complete GxP-compliant eQMS suite. The blocks highlighted

in turquoise illustrate this aspect.

The ECM/DMS system can also be extended to include non-GxP applications
and can be linked to your existing ERP system (e.g. SAP), thus

enabling you to implement almost all document-based processes in your com-

pany.

You already have an ECM/DMS in use? No problem, it is also possible to deploy

only the eQMS modules. Please feel free to contact us.



Let us introduce ourselves
Immerse yourself in the world of digital transformation with the eQMS Suite. Find out more about Digital Life Sciences and our solutions

in this video. Learn how you can redesign your document-based processes with customised GxP-compliant software solutions and dis-

cover the possibilities of digital transformation.

e video
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Cloud, on-premises, or hybrid?

Our delivery options

In order to be able to offer you the ideal mode of operation for our software
solutions, we are strategically aiming to give you, our customers, the choice.
We want you to be able to decide for yourself which delivery method is best for
your needs. In addition to the classic on-premises operation, in which the eDMS
| eQMS Suite is operated in your own infrastructure, we offer you the use of our
Suite in the cloud as an alternative, either as software as a service (SaaS) or as an
application service provider (ASP) in a state-of-the-art and secure data centre,

or in combination as a hybrid model that flexibly combines cloud and on-prem-

Three ways to use the system:

o
C o) —
-
C—

On-premises

o

A T
e

Hybrid

ises solutions. Our data centre partner is accessible to customers and interested
parties and has many years of GxP know-how. The data is of course stored and
mirrored in Germany. The qualified data center meets all current IT security
standards and has been awarded certifications and conformities such as I1SO

27001, FDA 21 CFR Part 11, Compliance, GxP Compliance, and many more.

)
=
)

Cloud



Addressed Regulations

Regulatory requirements

The product development process with respect to regulatory requirements de-
mands a very high level of quality. Our software solutions take into account the
relevant laws, guidelines and standards in the regulated environment and have
been developed specifically with this in mind. Our products have also been in-
troduced and successfully validated by numerous companies in the life sciences

sector.

Audits

As a supplier of software for companies in the GxP environment, conducting
supplier audits is standard practice (e.g. in accordance with GAMP® 5). In ad-
dition, our products have been successfully inspected by regional and district
authorities as well as during TUV audits in accordance with ISO standards 9001
and 13485. Regular audits by our customers and interested parties also contrib-

ute to the continuous improvement of our process and product quality.

EU GMP
AMWHV
Swissmedic

FDA 21 CFR Part11

IFS
BRC
GMP+
1SO 22000

Laws, Guidelines

& Standards

MPG
1SO 13485
MDR
2017/745
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Document Control

dls | document control

Whether SOPs, work and process instructions, test
specifications, operating instructions, guidelines,
manufacturing documents, contracts or any other
type of document - you can create, revise and sign
them all completely digitally with our "dls | docu-

ment control" module.

11

OHc

Create / Revise

o

Review

/

Approve

v

Release




Your benefit

> Create new documents based on approved templates or use existing

documents as templates

> You confirm the review, approval and release of your documents with

the integrated and GxP-compliant signature

> The system provides further applicable documents and links to other

documents as well as the “Periodic Review" function

> Compare the different versions of a document and view the changes

directly

> Your paper printouts (if necessary) are controlled and logged by the
system depending on the process. Of course, printouts will be marked

with a meaningful watermark.

) The integrated reporting facilitates your evaluations and provides an

overview of documents and processes (e.g. process cycle times)

Regulatory requirements

« ISO 9001:2015, chapter 7.5

« ISO 13485:2016, chapter 4

« EU-GMP guideline, annex 11

» FDA 21 CFR Part 11

» WHO: “Guidance Document on Good Data and
Record Management Practices”

» EFG Vote V11002: Requirements regarding the elec-
tronic data storage

» EFG Vote V11003: Requirements regarding electronic

signatures and initials

12



Document Control

From the paper document...

STANDARD OPERATING PROCEDURE Department: Q5

SOF Moz SOP-00026

Author Ahh:]luﬂg\lu'lcr A
Qualitstssicherung (33a3)

soP Title: Test Erinnerung Dokument in Bearbeitung

OPE..c.n
. DEFINITIONS e
5 RESPONSIBILITIES.
6. SPECIFIC PROCEDURE
T. FORMS/TEMPLATES TO BE USED.wn
3. INTERNALAND EXTERNAL REFERENCES.

B4 Internal FEferences e
B2  Exkernal ReFerence S
9, CHANGE HISTORY..

1. PURPOSE
& brief de:
(e-g. compliance w
Any regulations of procedures referr
source should be given in the reference <

it should describe why the
dures and guidelines).
on should be identified. The
sction rather than direct qUOEes.

ption of the purpose of the SOP,
th GCP and othef internal proce

ed ta in “Purpose” secti

2 INTRODUCTION
a general introduction, with & statement of rationale.
3 SCOPE
A statement that outlines the
in whisch this SOP soecifically does NOT ap

areas and context covered by the SOP-
If there are any areas.
menticned.

4 DEFINITIONS

\When appropriate, 8 st of definitions should be Included for
Acronyms and ebbreviations should be explained at the point o

not listed in this section.

5 RESPONSIBILITIES
A summary of the roles listed in the pr
haolder for the procedures detailed in the SOP.
liies should be 8 brief ist of the key tasks pesforme:

Aete summary of the SOP.

The details of the responsibi
section should not be a comp!
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@ DiaiTa
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Risikomanagement
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P
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Vorgehen gowahicisl L

2 Zustandigkeiten

3 Inhalt/ Vorgaben

i i Bewertung, Steuerung

verschiedenen Anlassen angewandt werden.

bestanandan Prozassan an.
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Document Control

Creation via integrated template management

Meine Aufgaben
DMS Suche Obersicht meiner 2

Suchen

Lesebereich

Suchiateren (Berte) VA-00006

@

1 Zweck / Geltungsbereich

Posteingang ‘ Verfahrensanweisung

Risikomanagement

Sio it dor

Flanung
el

Vergeren gowstviaiot

Postausgang

2 Zustandigkeiten

3 Inhalt / Vorgaben

Persénliche Favoriten

erchdunsn Anassin angenandl e

Besianenden Prosessen s

dor Felrboumanso (FTA) cingosetzl

3.1 Fehlermbglichkeits- und Einflussanalyse (FMEA)

FUER

@ Zuletzt Gedndert
(D) Zuletrt geiinderte D

Persgnliche Einstellungen —— 32 Risikobeurteilung
’ T 3 » |- g

Funkion

Unternehmen

0 EE
o

ot Peuriond) U1

Hilfe

Beenden

Dokument.

QU-Dokumenttyp

Vorlagen Versionsn... | Titel

~ QM-Dokumenttyp: Verfahrensanweisung (1)

[ [ 1 %

Vorlage Ver fafrensanweis.

~ QM-Dokumenttyp: Standard Operation Procedure (4)

Vorlage Standard Operatia
S0P Analytik

S0P Tempiate (ENGY

S0P Vorlage Labor

~ QM-Dokumenttyp: QM-Handbuch (1)

QM-Dokumente von Vorlage erstellen.

Bitte geben Sie die notwendigen Informationen an.

Titel Erstellen einer Arbeitsanweisung
QM-Dokumenttyp Arbeitsanweisung
Werantw. Abteilung Qualitdtssicherung
Sachbereiche
Geltungsbereich Unternehmensweit/alle Standorte
Antragsnummer

ausfillbare Vorlage
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Document Control

Document circulation: Review, Approval, Release

Dashboard

Deine Dokumente

Deine SOPs
Hier findest du alle deine fir dich
relevanten SOPs

Technische Dokumentation

Hier kannst du die Technischen

QM Handbuch
Hier erreichst du dber einen Klick
das aktuelle QM-Handbuch

Deine Workflows

Klick hier und erhalte einen

Dokumentationen aller

Uberblick iber deine QM-

Prozesse/Workflows Medizinprodukte einsehen

Elektronische Unterschrift

200: Hiermit bestatige ich, Helen Stein (hste) signiert
als Head of Quality Management, das Dokument

Signaturtext “"Change Control (VA-00001)" erfolgreich geprift zu
haben.
Kennwort seasane
Signaturkennwort ssssasee
S Bestdtigen

15



Use document circulations/workflows that can be
adapted to your needs and procedures. Different
(single or multi-level) document circulations can
also be used for your different document types, if
required. Participation in the automated document
circulation is confirmed by means of a digital and
GxP-compliant signature. Periodic Review tasks as
well as other task types are sent automatically by
the system, of course also with corresponding no-
tification by e-mail. An integrated deputy function
as well as reminder and escalation management
ensure that tasks are completed on time and that
your documents are made available to the relevant

employees as quickly as possible.

Increase in efficiency

2

Time & cost savings

@

N
-

o
®

Improving collaboration

=\

Flexibility and scalability

=

Increased transparency

S

Ensuring compliance

D

Risk minimization

)

Increased data security

16



Training Management

dls | training management

DMS  MenQM

&L [ o © b &

Verwaltng  Personal

D OB @& e

Miarbeiter Dokmenten | Dberscht  Neues Upersicht Newe Opersicht Ridmeldung Ubersiht  Edeaming | Ubersicht
Awknft  Awkift | Profie-  Profl | Zusatzaualfiationen Zusatzqualfiation | MaBnahmen Prasengschokig | undzuudmelden | Edcaming hiaugen | AudtTral
Auskunft Qualifikationsprofile Zusatzqualifikationen Hainahmen E-Learning Audit Trail
Ubersicht Mitarbeiter - Alle Mitarbeiter 2525 | Benjamin Kaufmann Oooma
Quallf ikationsstand = Mitarbeiter Benutzerk... Mitarbeiterstatus ~ Anderung... Ker| | Quafitionsstand

@ 2 [NEE7RTNN Felix Hirsch fhir Anwesend 28.06.202.. 15| | [Fm TI L@ [< % \:% OLO
-- o —
D & 73,77 % Olaf Offline Anwesend (Offli... | 28.06.202... 24 S5
d%lh .I. 72 08 % Helen Stein hste Anwesend 28.06.202... 17
52,83 % Dirk Abt dabt Anwesend 28.06.202... 9 =
!Ec', .l. -33 33 % Karina Milller kmue Anwesend 22.06.202.. 19| | ®
) 2 251 % Peter Hausmann  phau Anwesend 22.06.202.. 25| | s
2 - 28,67 % Anne Gersten ager Anwesend 28.06.202... 2 80
2 2714 % Jens Huber jhub Anwesend 28.06.202... 18 |
P 3 - 20,00 % David Berg dber Anwesend 21.06.202... 10
A 823% Dora Schmitt dsch Anwesend 28.06.202.. 11| | ™
P 3 - 16,67 % Martin Fischer mfis Anwesend 21.06.202... 23 o5
2 - 16,44 % d.velop User dvelop Anwesend 22.06.202... 12 50
2 - 15,38 % Erika Berger eberg Anwesend 22.06.202... 34 =
¢ 5 - 14,81 % Lea Sanger Isan Anwesend 28.06.202... 22 =3
P § . 13,17 % Tim Donner tdon Anwesend 22.06.202... 28
Al 1w0s% Felix Brauer fbra Anwesend 28.06.202.. 14| | * | o
() . 9,52 % Silke Achen sach Ruhend 28.06.202... | 27 - i
a Angelika Schroder | asch Anwesend Keine Ang... 3 3

Gesamt (38 ®) (33)

Dem Mitarbeitersind insgesamt 38 Qualifika tionen zugeordnet.
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Expand the document control module to actively
schedule and log training for your employees. This
task is performed by our solution "dls | training

management"”.

Regulatory requirements

+ ISO 9001:2015, chapter 7

+ ISO 13485:2016, chapter 6

» EU-GMP guidelines Part 1, chapter 2

» EU-GMP guidelines Part 2, chapter 3

» Medicinal Products and Active Ingredients Manufac-
turing Ordinance (AMWHYV) section 2, §4

« FDA 21 CFR 211 Subpart B



Your benefit

a new

) Complete comprehension questions on selected documents and use an

electronic exam

) Configure different repetition intervals for your classroom training as well as

external advanced and further training courses

) Check the qualification level of your employees at the push of a button -

based on a document, an employee or a job, role, department, etc. The re-
sulting qualification matrix and integrated reporting tools provide you with

information at a glance

18



Training Management

From training list...

to digital training management

Schulungsliste

Inhalt Dozent Datum Raum _Start

1 Qualit Mende Anny Biostatisti Dr. Mller 2023-10-11 Konferenzsaa 09:00

2 Qualit Liibs Hermann-Jose GMP-Rich Dr. Schneider 2023-03-30 Labor 202 0800 1200 ; NSt eemsomvet I ersling (RS feost

3 Qualit Schottin Moo GMP-Rich Dr. Fischer 20231231 Raum404  10:00 1400 H L 2w O

4 Pharn Scholz Leszek Dokumen Dr. Muller 2023-05-31 Labor 202 09:00 1300 e g | (o e L =z 5 6

5 Forsch Weif Gunnar Biostatisti Prof. Schmidt 2023-07-04 Labor 505 11:00 15:00 ey prinaticer I PRl B eon M P et [ emararc ) (Bl % S

6 Forsct Vollbrecht  Cora Qualitatss Dr. Fischer 2023-08-08 Raum 101 1000 1400 T “ e | iy | Eleann b

7 Qualit Hellwig Veronique  GMP-Rich Dr. Schneider 5023-09-24 Raum 101 1300 17:00 & iarbee S lo Ml oy e

8 Forsct Frohlich Charlotte  GMP-Rich Dr. Schneider 2023-04-12 Labor 202 1300 17:00 Qualifikationsstand Mitarbeiter Benuizerk... | Mit i ) EiGi s

o BiotecBohnbach  Roderich  Qualitétss Dr Weber 023-11-13 Labor 505 1300 17:00 & 8571 % Felix Hirsch Clon CIERSHERRS W | [ (G

10 Biotec Reuter ‘alffied _ Biostatist Dr. Fischer __ 2023-02:13 Konferenzsaa 09:00  13:00 ::- Anwesend 2806202 15 — —

11 Qualit auch Schlauchi Kristin Caborgert . Weber | 2024:02-13 Konferenzsaa 1000 1400 £ 7377 % Olaf Offine =l [Anwesend ____[26.06.202...14 | D= abhQ
12 Biotec Frahlich Norma Dokumen Dr. Miiller 2023-08-11 Raum 404 1300 17:00 2 72,08 % Helen Stein 2 Annesend (Ol 28.06.200... 24| | Sottiatiessandzamiarhoter beniami Kasmaes! ~
13 Biotec Conradi Hans-). Qualitatss Dr. Mller 2023-10-06 Labor 202 11:00 1500 2 5285 % o “5‘5 Anwesend 28.06.202. .

14 Biotec Hethur Liesel GMP-Rich Dr. Maller 2023-11-22 Labor 505 1300 17:00 2 353 e et Anwesend SRoes0s

15 Forscl Hornich Bemd Dokumen Dr. Muller 2023-04-02 Labor 505 0900 13:00 2 e = a Miller  kmue RGeS

16 Produ Koch Il Wiadimir  Laborgeré Dr. Maller 2023-11-24 Raum 101 11:00 1500 2 [ 2567 % N e tiagamend | phiad Anwesend

17 Biotec Albers Adam siostatist Prof Schmidt  2023-02:25 Raum 404 10:00  14:00 % ne-Corsten | ager Anwesend

18 Qualit Schulz Klaudia Biostatisti Dr. Weber 2024-01-05 Raum 101 09:00 13:00 20,00 % J‘”f Hulber Jhub, Anwesend

19 Biotec Ladeck Mary Biostatisti Dr. Weber 2024-02-11 Raum 101 1300 17:00 e David Berg e o

20 produKlingelhofer _ Jeannette _ Laborger? B Miller 2023-05-14 Konferenzsaa 0800 1200 £ Dora Schmitt  dsch e

21 Biotec Pechel Sigfried Laborgers Dr. Schneider  2024-01-25 Raum 404 1000 1400 16,67 % Martin Fischer | mfis 5

22 Qualit Weihmann  Knud Dokumen Dr. Scheider  2024-01-26 Labor 505 1000 1400 L% duvelop User  dvelop Anwesm

23 QualitHermann  Jenny it Dr.Sehneider | 2023-10-13 Raum 404 0800 1200 1558.% Erka Berger  eberg Arvssend

24 pharm Jopich Gereon Qualititss Dr. Weber 2023-11-05 Konferenzsaa 0800 1200 1481 9% Lea Sanger ‘s pmiesend

25 Biotec Kroker \rmengard  GMP-Rich Dr. Weber 2023-11-22 Labor 505 0900 13:00 1317 % Tim Donner tdon Arniesend

26 Biotec Wesack Thoralf Laborger? Prof. Schmidt 2023-05-25 Raum 101 08:00 12:00 10,63 % Felix Brauer s Anwesend

27 Pharm Rogge llhan GMP-Rich Dr. Milller 5023-08-19 Raum 404 11:00 1500 9,52 % Silke Achen e Atveee vl

28 Produ Ring Bertold GMP-Rich Dr. Fischer  2023-06-19 Konferenzsaa 11:00  15:00 - Angelika Schréder Ritend

29 Pharn Wagner Edda Dokumen Dr. Fischer 2023-12-29 Raum 404 0900 1300 L Anwesend

30 Forsc Pergande  Jolanta GMP-Rich Dr. Fischer  2023-03-24 Raum 101 09:00 1300

31 Biotec Harloff Hartmut  Laborger? Dr. Fischer 2023-03-24 Labor 505 09:00  13:00

32 Forsd! Stiebitz Anton GMP-Rich Dr. Weber 2023-07-02 Labor 202 0900 13:00

33 Biotec Doring Hassan Qualitatss Dr. Mller 2023-11-04 Labor 202 1000 1400

34 Produ Thanel Aribert Laborgert Prof, Schmidt  2023-10-21 Konfererizsaa 1000 14:00

35 Forsct Junk Romana  Dokumen Prof. Schmidt  2023-03-26 Raum404 0800 1200

36 Forscl Trub Brunhilde  Dokumen Dr. Weber 2023-06-09 Labor 202 11:00 1500

37 Produ Eberth Knud Dokumen Prof. Schmidt ~ 2023-03-15 Labor 505 1100 1500

38 Qualit Trommler  Jérgen GMP-Rich Dr. Weber 2023-11-28 Raum 404 0900 1300

39 Pharn Heidrich paul-Heinz  Biostatisti Dr. Weber 5023-11-25 Labor 505 0800 1200 Gesamt 3 y

40 Biotec Davids Bertold Laborgers Dr. Weber 2023-11-28 Labor 505 0800 1200 PRI AL

41 Produ Tlustek Moritz Biostatisti Dr. Weber 2023-04-23 Raum 404 0800 1200 =

42 Forscl Ladeck Max GMP-Rich Prof. Schmidt 2023-07-16 Labor 202 08:00 1200

43 QualitRosenow Anni Qualitatss Dr. Mller 2023-09-24 Konferenzsaa 1100 15:00 S O
44 Pharn Dehmel Aurelia Dokumen Dr. Maller 2023-11-06 Labor 505 0900 1300 I

45 Biotec Barth Cemil Dokumen Dr. Weber 2023-05-23 Konferenzsaa 1300 17:00

46 Produ Kuhl Anatolij Qualititss Dr. Weber 2023-12-04 Konferenzsa 11:00 1500

47 Biotec StiBebier Joerg GMIP-Rich Dr. Fischer  2023-09-22 Labor 202 1100 1500

48 Pharm Mies Helmtrud  GMP-Rich Dr. Mller 2023-02-27 Raum 101 11:00 1500 |
49 Biote« Keudel Michail Laborgert Prof, Schmidt 20231107 Labor 505 10:00 1400

50 Forscl Karz Sepp Laborgers Dr. Weber 2023-05-26 Raum 404 1000 1400



Training Management

Training task & qualification matrix

Aufgaben
e R

ich: Gelesen und - bitte il Lesebereich (] o] ¥
heender: -3 e science system user (Ic_system), Geendet: Mittwoch, 78, Juni 207

A Gekesen und Verstanden
A 500 se e esescning ces Doumeres (v

Jm 20.06.2029 um 16:18 gotitigt
Lite Sciences GmbH. Das

Velop
jabe dieses Dokumentes bedren der
mort

Barcode fur die Rickmeldung

® Mein QM

- A A A A .
- A A - - Ll
Verbindlich Alle Verbindlich Verbindlich Ausfillbare Meine
Vorlagen Matrix
Alle Dokumente QM-Handbuch Verfahrensanweisung Arbeitsanweisung Unterlagen Qualifikation
Meine Qualifikationsmatrix - 100,00 % (47 [ 47)
Status ,_T‘@ Nummer Name = Version

~ Typ: Dokumente (Anzahl=42)

EFFECTIVE RL.00006 Abweserheit 3.0
m BA.00010 Arbeitszeiterfassung und Uberstundenregelung 3.0
| EFFECTIVE | AN.DOD44 Auditprogramm 2025 5.0

Schulungsart

Leseschulung
Leseschulung

Leseschulung

Nachweiszeit

02.04.202..
02.07.202..
16.01.202

Define which employees should have which qual-
ifications and easily assign them the relevant
documents and further trainings. Choose from
a variety of training types (Informative, Read and
Understood training (including electronic exam),
classroom training, e-learning, etc.) and plan cus-
tomized training for your workforce. The constantly
updated qualification matrix provides you with in-
formation about the current qualification status of
your employees at the click of a button, based on
proofs of qualification (target/actual comparison).
Your employees are automatically informed about
your training tasks. Benefit from features such as
repetition intervals for trainings and individual

training events (e.g., re-trainings).

20



Training Management

Electronic exam
Test your employees' knowledge with the electronic exam function. This allows for the creation of individual

question catalogs. After successful completion of the exam, e.g. multiple choice, the qualification status of

your employees is automatically updated and immediately displayed in the qualification matrix.

21



& dis | client

ee 0 caae

Frage Frage Lernkontrolle | Ansicht Drucken | Antwort  Anmtwort

erstellen  entfernen testen erstellen  entfernen
Verwaltung Information Antworten

- | Einstellungen zum Fragebogen

g

5

o)

&

[

i

o

= | Titel

ek

= Test zur Arbeitsanweisung

&

Anzahl der zu beantwortenden Fragen:
7 -

Prozentzahl (in %) zum Bestehen des Tests:
70 -

Es milssen 5 Fragen von insgesamt 7 Fragen korrekt beantwortet werden.

@ dis | client

ee 0 iane

Frage Frage Lernkontrolle | Ansicht Drucken | Antwort  Antwort

erstellen  entfernen testen arstellen  entfernen

Verwaltung Information Antworten '
- | Ubersicht der Fragen Bearbeitung der Frage
g L
{‘3 Nr. = | Thema
E 1 | Aufgabe Organisation Thema Personenbezogene Daten |

2 | Interne Audits
& 3 | Auditpgrogramm calibri S 1~ - E=1 - AI'ItWOI‘teII
= 4| Prozesse und Produkte
= 5 | fehlerhafte Produkte Welches Gesetz regelt den Umgang mit 4
= Sl
= & | Datenanalyse personenbezogenen Daten?
B 7 Personenbezogene Daten Nr.

]
2 [v]|| DasBundesdatenschutzgesetz (BDSG)
3 Das Strafgesetzbuch (StGE)

Speichern Hilfe Abbrechen

(@ Elektronische Lernkontrolle - Testmodus

& Elektronische Lernkontrolle

=}
g
o Bitte beantworten Sie die folgenden Fragen.

»

Speic Frage 1von 7

Welches Gesetz regelt den Umgang mit personenbezogenen Daten?

Antwort

Das Birgerliche Gesetzbuch (BGE)

-/ | Das Bundesdatenschutzgesetz (BDS

Das Strafgesetzbuch (StGE)

ck Weiter > Abbrechen Hilfe
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E-learning

dis | e-learning

Use our module "dls | e-learning” to train your em-
ployees even more interactively. To do this, create
an e-learning freely according to your wishes via
Microsoft PowerPoint or integrate existing presen-
tations. In addition, use audios and videos to make
your trainings even more engaging. If you already
use our module "dls | training management”, the

new training type e-learning is available here.

23

DM MemQM MO
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b=}
Anzeigen  Eigenschaften Drucken | Meine
Aufgaben
Ansicht

Verwalung  Personal  ECERSREREITY

Dokument
E-Learning durchfithren

Absender: d.3 life science system user (Is_system), Gesendet: Donnerstag, 29. Juni 2023

TRAINING
SERVICE
o

eecsse

Produktion

PTS Training Service

Doos

1

< ZUROCK WEITER >

Hife

Schlieien



> Easily integrate content from the eDMS / eQMS, such as default and > If our "dIs | training management" module is also used, the successful pro-
specification documents, into the e-learning cessing of the exam automatically updates the qualification status of your
employees

) In addition to documents, integrate audio files and videos to illustrate
your learning content > Design your electronic exam individually using a variety of options directly
in PowerPoint
> Participate in your e-learning via delivered tasks within the system or via

the web-based training portal

o-learning exam

To the




E-learning

Electronic exam

Question 1 - Puzzle

Frage4von4  lhre Punkte: 30von 40 Inhaltverzeichnis

Anhénge
Thema Kapitel Unterkapitel Traa
Produktion Erfolgskontrolle Testen Sie lhr Wissen! )I(
Die Produktionsvorgange mussen nach klar definierten Verfahren erfolgen. Diese Verfahren | mussen in schriftlicher Form Aibshsamslsung Arbehsomvckuneen Dolumentenag] (pducfoneein
P Empfehlungen | | Erfahrungswerten | | Formularen
Verfahren muassen den Grundsatzen | der Guten Herstellungspraxis (GMP) entsprechen, um zu Predukten zu fuhren, die di = = :
kénnen | Quantitat
Qualitat l besitzen und die mit der I

Herstellungserlaubnis | und den jeweiligen | Zulassungsunterlagen | ubere sollten nach Moglj

Ziehen Sie
die Worter und lassen
Sie sie an der richtigen
Stelle fallen!

Richtig
LU
Stimmt! Sie haben die richtige Antwort gewahlt z
P |
‘ Arbeitsanweisung | Arbeitsanweisungen | Dokumenten | dorfengern | Zieh
‘ - dlie Warer
| Empfehlungen | ‘ Erfahrungswerten | ‘ Formularen | Sie sie an de
rivnvgen N
| | konnen | | 1 | Quantitat Stelle fallen!
‘ sollten nach Moglichkeit | Vorschlagen | |
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Question 2 - Multiple Choice

Fragefwon4 | lhre Punkte:Ovon 40 Inhalwverzeichnis =~ Anhange

You have a wide range of options:

Produktion Erfolgskontrolle Testen Sie Ihr Wissen! . . . .
fﬁ Use a variety of question types to create your performance review according to
your preferences:

Ein Fertigarzneimittel soll produziert und in den Verkehr gebracht werden.
Welche Voraussetzungen gibt es?

* Multiple-choice * Cloze tests « Rating matrix
D Ausreichend Mitarbeiter, die Qualifikation ist nicht entscheidend,
Hauptsache die Anzahl stimmt e Text responses * Puzzle . HOtSpOt
HE e l— « True/False + Drag and drop * Order
Zulassung

xx <<

Inhaltverzeichnis | Anhange

P i Er Testen Sie Ihr Wissen!

Gliickwunsch, Sie haben bestanden!

PTS Training Service

Ihr Ergebnis:  100% (40 Punkte)
Notwendige Punktzahl: 80% (32 Punkte)

ERGEBNISSE ANSEHEN

PTS Training Service.

14

< ZURDCK
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QM processes
Complaint, Deviation Control, CAPA, Change Control

Control your production-related QM processes such as complaints, deviation
control, corrective and preventive actions (CAPA) or change control with our dig-
ital workflows. Our integrated solutions manage your previously paper-based
process from capture to completion completely digitally. The workflow system

automatically forwards the digital form to the next instance; if deadlines are

0 & g

Irasoen Epeecrater Drucun Bewteten | M

Initierung (DC-2023-00006)

Deviation-Control

DC-2023-00006

Initilerung

Initiierung - Allgemein
Felix Hirsch (fir) Referenznummer
30.06.2023 [ Bereich
Prioritat Mittel Q Gemeldet durch Max Mustermann
Abweichungsdatum 26.06.2023

Abweichungsort Produktion

Initiierung - Details
Ursachenermittiung
Risikobewertung
MaBnahmendefinition
Fachgremium

Genehmigung

27

exceeded, the reminder and escalation management system intervenes.

course, an absence management is also included for the task routing.

Initiierung (C x

Change-Control

CC-2023-00012

Initiierung

Initiierung - Allgemein

Tnitiator Felix Hirsch (fhir) Referenztyp
Datur 30.00.2023 - Referenz-N:
prioritst Leicht Koordinator
Zieltermin 30.03.2024 profil

Benulzer

Initiierung - Details
Prozesstyp Herstelleprozess
Relevanzen (7ulassungs, Regitrierungs- und GMP-Relevan?)
Verkurzter CC
Titel Anderung der Verpackungseinheit
Ist Zustand Atuell 2 Blister n elner Faltschachtel

CAPA

CAPA-2023-00005

Lefter Qualitétssicherung

Felix Hirsch (fhir)

of




Your benefit

> Records that you keep today in paper forms will no longer be lost, as

they are stored digitally from the start

> The administration costs and runtime of processes are reduced and the

quality of results is increased

> Generate interconnected process chains, consisting of individual pro-

cesses, to increase traceability

> Create reports and statistics and keep track of your quality-relevant pro-

cesses, even if you are not involved in the process

) Of course, we have also added the electronic and GxP-compliant signa-

ture to these solutions

Regulatory requirements

« ISO 9001:2015, chapter 5.1.2

» EU-GMP guidelines Part 2, section 15

» FDA 21 CFR Part 211 & CFR 7 Subpart C
« AMWHV §19

+ ISO 9001:2015, chapter 8

« ISO 13485:2016, chapter 8

» EU-GMP guidelines Part 1, chapter 8

+ ISO 9001:2015, chapter 8.5.6

* ISO 13485:2016, chapters 4 and 7

» EU-GMP guidelines Part 2, section 13

28



QM processes

Complaint, Deviation Control, CAPA, Change Control

From a paper form...

...to the digitally controlled process

Reklamation / Beschwerde Referenz-NF 2 e
(Complaints}

vernstng

(Drese Meldung ist vom Empfanger
jer Beanstandung auszufillen und
nverziglichweiternieien.

Initiierung (CP-2023-00002)

Complaint

Eingangsdatum, Uhrzeit:
ingang: CP-2023-00002

Initi
Hshere AngabenaumBeschwerdefhrer: ierung

BeschwerdefUhrer: Kunden-Nr.

Name, Anschrift

Initiierung - Allgemein

Art der Nachricht:
(bitte Tel-Notiz, FAX ader E-Mail-Ausdruck anhangen)

Fellx Hirsch (fhir)

20.06.2023 Koordinator
. Koordinator
Erstinformation

20.06.2023

ber die beschwerde

Profil
Freignisdatum T Leiter Qualitatssicherung

i Benutzer Helen Stein (hs
; ior tein
Betroffenes Arzneimittel i 1Hoch fosie)

Initiierung - Einsender

Einsendertyp

[Haltbarkeitsdatum: Kihlware

Apotheke
Anker-Apotheke

s Nen
|

Name

Allfalle =
Beanstandungsmuster e
Ansprechpartier T

Stralk
alle Osterreicher Str. 25

‘oer Beanstandung st €in Muster beigeflgt-

Der Beanstandung ist Bild-/Beweismaterial beigefigt

Beanstandung/Verbraucherbeschverde: Dot Deciand) -UTC 42

Eingang bestatigy; atum/Unezeit/Unierschrift

Seite Lvon 1



QM processes
Control your QM processes digitally

DMS  MenQM  MQM

@ B & o

Anzeigen  Eigenschafien Drucken  Bearbel

iten | Meine
wufg:

Initiierung (CAPA-2023-00005)

Absender: Felix Hirsch (fhir), Gesendet: Freitag, 30. Juni 2023

CAPA

CAPA-2023-00005

Initilerung

Initiierung - Allgemein

Initiator
Anlagedatum

Prioritat

Initiierung - Details

Typ
Ausloser
Titel

Beschreibung

Betroffene Abteilung

T ey

Felix Hirsch (fhir) Referenznummer Audit-Bericht 23-06

30.06.2023 i8] Koordinator

Mittel Q Profil Leiter Qualititssicherung
Benutzer Felix Hirsch (fhir)

VorbeugemaBnahme - Preventive action
Audit

Risiko zur Kreuzkontamination an Abfiilllinie A

Wahrend eines Behdrdenaudits wurde beméngelt, dass das Reinigungskonzept der Abfiillinie A unzureichend ist.

Fertigung/Produktion/Herstellung

dis | client - Felix Hirsch [Repository (5)] - Version 3.0.0.0 (BETA_4)

More features

 Adding documents/attachments

« Audit trail and master data reference

« Addressing roles and users

« Connection to document control

« Automatic PDF creation and storage

« Consistent design elements and functions

« Clear status tracking
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Reporting

In the dynamic world of quality management processes, it is crucial not only to maintain an overview, but also to be able to respond

proactively to changes and challenges. Our standardised and integrated reports are designed to support your decision-making with

accurate, timely, and meaningful data.

Deviation Control

I Abgeschoczen [l Abgbrochen [l Geisna

2018 2019 200 2001 2022 2003

31

management @

Control

Prioritat

Mingersctvier

Schwer
Trivial

W itisch
1 main

I Minderschwer
I schwer

I Trivial




Your benefit

> Clear quality management metrics for immediate insights into your

quality metrics

> Detailed QM reports that provide specific insights for every aspect of Integration

your QMS

Our reporting module integrates seamlessly with

> Time savings and cost efficiency thanks to automated analyses all core functions of your eQMS to ensure a smooth
flow of data and a consistent user experience.

> Assured decision quality through access to your precise real-time data

> Quality improvement through targeted identification and management

of potential for improvement



Supplier Qualification

engamp® | supplier qualification

In order to limit negative effects on product qual-

engamp® Lieferantenqualifizierung

ity caused by international supply chains and the

Lyoservice AG
245751561 (Qualifiziert

Qualifizierungen

A ¢ e Quizerns
i + Neue Qualifizierung 12) Q Tl

outsourcing of services, supplier qualification is

becoming increasingly important. With the “en-

. . pe . " AlpenPharma Logistik GmbH | AUT - Salzburg - Lyophilisation, Sterile Abfiillung GMP-konform, + 1 weitere ‘:fg?on
gamp® | supplier qualification” module, you can sue T etk it e wors D) -
Giltig bis

i 01.03.2027

document the risk-based process and always have B ot oo

01.03.2024

|Adminstration Prozessverantwortlicher

BioMedica Devices | DEU - Bielefeld Ve "+ =
(18.08.2025) Hauke Haien (hhai)

® 1.0 Miet-Textilien, Schadlingsbekampfer (Pe... + 2 weitere

Risikoklasse Lieferant
A 1-hoch

access to up-to-date information about the status
8]

Audit
Dokumenten- loPulse § ;i H - - ’
[Py BioPulse Innovations | DEU - Hamburg (is0a2028) (/ Bearbeiten [ Neue Version i

® 1.0| Lieferant von bedruckten Sekundérpack... +2 weitere

of your suppliers.

QM-Prozesse HelvetiPharm GmbH | CHE - Basel
® 0.1 Dienstleister Fiir die Entsorgung von bed... + 3 weitere s Allgemeines

Lieferanten- Lyoservice AG | DEU - Kéln
qualifizierung ey s .
® 1.0] Lyophilisation, Sterile AbFiillung GMP-ko... + 1 weitere

Beschreibung
Gefriertrocknung fiir Standorte Salzgitter & Ibbenbiiren

Lieferant
HealthTech Vent DEU - Bonn — Lyoservice AG
& e s ; (11.12.2026) ol
© 1.0] Hersteller von bedruckten Sekundarpackmitteln Sek...

MediSwiss AG | CHE - Ziirich Adresse Adresszusatz
© 0.1] Auftragslabore, Lieferanten von Hilfssto... + 1 weitere LindenstraBe 1

- ) . Region Land
Medivision Dynamics | DEU - Berlin

Nordrhein-Westfalen DEU
® 1.0] Hersteller von bedruckten Sekundsrpackmitteln
21P-Code ort
MedSupply Dynamics | DEU - Wuppertal 50667 Kdln
1.0 Dienstleister Filr GMP-relevante Beratun. .. + 1 weitere i SPOR

ProVital Technologies | DEU - Frankfurt am Main
® 1.0] Hersteller von Primarpackmitteln, Herst... +3 weitere

Hersteller
VitaAustria Pharma KG | AUT - Linz
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v VvV VvV VvV VvV VvV Vv

‘Single point of truth' about the status of your suppliers

Representation of the supply chain based on your material numbers with reference to your end products

Specification of the required documents according to the risk classes of your suppliers

Templates for questionnaires, audit reports, evaluations and much more.
Regulatory requirements
Document dossier per qualification
* GMP guideline chapter 1 & 5
Efficient planning and management of audits » MDR 2017/745 article 10(9) d
+ [SO 13485:2016 7.4.1
Monitoring the validity of certificates and qualifications « FDA 21 CFR 820.50
« AHMWHYV §11
«ICHQ1027



Technical Documentation

dis | technical documentation

From individual documents to our document management system to pro-

cess-oriented dossier management, our "dls | technical documentation” mod-
ule supports and simplifies the creation, updating, and management of your
technical documentation, e.g., in accordance with the requirements of the Med-
ical Device Regulation (MDR). Our process-oriented dossier management can
be used in a variety of ways, e.g., for creating site master files, drug master files,

QM documentation, project folders, validation documentation, and much more.

35

From the disorganised file server..

@ (3400008 va
‘Angaben wber de stelen

v [} Beschrebung der rodktion
Nacholzebibare Besdvetung
Adresce ol Produenssiate

... to the structured dossier!

51

i | technical documentation - Elena Heinrich [Repository (M)] - [Schrebgeschitzt]

Boxtes bowtee | Kmmoiwe | New | Odhmeten Ddomerin  Cheact
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Inhaltselemente (4 von 4:)

Lesebereich

Kommentsr | Etehng  Zumeana | der Arsoen

| colls with 9 Supplomonts

General Information:
Endothokial cols from blood and lymphalic vossals of tho intornal cavitios of tho hoart play  koy rolo
in many physilogical and palho physilogical procossos. Adhosion among tho ol s onablod

0 A of solubio biood of oloasod

by ing colls control profforation of apoplosis of endothotial colls and the invasion of
lwoocym o U Gndotholuan, oty foguln) 1 Manionanco, dogoniraion, o rogonralion o

Product Information:
Endopan 3 ready spacially dovolopod fof tho in
for Itis designed for use in an incubalor at
37°C with a § % CO, almosphoro.
Endopon 3 Kit & ptovdod win 05 and supplamants I soparso sier packagng. Tis wl snatle

o usor 1 repard a modum lor spocil sppicatons. For GXampl FBS, VEGE. FOF-2 o1 oot
10a50 Nol0

Suorogy cow
Storage: C«npmlandbnsnlme&mn? ~8°Cinthe dark;
Supploments:
Staiity:  Basal Modium T2 menins
Gomplete Medium: 3 montns
Filing: 500 m, othor siZ0s on foquost

Emvon ¥t contains tho following in singlo packaging:
EGF (Poman focomtnant Epaarmal GrowtFacion
« FGF-2 (basic Fibroblast Growth Factor)
« VEGF (Vascular Endothelial Growth Factor)
= Vitamin C (Ascorbic acid phosphato)
« R3-IGF-1 (human fecomnant Insuin-tike Growth Factor)
= FBS (Folal Bovine Serum)
« G/A (GontamicinvAmphotericin)

« Heparin

Suitability
FOR RESEARCH USE ONLY!
Not human or




Your benefit

>
>

Manage templates for different structures of your dossiers

Manage tasks for the editors of individual chapters of a dossier (work-

flow)

Seamless integration into our Document Control module

Control of the current editing status of your dossier

Versioning of your dossiers and easy access to all previous version sta-

tuses

Create comments with different priorities

Export of the entire dossier or selected parts of it to a PDF or ZIP file

Print of the entire dossier or selected parts of it

Integrated electronic and GxP-compliant signature as well as an audit trail

feature

Classification of files based on characteristics relevant to you




References

Excerpt
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»@-ChemCon HENNIG ARZNEIMITTEL To our
W Seit 1898 im Dienste der Gesundheit
)

success stories:

Success Story Success Story \
ChemCon GmbH Hennig Arzneimittel



References
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"We have been customers from the very beginning, and Digital Life Sciences provides us with reliable, long-term support
with its products, helping us to further develop our QMS and map electronic solutions/workflows while taking data in-
tegrity requirements into account."

Silke Schwiertz, Head of QM/QA/QP - MEDICE Arzneimittel Pitter GmbH & Co. KG . M E D I C E

THE HEALTH FAMILY

"Digital Life Sciences GmbH supported us with professionalism and expertise in record time during the transition to a new
electronic quality management system. In the process, six independent document management systems were transferred
to a harmonized central d.3 eQMS. The support for the implementation of validation requirements for computerized sys-

tems according to GxP and ISO requirements is excellent.”

Christine Strubel, Head of Management Systems Quality & EHS, SCHOTT AG SCH OTT

glass made of ideas
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"A high level of consulting expertise and the partner-like performance characterize the successful collaboration. We

therefore see Digital Life Sciences GmbH as a long-term partner of our company."

ROMMELAG

Silke Sobek, Group Manager ECS - Holopack Verpackungstechnik GmbH CMO

"Prior to 2016, we did have an electronic document routing system in place, but it was all not as clean and performant
as it should have been. For example, we missed a good overview of which employee is trained to what extent. That's
what we have today thanks to Digital Life Sciences. This is important, for example, for an external audit. With the old
system, we still had to do many things manually. With Digital Life Sciences' eQMS solution, quality and speed have

taken a leap upward."

Yvonne Kraska, Head of QM - amedes Group a med es 0

40



Digital Life Sciences GmbH offers innovative
and practical solutions in the field of digital
document management and quality man-
agement. With our comprehensive industry
knowledge and many years of experience in
regulated environments, we can provide you
with targeted support for your digital trans-
formation. In doing so, we ensure that your
processes meet the latest compliance require-
ments and meet the highest quality standards

at all times.

¢ o O

]

Digital Life Sciences GmbH

Am Campus 13, 48712 Gescher

Phone +49 2542 20201-0

sales@digital-Is.de | www.digital-Is.com




