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KENN MILTON - CEO, MYBLUELABEL COMPLIANCE SERVICES A/S

KENN.MILTON@MYBLUELABEL.COM +45 2812 34 50
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MYBLUELABEL IN BRIEF D

A SUBSCRIPTION-BASED SOFTWARE-AS-A-SERVICE COMPANY PROVIDING ACCESS TO A PROPRIETARY
ELECTRONIC QMS PLATFORM AND COMPLIANCE KNOW-HOW FOR LIFE SCIENCE COMPANIES

FOUNDED COMMERCIALISATION HEADQUARTERS
IN STARTED IN IN

2018 2021 HBRSHOLM (DK)

NUMBER OF NUMBER OF REVENUE
EMPLOYEES CUSTOMERS 2022/23 (DKK)

25 270 5.068.311

5.068.311 DKK (REVENUE)
= 679.716 EUR

= 651.510 CHF
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THE WHY OF MYBLUELABEL D

“BASED ON MY 20 YEARS' EXPERIENCE WITHIN QUALITY MANAGEMENT AND QUALITY
ASSURANCE, | WAS INCREASINGLY PUZZLED BY THE ABSENCE OF STANDARDISATION AND
EFFICIENCY IN THE IMPLEMENTATION OF REGULATORY FRAMEWORKS.

INSTEAD OF ‘FIXING' COMPLIANCE FOR INDIVIDUAL CUSTOMERS AND ISOLATED PROJECTS,
| WAS LOOKING FOR STANDARDISATION, SCALABILITY AND A SOLUTION THAT WOULD BE
ACCESSIBLE FOR ALL.

THAT IS THE REASON WHY | CREATED MYBLUELABEL"

KENN MILTON, FOUNDER & CEO
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THE EUROPEAN MEDTECH MARKET

# EUROPEAN MEDTECH COMPANIES
TOP 20% N
1,700 LARGE FOCUS OF
/ COMPETITION
32,300 BOTTOM 95%
SMALL &MEDIUM
FOCUS OF
myblue
label
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SOURCES:
© MvBluelabel 2023 HTTPS://WWW.MEDTECHEUROPE.ORG/WP-CONTENT/UPLOADS/2022/09/THE-EUROPEAN-MEDICAL-TECHNOLOGY-INDUSTRY-IN-FIGURES-2022.PDF
y HTTPS://WWW.STATISTA.COM/OUTLOOK/HMO/MEDICAL-TECHNOLOGY/MEDICAL-DEVICES/EUROPE



https://www.medtecheurope.org/WP-CONTENT/UPLOADS/2022/09/THE-EUROPEAN-MEDICAL-TECHNOLOGY-INDUSTRY-IN-FIGURES-2022.PDF
https://www.statista.com/OUTLOOK/HMO/MEDICAL-TECHNOLOGY/MEDICAL-DEVICES/EUROPE

OUR VALUE PROPOSITION D

DO IT YOURSELF

PAY CONSULTANTS TO DEVELOP TEMPLATES AND
DOCUMENTATION

MANUAL UPDATES TO DOCUMENTS WHEN
REGULATION CHANGES

. TIMECONSUMING ANNUAL AUDIT

© MyBluelLabel 2023

WHEN A COMPANY PLANS TO PLACE PRODUCTS ON THE MARKET, IT NEEDS TO CREATE
DOCUMENTED OBJECTIVE EVIDENCE, THAT THE PRODUCT IS SAFE AND PERFORM AS
INTENDED IN LINE WITH CE AND FDA REQUIREMENTS. MYBLUELABEL OFFERS AN EASY,
COST-EFFECTIVE AND FAST ROUTE TO COMPLIANCE AND EARLY MARKET ENTRY.

THE TRADITIONAL WAY THE MYBLUELABEL WAY

ALL STANDARD TEMPLATES AND OPERATING
PROCEDURES ARE AVAILABLE ON PLATFORM

MYBLUELABEL ENSURES UPDATES TO ALL
DOCUMENTS WHEN REGULATION CHANGES

SIMPLE AND WELL-DOCUMENTED ANNUAL AUDIT

COSTLY (COST TO IMPLEMENT DKK 2-3M)
LONG TIME TO IMPLEMENT (1-2 YEARS)

LIFETIME SPEND DKK ~10M

LOW COST (COST TO IMPLEMENT DKK 50.000)
SHORT TIME TO IMPLEMENT (<1 MONTH )

LIFETIME SPEND DKK ~1M




WHAT THE CLIENTS SAY

“WITHIN JUST5 DAYS WE HAVE A FULLY
FUNCTIONAL QMS AND AN INTUITIVE IT
PLATFORM TO SUPPORT OUR REPORTING - AT
A FRACTION OF THE COST. IT LOOKS LIKE
MYBLUELABEL IS DISRUPTING THE
REGULATORY INDUSTRY!”

- SOREN H. DAM, CO-FOUNDER & CTO

READ MORE ABOUT VENOMAID DIAGNOSTICS HERE.

© MyBluelabel 2023

V=NOMAID

DINGNOSTICS


http://www.venomaid.com/
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SELECTED CLIENTS

O
’( mc2 . é) Gibson %} E{f
@" \"erapeutics ELDON Medical Promimic

. L ®
\ BIOLOGICALS A/S novo nordisk

/\

/ SELECTED PARTNERSHIPS (EARLY EXPOSURE AND ACCESS TO MEDTECH & COMPLIANCE SPECIALISTS)

LU Innovation / 7/ | . m] d.t
Innovation and utilisation of research at Lund University NOrdIC Health Lab @ Novo NordISK Foundatlon

Fellowship Programme

k AARHUS UNIVERSITET regionmidtjyllan /
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EXPECTIONS



myblue
label

Level 1: Quality Policy & Objectives

ality Poli

Level 2: Quality Manual

Context of
Organization

Standard Operating Procedures Level 3: Standard Operating Procedures

Work Instructions & Guidelines Level 4: Work Instructions & Guidelines

Records Level 5: Records

© MyBluelabel 2022 Triangle = Symbol of Power and Stability
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Company Commitment Quiality Level 1: Quality Policy & Objectives
Policy
. |'t o
Company Expectations S;i&; Level 2: Quality Manual
Documentation and Qualification Document Training

Management Management

Risk Change
Management Management

Product Development Level 3: Standard Operating Procedures

Supplier Verification &

Product Manufacturing Management Validation

o . Monitoring
Post Market Activities Non- CAPA Incident Complaint Periodic
Conformity Handling Review

Level 5: RECORDS

1 1 1 1 1
1 1 1 1
Records ! Records ! | Records ! Records !
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AUDITS
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STAGE 1 STAGE 2
QUALITY POLICY & OBJECTIVES QUALITY POLICY & OBJECTIVES
CONTEXT OF ORCANIZATION CONTEXT OF ORGANIZATION
STANDARD OPERATING PROCEDURES STANDARD OPERATING PROCEDURES
3 MONTHS RECORDS

© MyBluelabel 2022
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MYBLUELABEL

MAKE COMPLIANCE A LIFESTYLE

MyBlueLabel Compliance Services ApS MyBlueLabel Compliance Services Inc
CVR no: 39341735 DTU Science Park, c/o ReedSmith, 1841 Page Mill Road, Suite 110
Agern Alle 24 2970 Hgrsholm Palo Alto, CA 94304 California, USA

© MyBluelabel 2022
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