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HC Applications — Hospital (1/3)

= Positive Patient Identification

* Ensure correct patient identification

from admission to discharge

= Barcode Medication Administration (BCMA) vRight Patient

 Match the patient's wristband and medication ¥ Right Drug
v'Right Dose

v'Right Route
v'Right Time

ensuring the 5 patient’s rights

= Specimen Collection

* Tracking samples from collection to test results




HC Applications — Hospital (2/3)

= Blood Bags: Traceability and Transfusion Tracking
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= Pharmacy Management %wm

11 1238815013 (17) 131000 101 41234587

» Track & trace medicines in hospital pharmacy

= Unique Device Identification (UDI Mark & Trace) for Medical Devices, Implants and In Vitro devices

» UDI - Trace Class I, Il and Ill medical devices including Direct Part Marking
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~ HC Applications — Hospital (3/3)

= Hospital Logistics

» Picking, Store and Stock,
Y. 3

E TR T
Inventory/Asset Management, T |E5%-niy

Shipping/Receiving

= EPR/PAS '
> Patient Observations unn

= EPR & Operations - Staff Communication
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» Messaging via secure text, voice and data o® 0O
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Why is traceability important

Raw materials = Components Subassemblies Assembly / Manufacturing Retail
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Internal traceability

Y << <§
S

\/ \/

J

Backward traceability
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Falsified medication directive (FMD)

Drugs Supply Chain Traceability

' s Information flow: Point of
el Dispense Authentication
MAN. 2010-03-23 ?'}i ?gf

LOT. AD6404 s InfOrmation Flow Track &
EXP. 2012-03-23 50 ‘t
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Visibility in the supply Chain!
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® 2017 EU-MDR, IVDR (korvaavat MDD:n ja AIMDD:n toukokuussa 2020). Asetuksessa

( mddritelladdn mika UDI on ja miten sitd tuotemerkinndssa kaytetdadn.




proposals
MD & IVD
Requlations

2013
EC
Recommendation
to MS

Q2 2017
EU
Requlations
published

Publication
+ 3 years

MDR applicable

(2020)
uDI
assignment,
registration

and EUDAMED

Publication
+ S years

IVDR applicable

(2022)

UDI assignment,
registration and

EUDAMED

2021
UDI
marking
Class 111

2023
uDI
marking
Class D

2023
uUDI
marking
Class 11

2025
UDI marking
Class B& C

2025
UDI
marking
Class 1

2027
UDI
marking
Class A
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8 = 25. toukokuuta 2020 saakka -
= i Kaikki ladkinndllisistid laitteista annetun direktiivin (MDD) .
o %3 perusteella myonnetyt todistukset ovat voimassa .
- A
B :
= : D
& 5 26. toukokuuta 2017 alkaen : 26. toukokuuta 2024 alkaen
x 9 Laitteita, jotka ovat ladkinndllisista laitteista annetun : Kaikkien markkinoille saatettavien laitteiden
fj‘} = asetuksen (MDR) mukaisia, saa saattaa markkinoille on oltava MDR:n mukaisia

26. toukokuuta 2017 26. toukokuuta 2020
‘ MDR tulee voimaan MDR on tdysin sovellettavissa

2017 —’— 2018 — 2019 —— 2020 . 021 — 2022 —&— 2023 ——— 2026 — 2025

o 26. toukokuuta 2017 26. toukokuuta 2022

- IVDR tulee voimaan . IVDR on tdysin sovellettavissa
c & :
_E f & 25. toukokuuta 2022 saakka

. x @ 9 Kaikki in vitro -diagnostiikkaan tarkoitetuista ladkinnillisistd laitteista annetun 1 . ]

By = direktiivin (IVDD) perusteella mydnnetyt todistukset ovat voimassa i jotka on saatettu markkinoille ;
3 g Jo alemmin, saa asettaa ’
e c saataville edelleen
o c
g
-Z = = 26. toukokuuta 2017 alkaen 26. toukokuuta 2024 alkaen
5509 Laitteita, jotka ovat im vitro -diagnostiikkaan tarkoitetuista lidkinnillisistd Kaikkien markkinoille saatettavien laitteiden
'S § : laitteista annetun asetuksen (IVDR) mukaisia, saa saattaa markkinoille on oltava IVDR:n mukaisia
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Rahoitettu EU:n kolmannesta terveysalan ohjelmasta
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THE NEW REGULATIONS

&

Increase clinical Reinforce surveillance Improve Reduce ambiguity with
investigation requirements  and management of transparency clear classifications and
and manage risk to ensure the entire MD and and traceability definitions

patient safety IVD life cycle

SOME OF THE NEW FEATURES:

|
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Unique Device European Database An implant card for Stricter pre-market
Identifiers (UDIs) on Medical Devices patients, with information control for
EUDAMED on implanted medical devices high risk devices




Ultra Implantable ™

CompuHyper GlobalMed®
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Unique Device Identifier
(D1& PI)
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Production
Identifier:
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Example UDI

Device Identifier Production |dentifier

(01)12345678987654(55)120717(55)A12345B(55)4321
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How is traceability implemented (DPM) #1
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Continous ink jet Micro percussion Laser marking
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Hand Held Barcode Stationary Barcode Stationary OCR
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scanning scanning Reading
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Benefits of UDI for All Stakeholders

Regulatory Bodies Manufacturers

* Improved data on product * Increased visibility of products
performance throughout supply chain

e More accurate adverse event * Improved purchasing processes
reporting * |dentify and prevent

* Increased understanding counterfeit products

of device risks and benefits

Patient
Safety

Healthcare Providers Consumers/Patients
* Improved inventory management » Easy access to device information

* Reduction of human errors » Reliable availability of products
through transaction automation e Reduced costs
* Interconnectivity of data » Awareness of devices and options

* Improved device recalls



Example of GS1 DataMatrix
for DSCSA® or U.S. FDA UDI**

GTIN 00314141999995
5N 10000000234

EXP 25 JAN 2015

LOT 987654321GFEDCEA
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® Parempi Ic

(f ® Yksi koodi korvaa pddllekkdiset koodit
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Adverse events reported to US health authorities

2009 2010 20M 2012 2013 2014 2015 2016 2017
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Example UDI
Device Identifier Production Identifier E U .3 A M E .3

EUROPEAN DATABANK ON MEDICAL DEVICES

(01)12345678987654(55)120717(55)A123458(55)4321
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EUDAMED

European Database on Medical Devices

Market Clinical
l Surveillance [l Evaluationand @ (Certificates Vigilance
(e.g. PSUR) PMCF

Unique Identification of Devices (UDI)
Registration of Manufacturers and Economic Operators



® Tiedon ja kou

® EFudamedin toimivuus







(f ® 1.0 auktoriteettiin perustuva OS, 2.0 todistusaineistoon perustuva OS
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