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0.

Players, special features
and challenges

As is so often the case, these processes are based on product
master data. Medical device manufacturers must provide rele-
vant information on their products not only so that the purchas-
ing and logistics processes can be mapped, but also to ensure
the traceability and transparency of the supply chains, which
can be crucial in the event of recalls, for example.

Purchasing groups such as EKK plus GmbH, EKUNICO GmbH,
PE.G. eG, Prospitalia GmbH, and Sana Kliniken Einkauf & Logis-
tik GmbH support clinics in particular in reducing their procure-
ment costs. These include direct costs, which are generally low-
er than with individual contracts between clinics and suppliers
due to the special framework agreements with suppliers and
the negotiated conditions. There are also indirect procurement
costs that arise from tying up internal resources.

This interface offers further advantages such as a larger se-
lection of medical products for clinics and the ability to quickly

LY

The healthcare sector
in Germany essentially
consists of manufactu-
rers of medical products,

healthcare facilities such
as clinics, and purchasing
groups that centralise the
purchasing and logistics
processes in the health-
care market.

CThe healthcare market

switch to alternative products in the event of supply bottlenecks.
For manufacturers, close cooperation with these purchasing
groups is therefore a good idea, as they can reach many poten-
tial customers.

The challenges in the healthcare sector are manifold. Sup-
ply chains must be particularly efficient and transparent to
ensure that medical products reach clinics and their patients
quickly and safely. The required information on the products
can become very complex and is based on industry stand-
ards such as the COVIN (Content Validation Network) reg-
ulations. This makes data exchange between the various
players in the healthcare system a challenge, and medical
device manufacturers in particular have a duty to provide the
necessary product information in the required data quality.
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Vital quality
The monitoring and transparent traceability of products is more
important in the medical sector than in any other industry. Accor-

dingly, the regulatory authorities also place high demands on label-
ling and, with the UDI (Unique Device Identification), for example,

require medical devices to be

clearly identifiable. In the Me-
dical Device Regulation (MDR),
Nowhere is optimum
data quality more

the UDI has been mandatory in
Europe since 2022 and has en-
important than in the
healthcare sector.

sured seamless documentation
of supply chains ever since. UDI
product data consists of static

and dynamic parts. The sta-

tic part is a code that uniquely

identifies each product worldwi-
de without any overlaps. GS1 offers the GTIN (Global Trade ltem
Number) as an option for this. The dynamic components of the
UDI are information on batches, serial numbers, or expiry dates.

(Vital quality

In addition to these regulatory requirements, there is other
product information that is relevant for stakeholders in the
healthcare sector and whose form, attributes, and permitted
values are defined in community regulations such as COVIN.
The actual data quality is measured according to the comple-
teness, correctness, permissibility, and up-to-datedness of
the transmitted data.

Each time product master data is exchanged, this informati-
on is therefore put to the test and validated using recognised
data quality rules. Only when the data is of impeccable quality
can the physical supply chain of the products continue. This
shows how important it is for medical device manufacturers
to focus on optimal data quality right from the start. Cons-
tant reworking of product master data slows down the supply
chain processes, resulting in higher costs and potentially also
dissatisfied customers such as individual clinics or purcha-
sing groups in the long term.
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03.

PIM: Basic technology for
healthcare companies

Product information management (PIM) is the ideal software di-
scipline for collecting, managing, and providing the required pro-
duct data in a qualityassured and media-neutral manner. This

makes PIM systems central

technologies for all players in
the healthcare sector — regard-

It is important to

be able to provide

less of whether they provide the
product information themsel-
perfect product
data at all times.

ves as manufacturers or must
obtain it from their suppliers as
purchasing groups or clinics.
While ERP systems primarily re-
cord item master data, PIM sys-
tems also manage additional
information and media such as product descriptions, product
images, certificates, or labels.

The focus here is on the data model, which considers the speci-
fic article structures in the healthcare sector. It is therefore ad-
vantageous to opt for a PIM system that is already being used

R

—

CPII\/I: Basic technology for healthcare companies

L\

Suitable PIM systems therefore cover all product
content requirements in the healthcare sector and
ensure efficient communication processes between
manufacturers, purchasing groups, and healthcare
facilities.

successfully in the healthcare market. Solutions such as BYRD
even offer preconfigured data models that are especially de-
signed for the healthcare sector and are therefore ready for im-
mediate use. This saves time during implementation and com-
panies can start migrating data immediately.

In addition, sets of rules such as COVIN can be transferred to
the PIM system and the imported or created product data can
be validated using the rules defined there. Quality dashboards
clearly show where improvements are needed and which pro-
duct data is “ready” to be transferred to the purchasing groups

or clinics or to be syndicated via the GDSN.

(04}
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04.

The answer for smooth data
exchange

As inindustry and commerce, there is pressure in the healthcare
sector to exchange data as efficiently and smoothly as possible
with the players along the supply chain. This is particularly true

b)Y

as data volumes in the health-
care sector are constantly
increasing. In 2020, the four
largest purchasing groups in
Germany — EKK plus, PEG,

Standardisation and
exchange platforms
keep the processes

Prospitalia and Sana Einkauf
& Logistik — therefore joined
forces to establish a platform

running, for digital data exchange with

the Healthcare Content Data
Portal (HCDP), followed by
EK-Unico at the end of 2021 and AGKAMED two years later.

10

(The answer for smooth data exchange

While product information was previously managed manually
and exchanged between stakeholders using Excel spread-
sheets, the HCDP now offers a centralised exchange plat-
form for product information, images, data sheets, certifi-
cates, and regulatory information. Using a predefined set of
rules, the platform considers quality rules and requirements
for the completeness of product information. The HCDP is
also connected to the GDSN, enabling other companies to
access the product information in the HCDP.
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The Big Picture

For market participants in the healthcare sector, as for compa-

nies in other industries, there is a growing need for end-to-end
optimisation of their digital supply chains. This ranges from the

3

The entire digital

supply chain must be

considered.

procurement of product
data and other content
elements such as images,
certificates, or data sheets
from source systems
like ERP or Excel spread-
sheets to the enrichment
and completion of the in-
formation through to the

syndication and export of the finished product content, for exam-
ple to supplier portals or the GDSN. Automated data processes,
validation rules, and workflows help to minimise manual input.
This aids in avoiding errors and keeping workflows efficient. Ab-
ove all, however, a consistently high level of data quality can be
guaranteed.

12

(The Big Picture

Comprehensive product content management
solutions such as BYRD cover this entire process

chain in one solution while also considering the in-

dustry-specific quality requirements of the healthcare
sector. This means that medical device manufac-
turers as well as purchasing groups and healthcare
organisations are ideally equipped for the quality-
assured management and provision of their
product data and for the efficient exchange of data
with their trading partners.

Want to learn more
about the osapiens HUB
for Medical Devices
(BYRD Health)?

Please contact us for more information.

Get to know more!
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osapiens develops innovative Software-as-a-Service solutions
that enable companies to implement ESG requirements in a
fast, automated and secure way. At the core is the osapiens
HUB, an Al-powered cloud platform that creates compliance
and transparency across the entire value chain.

With osapiens, companies master all ESG challenges: They
identify risks, implement reporting obligations such as CSRD,
EUDR and CSDDD, and make their operations more efficient and
sustainable.

osapiens was founded in Mannheim, Germany, in 2018 and
was awarded the German Founder Award in the "Rising Star"
category in 2022. Today, osapiens is a leading provider of ESG
software solutions and works with an international team of more
than 450 employees for more than 1,700 customers worldwide.

1700 + Customers

Contact us info@osapiens.com 60 +  Countries

+49 (0) 62115020690

. 450 + Employees
www.osapiens.com

Julius-Hatry-Strae 1
68163 Mannheim
+  Nationalities
Visit us on LinkedIn m 60 i iti

This document is provided for general information and recommendation purpose. no warranty and no liability whatsoever for damages arising in connection with the
It does not claim to be complete or up-to-date and is not intended to replace the use of this document.
consultation of professional advisors or specialist lawyers. The publisher assumes
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