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International Trade

Ellecom GmbH worked very closely with its logistics part-
ners having impeccable track record in international trade
as moving good internationally is operationally a complex
process but most importantly Ellecom GmbH invested
its resources, in terms of finances and workforce, to work
with manufacturers based out of different parts of world
specialized in large scale production of Medical Products
and In-Vitro Diagnostic products. Expertise in Internatio-
nal Trade helped Ellecom to identify existing regulatory
barriers in Medical Device sector.

Small and Medium Manufacturers invest their resources
in R&D, innovation and manufacturing but marketing their
product globally feels like a herculean task for them due
the labyrinth of Supranational and National regulations.
Working closely with these manufacturers, Ellecom has
identified the correlation between R&D, Manufacturing,
Innovation and Regulatory actions. Because the regulato-
ry agencies approval is required before the new product
can go the market, governmental policies and actions in
this field constitute the external framework for medical
products manufacturing & Innovation.

Regulatory Bottleneck

Regulatory issues impact the whole cycle of R&D, Manu-
facturing, Innovation. For this, the relationship between
medical device developers and the national regulations
authorities is critical for the innovation and competitive-
ness in this sector.

Ellecom considers that the regulatory process strongly af-
fects market entry patterns of the small and medium firms
and that they are less likely to market their products inter-
nationally because of the relatively higher costs of doing
so for more financially constrained firms. The knowledge
related to regulatory and marketing strategies contribu-
tes to the successful results for medical devices entrepre-
neurs.

Keeping in mind the existing bottleneck, Ellecom develo-
ped competency through investing its resources for buil-
ding an experienced team devoted to research and com-
pliance in the medical device and IVD market and stays
on top of emerging trends and requirements in this field.

To overcome the regulatory barriers, Ellecom applies a
coordinated effort with critical stakeholders including me-
dical societies, device companies, clinical research orga-
nizations and government organizations.



Solutions:

International Trade

International Customer Base: Ellecom offers its large
global customer base to the manufacturers who has
limited resources to market their product internatio-
nally.

Sales Team: The dedicated sales team of Ellecom un-
derstands customer needs and can transfer its know-
ledge to assist the manufacturer to develop, market
and customize their products as per the customer
needs.

e Logistic Partners: Moving goods internationally is ope-

rationally complex which require in-depth knowledge
and experience of logistics. It involves factory pick up
& domestic shipment arrangement in the country of
origin, shipment security through insurance and trans-
portation.

Regulatory Solutions

Market access compliance consulting: Ellecom has re-
gulatory experts to guide manufacturers through the
labyrinth of regulatory requirements both at national
and supranational level.

International Registration Services: The business de-
velopment and regulatory experts of Ellecom can use
their network with National Competent Authorities
(NCAs) and regulatory bodies to register the product
and manufacturer in the different countries and at sup-
ranational level.

Technical compliance support: In terms of process
management, production, testing, certification, regis-
tration, post market services etc. for successfully listing
for the product.

Quality Management System consultancy: To enhance
the corporate image and gain the external trust, estab-
lishment, implementation, and third-party certification
of the QMS is very important. Ellecom provides quality
management system consultancy services for [ISO9001
and 1SO13485 which corresponds to continuous im-
provement, customer satisfaction and products mee-
ting the customers and legal requirements, safety, and
effectiveness.

CE MDR: With the implementation of Regulation (EU)
2017/745 on Medical Devices (MDR) on 26th May
2021, the new regulatory framework emphasizing life
cycle safety of the device and clinical data support. El-
lecom provides facilitation and consulting services for
manufacturers to obtain CE under MDR before the end
of transition period.

* International Procurement: Ellecom can offer its expert

procurement team to apply due diligent criteria for
supplier selection of the raw material and explore such
suppliers which can prove cost effective to the manu-
facturers for developing the final product.

Marketing Expert: Ellecom understands international
market need and guide manufacturers to brand their
products to increase their product visibility.

Product scoping: Ellecom’s research team provide sco-
ping studies on product considering supply & demand
requirement in different markets.

CE IVDR: For In-vitro diagnostic devices, Regulation
(EU) 2017/746 (IVDR) will come into effect on May
26th, 2022, which will put stricter requirements in
terms clinical evidence and conformity assessment.
Approximately 85% of IVDs need supervision by no-
tified bodies under IVDR. Ellecom provide consulting
services on IVDR as the new product classification and
conformity assessment path pose higher challenges to
diagnostic medical device manufacturers.

EC REP Services: By following strong compliance pro-
tocol as per MDR and IVDR, we keep our clients up to
date on the changes in the regulatory framework. In
the process of ensuring full compliance with products
registrations, we ensure privacy of confidential busi-
ness information and store safely the copy of technical
documentation.

CH REP Services: Switzerland is now considered a third
country to the effects of the EU MDR, Ellecom GmbH
with its mother company Infotainment System AG,
Switzerland is uniquely positioned to offer Swiss Aut-
horized Representative services.

Clinical Evaluations and Performance Evaluations: El-
lecom works closely with various laboratories based in
the EU to provide manufacturers analytical clinical data
which is an important aspect of MDR and IVDR.

Training: Ellecom has established a series of training
modules in the field of regulatory affairs targeted at
MDR and IVDR. Ellecom training sessions are interac-
tive and driven towards practical implementation and
application of MDR and IVDR.
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