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Overview

Project Name: OESSUR MEDICAL TECHNOLOGY RDI

Project Number: 20190524

Country: Iceland, France, Germany

Project Description: The project concerns the promoter's R&D investments

for innovative prosthetics and bracing solutions

Summary of Environmental and Social Assessment at Completion

EIB notes the following Environmental and Social performance and key outcomes at
Project Completion:

The project concerned investments in research and development that were carried out in
existing facilities in Iceland, France, and Germany, without changing their already authorised
scope. The project was not subject to EIA Directive 2014/52/EU amending Directive
2011/92/EU.

The research activities undertaken in the project were aimed to result in new and improved
prosthetics and bracing solutions for patients with amputations and other disabilities, with a
positive impact on healthcare status and quality of life. Therefore, the project led to positive
social impacts.

Ossur (now Embla Medical after name change) has had a certified quality management system
in place since 1993, based upon ISO 13485 management standards for medical devices. The
quality management system also complies with the applicable medical device regulations in the
countries that Ossur sells to, including but not limited to the requirements of the FDA Quality
System 21CFR820, the European Medical Device Regulation EU 2017/745 (MDR) and the
Canadian Medical Device regulation SOR/98-282.

Embla Medical is committed to sustainable business practices and is signatory to the UN Global
Compact, UN Women’s Empowerment Principles, and contributes to the UN Sustainable
Development Goals. The company's climate targets have been verified by the Science Based
Targets initiative.

Summary opinion of Environmental and Social aspects at completion:

EIB is of the opinion based on reports from the promoter that the Project has been implemented
in line with EIB Environmental and Social Standards, applicable at the time of appraisal.
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