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Summary of Safety and Clinical Performance (SSCP)
OPRA Implant System
For professionals

Document revision: 03
Date issued: 06 May 2025

This summary of Safety and Clinical Performance (SSCP) is intended to provide public
access to an updated summary of the main aspects of the safety and clinical performance of
the device.

The SSCP is not intended to replace the Instructions for Use as the main document to ensure
the safe use of the device, nor is it intended to provide diagnostic or therapeutic suggestions
fo intended users or patients.

The following information is intended for users/healthcare professionals.
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1. Device identification and general information

Device trade name(s)

OPRA™ Implant System

Manufacturer’'s name and address Integrum AB

Gemenskapens gata 9
SE-431 53 MéIndal, Sweden

Manufacturer’s single registration number (SRN) SE-MF-000026900
Basic UDI-DI 734015210prasystemRW
Medical device nomenclature description/text OPRA Implant EMDN code: P9099

Class of device

IIb (MDR 2017/745 Annex VIl — Rule 8)

Year when the device was first CE-marked Year 1999

Authorized representative if applicable; name and SRN Inapplicable

NB’s name (the NB that will validate the SSCP) and the | BSI Group The Netherlands B.V.
NB’s single identification number NB 2797

2. Device intended purpose

Intended purpose

OPRA™ Implant System provides direct skeletal anchorage of external
amputation prostheses for individuals with amputations who have had an
amputation due to trauma or cancer and who have or are anticipated to have
rehabilitation problems with, or cannot use, a conventional socket prosthesis.
The OPRA™ Implant System is intended for skeletally mature patients.

Indication(s)

OPRA™ Implant System is indicated for patients who have had an amputation
due to trauma or cancer.

OPRA™ Implant System is intended for patients whose bone growth is
complete.

The patient currently has or is expected to have rehabilitation problems with a
socket prosthesis. Examples of rehabilitation problems:
» Recurrent skin infections and ulcerations in the socket contact area
Pain
A short stump preventing the use of socket prosthesis
Volume fluctuation in the stump
Soft tissue scarring
Extensive area of skin grafting
Socket retention problems due to excessive perspiration
Restricted mobility

e o o o o o o

Specific medical
conditions

Medical condition is individuals with amputations who have had an amputation
due to trauma or cancer and who have or are anticipated to have rehabilitation
problems with, or cannot use, a conventional socket prosthesis

Specific anatomical
locations

OPRA™ Implant System depends on amputation level
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Target population(s)

OPRA™ Implant System for long bones is indicated for patients who have an
amputation due to trauma or cancer and who have or are anticipated to have
rehabilitation problems with, or cannot use, a conventional socket prosthesis.
The OPRA™ Implant System is intended for skeletally mature patients.

The OPRA™ Implant System for digit amputations is a skeletal attachment of
external amputation prostheses provided as an alternative to conventional
finger/thumb prostheses.

Each patient is assessed for suitability prior to treatment with OPRA™ Implant
System. A medical team assessment is performed to reach consensus in
relation to the benefits and risks of the treatment. The team consists of at least
one orthopedic surgeon, one prosthetist and one physiotherapist. A thorough
analysis and clinical examination of the patient is performed.

Contraindications
and / or limitations

The patient's skeletal growth is not complete.

Completed skeletal growth is deemed as the finding of generally closed
epiphyseal zones on X-ray.

The patient has atypical skeletal anatomy which may affect treatment with
OPRA™, Examples of atypical skeletal anatomy:
+ Bone measurements outside defined interval
+ Congenital anomalies that might affect treatment with OPRA™
+ Conditions which are not favourable for the device to be installed such as
deformities, fractures, infections

The patient should have the following amount of remaining cortex bone around
the implant, depending on implantation level:

+ Femur: at least 2 mm

* Humerus: at least 1.5 mm

+ Digits: at least 1 mm

The patient has pronounced osteoporosis.

The patient suffers from concurrent diseases that might affect treatment with
OPRA™, Examples of concurrent diseases are:
+ Severe peripheral vascular disease
Diabetes mellitus with complications
Skin disorder involving the residual extremity
Neuropathy or neuropathic disease and severe phantom pain
Active infection or dormant bacteria
Metabolic bone disease and/or metastatic lesions in the residual bone

e o o o o

The patient is not expected to be able to comply with the treatment and the
follow-up requirements.

For transfemoral amputations, patient's body weight is higher than 100 kg/ 220
Ibs. including the prosthesis.

3. Device description

The OPRA™ device is an implant system for direct skeletal anchorage of amputation
protheses. The OPRA™ Implant System constitutes a rehabilitation alternative for amputees
when treatment with socket prostheses is or anticipated to be insufficient.

OPRA™ is indicated for patients who have had an amputation due to trauma or cancer and
who have or are anticipated to have rehabilitation problems with, or cannot use, a
conventional socket prothesis. The OPRA™ Implant System is intended for skeletally mature

patients.

The OPRA™ Implant System consists of an anchorage element (Fixture) and a skin-
penetrating device (Abutment) secured with a screw (Abutment Screw). These implants are
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inserted surgically into the bone of the residual limb in two separate surgical sessions Stage
1 (S1) and Stage 2 (S2).

Fixture

Abutment

Abutment Screw

Skin

Bone

Figure 1. lllustration of the OPRA™ Implant System placed in the bone of the residual limb
after Stage 1 and Stage 2 surgical sessions.

The Abutment is connected to an artificial limb such as a prosthetic leg, arm, or digit through
various prosthetic components, depending on the amputation level. The prosthetic
components could include attachment, alignment, and load-control functions which protect
the implant from accidental loads.

Figure 2. Left: Transfemoral OPRA™ Implant System depicting prosthetic components, Axor .
Right: Transhumeral OPRA™ Implant System depicting prosthetic components, Attachment Device
and Puck.
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3.1 OPRA™ Platform Structure

The OPRA™ implantable components are divided into Platforms based on the internal
geometry of the Fixture/Abutment connection.

The OPRA™ Implant System platforms are divided in Implantable Components, Prosthetic
Components and Accessories. Implantable Components are further divided into Implants
(Fixtures, Abutments, Abutment Screws, and Central Screws) and Healing components
(Healing Screws, Graft Screws, Healing Cylinders, and Healing Washers).

The term pre-OPRA refers to the implant system variants which were used before
standardization of the OPRA™ Implant System components manufactured by Integrum AB.
Pre-OPRA implants should be interpreted as precursor models of the standardized OPRA™
Implant System and are considered custom-made devices with characteristics specific to
individual patient conditions and needs. The precursor models were designed according to
the same design concept as the standardized OPRA™ Implant System with common
features such as a threaded Fixture, a percutaneous Abutment and an Abutment Screw.

From a biological point of view, regarding osseointegration and fixture survival, there is little
differences between the pre-OPRA implants and the standardized OPRA™ Implant System.
The same is true for the percutaneous part. The mechanical performance of the abutment
and abutment screw has however been improved over time (increased strength while the
Young’'s Modulus remains similar).

Differences between Platform F and G include further improvements made to the
components to enhance mechanical strength and performance, increase resistance to
fatigue, improve sealing properties, improve bone-to-implant contact area (thus improving
initial stability of the implant), and simplify design.

The overall design concept of the OPRA™ Implant System, for all platforms, regarding
attachment features to the user, between components and to external prosthetic devices,
remains the same or very similar and the pre-OPRA implants and the F/G platforms of the
standardized OPRA™ Implant System were/are used in the same patient groups and with
similar intended use. Clinical evidence available for pre-OPRA, Platforms F and G can be
utilised as parallel data where dedicated platform information is unavailable.

Prosthetic Components used to connect OPRA™ Implant System to the external prosthesis
to each platform are summarized in table below.

PLATFORM Prosthetic components
AlB Digit Prosthetic Component angulated
Digit Prosthetic Component straight
E/F Attachment Device
Puck

Alignment Device

Rotation Safety Device

FIG Axor I
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Key functional elements

OPRA™ Implant System incorporates the following components:

*  Fixture
¢ Abutment

*  Abutment screw

»  Central screw*

* Healing components

*  Prosthetic components
* Central screw is only applicable for transhumeral and transfemoral amputation levels

Any materials and
substances in contact
with the patients’ tissues

Component Materials Surface Mode of contact
treatment w. human body
Fixture Titanium alloy TiAIBV4 | BioHelix™ Direct Long- term
ELI-Gr23 surface implant principally
treatment contacting
boneftissue
Abutment Titanium alloy TiAI6V4 | N/A Direct Long- term
ELI-Gr23 implant principally
contacting
boneftissue
Abutment Screw | Titanium alloy TiAlI6V4 |DLC Direct Long- term
ELI-Gr23 coating** implant principally
*DLC is only contaqtlng
available in boneftissue
Abutment Screw
variants for
transfemoral
level
Central screw  |c.p Gr 2 Titanium N/A Direct Long- term
implant principally
contacting
boneftissue
Healing components
Healing Screw | Titanium alloy TiAI6V4- | N/A Direct Long- term
Healing cylinder Grb implant principally
Graft contacting
ram screw boneftissue
Healing washer
Prosthetic components
Axor™ || Aluminum N/A Certain
Stainless steel components have
Polymeric materials direct transient
contact with skin
Puck POM F25 N/A Direct transient
contact with intact
skin
Humerus Aluminum EN-AW 6026 |N/A Certain
Attachment Natural anodized, components have
Device Stainless steel EN direct transient
1.4404 contact with intact
Acetal skin
Humerus Aluminum EN- AW6026 |N/A Certain
Alignment Natural anodized, components have
Device Stainless steel, washer direct transient
contact with intact
skin
Humerus Aluminum EN-AW 6026 |N/A Certain

Rotation Safety

components have
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Device Natural anodized, direct transient
Stainless steel EN contact with intact
1.4404 skin
Polymeric materials
Digit prosthetics | Stainless Steel 1.4404 | N/A Direct transient
angulated/ Brass contact with intact
straight skin
Device single use OPRA™ Implant System is single use
Method of sterilization lonising (gamma (y))-radiation sterilisation
Absorbable implants N/A
Device incorporates:
e medicinal substance (including human blood or plasma derivative), or N/A
o tissue(s) or cells of human or animal origin, or their derivatives, or N/A
e substances or combinations of substances absorbed by or locally dispersed in the human |N/A
body, or
e materials incorporated into device containing or consisting of CMR (carcinogenic, N/A
mutagenic or toxic to reproduction) substances or endocrine-disrupting substances, or
e materials that could result in sensitisation or allergic reaction by patient or user. N/A

Basic UDI-DI:

OPRA™ Implant System

734015210prasystemRW

Reference to previous
generation(s) or variants
of such exist, and
description of differences

Since initial CE-marking of the product, OPRA™ Implant System has only
undergone one significant change, as defined by Council Directive
93/42/EEC “wherever the changes could affect conformity with the
essential requirements” was implemented in 2014 and was notified to BSI
[BSI Assessment Report Extended Applications SMO 8184427].

All changes specified below were made under Council Directive
93/42/EEC. No design changes were made under Regulation (EU) 2017/or
in the transition period.

Implementation of platform G is not considered a significant change as
defined by Council Directive 93/42/EEC and therefore not included in the
table.

Year |Devices Nature of change
1999 |OPRA Implantable components for No change initial
transfemoral applications launch to the market
2001 |Rotasafe, prosthetic component for No change initial
transfemoral applications launch to the market
2013 |Axor, prosthetic component for transfemoral |No change initial
applications — successor of Rotasafe launch to the market
2014 |OPRA Implantable components for Extended application
transhumeral and digits applications
OPRA Prosthetic components for humerus
and digits

7(47)




?ntegrum

Description of any
accessories intended to
be used in combination
with device

OPRA™ Implant System is not supplied with any accessories.

Accessory

Description

OPRA Connector

The Connector is used for adaption of short
training prostheses to the implantable
products. During the initial phase of
rehabilitation after Stage 2 surgery, a short
training prosthesis is used for gradually
increasing the load on the implant, and for
mobilization training.

OPRA Humerus Training kit

The Humerus training kit is used during the
initial phase of rehabilitation after Stage 2
surgery. The training kit is used for gradually
increasing the load on the implant before final
protheses fitting

OPRA Abutment Support E

The Abutment Support encloses the Abutment
in the postoperative period after S2. It assists
the dressing to keep a slight pressure on the
soft tissues during healing.

OPRA Abutment Support
FIG

The Abutment Support encloses the Abutment
in the postoperative period after S2. It assists
the dressing to keep a slight pressure on the
soft tissues during healing.

OPRA Soft Tissue Support
Pylon I

Placed surrounding the exterior part of the
Abutment shaft.

Together with the Plate it provides support for
the soft tissue of the residual limb. To be used
with Axor™ Il or with OPRA Connector. Pylon
Il is compatible with Abutment, Axor™ Il and
Soft Tissue Support Plate large and small.

OPRA Soft Tissue Support
Plate Small

The Soft Tissue Support Plate is placed on top
of the Pylon.

Together with the silicone casting it provides
support for soft tissue of time residual limb.

OPRA Soft Tissue Support
Plate Large

The Soft Tissue Support Plate is placed on top
of the Pylon.

Together with the silicone casting it provides
support for soft tissue of time residual limb.

Description of any other
devices and products
intended to be used in
combination with device

OPRA™ Implant System is used with external prosthesis

Femur: the OPRA™ System is recommended for use with commercially
available non-microprocessor- controlled prosthetic knees and
microprocessor controlled prosthetic knees that do not include powered
activation of flexion and extension of the prosthetic knee.

Digits: used with custom made cosmetic cover made from OPRA™ Straight
or Angulated external prosthetic component.

Humerus: used with generally available external prosthetic components for

upper limb.
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4. Risks and warnings

4.1. Residual risks and undesirable effects
The following device related complications were observed during OPRA™ study and recorded

from clinical literature:

Product platform

Observed and possible complications

Platform F/IG
Femur

Platform E/F
Humerus

Platform A/B
Digits

Infection

e  Superficial infection

e Deep infection

Mechanical implant complications such as

e Loose Abutment Screw

e Bending or fracture of Abutment and/or Abutment Screw
e  Wear

Soft tissue problems

Fixture removal due to Fixture fracture or Fixture loosening, including
distal bone resorption

Skeletal fracture

Severe or persistent pain

Pain when loading

Fall

Injury
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6. Possible diagnostic or therapeutic alternatives

Alternative e Socket prostheses

treatments e Bone-anchored limb prostheses

General A socket prosthesis is the standard treatment for an individual with a major
description of limb amputation. The suspension of the prosthesis to the limb can be
therapeutic achieved with the socket in direct contact with the residual limb or with a liner
alternatives (flexible soft cover) between the socket and the residual limb. Specific

combination of socket shape and materials together with a specific
suspension system determines the distribution of pressure, shear stress,
temperature, and perspiration of the residual limb.

Three other systems for bone-anchored attachment of limb prostheses are
commercially available in specific countries. Most of the systems are
implanted using a 2-stage surgical approach where the bone- anchoring
element is implanted in the first surgery and the percutaneous element is
implanted in a second surgery. However, certain systems are routinely
implanted in a single surgical procedure.

State-of-the art

Medical background and state-of-the-art and clinical evidence on selected
reference devices confirm recognized un-desirable side- effects associated
with such product and predicted by the company’s formal risk analysis are
not inconsistent with present medical practice, therefore, Integrum AB
product may be considered well-established in the area of medicine. Clinical
evaluation did not reveal medium- or long-term concerns that would be
peculiar to OPRA™ Implant system. Additionally, no revolutionary
advancements are evident in fundamental properties and characteristics
influencing clinical safety and performance.

7. Suggested profile and training for users

Intended users

Medical professionals and prosthetists (end users are amputated patients)

Experience

Certified clinical professionals

Education

Clinical professionals

Specific mandatory
training

Training provided to clinical professionals by means of certification courses
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8. Reference to any harmonized standards and CS applied

Applied common
specification (CS)

No common specification applied

Harmonized
standards applied
under Regulation
(EU) 2017/745

Standards

Title

EN ISO 10993-9:2021

Biological evaluation of medical devices - Part 9:
Framework for identification and quantification of
potential degradation products (ISO 10993-9:2019)

EN ISO 10993-12:2021

Biological evaluation of medical devices - Part 12:
Sample preparation and reference materials (ISO
10993-12:2021)

EN ISO 11137-1:2015,
EN ISO 11137-1:2015/
A2:2019

Sterilization of health care products - Radiation - Part
1: Requirements for development, validation and
routine control of a sterilization process for medical
devices (ISO 11137-1:2006, including Amd 1:2013)

EN ISO 11737-1:2018,
EN ISO 11737-1:2018/
A1:2021

Sterilization of health care products - Microbiological
methods - Part 1: Determination of a population of
microorganisms on products (ISO 11737-1:2018)

EN ISO 11737-2:2020

Sterilization of health care products - Microbiological
methods - Part 2: Tests of sterility performed in the
definition, validation and maintenance of a sterilization
process (ISO 11737-2:2019)

EN ISO 13485:2016,
EN ISO 13485:2016/
A11:2021
EN ISO 13485:2016/
AC:2018

Medical devices - Quality management systems -
Requirements for regulatory purposes (ISO
13485:2016)

EN ISO 14971:2019,
EN ISO 14971:2019/
A11:2021

Medical devices - Application of risk management to
medical devices (ISO 14971:2019)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with information
to be supplied by the manufacturer - Part 1: General
requirements (ISO 15223-1:2021)

EN ISO 17664-1:2021

Processing of health care products - Information to be
provided by the medical device manufacturer for the
processing of medical devices - Part 1: Critical and
semi-critical medical devices (ISO 17664-1:2021)
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9. Revision History

Rev | Change Description | Date Revision validated by the Notified
body
00 Initial version including| 01 April 2023 | x Yes
BSI's comments on Validation language: English
drafts
[1No (only applicable to class lla or
some lIb implantable devices (MDR,
Article 52 (4) 2™ paragraph) for which
SSCP not yet validated by notified body)
01 Update of the 16 Jan 2023 | x Yes
company address Validation language: English
(page 1 and 42)
[1No (only applicable to class lla or
some |Ib implantable devices (MDR,
Article 52 (4) 2" paragraph) for which
SSCP not yet validated by notified body)
02 Update with 19 Aug 2024 | x Yes
clarification to the Validation language: English
description of
accessories [1No (only applicable to class lla or some
llb implantable devices (MDR, Article 52
(4) 2" paragraph) for which SSCP not yet
validated by notified body)
03 Update lay person’s | 30 April 2025 | x Yes
section with OPRA™ Validation language: English
Implant System
publications, section 5, [1No (only applicable to class lla or some
benefit -risk Ilb implantable devices (MDR, Article 52
assessment and (4) 2nd paragraph) for which SSCP not yet
PMCEF activities validated by notified body)
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