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Background

« BADAL-X Is a modular press-fit Bone Anchoring Device for Artificial Limbs
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BADALX
Background

« BADAL-X is a modular press-fit Bone Anchoring Device for Artificial Limbs

 Bone anchored dental implants and hearing devices are widely accepted

The small titanium implant The abutment without sound processor The sound processor on the abutment
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Background

« BADAL-X is a modular press-fit Bone Anchoring Device for Artificial Limbs

 Bone anchored dental implants are widely accepted

 Reluctancy rules to use femur/tibia implants for attachment of artificial limbs.

|
4



@ BADAL

Background

 Prospective safety and effectiveness data are important.
* Previously we published the one year follow-up data of this cohort.?
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Aim

To describe safety and effectiveness of Bone Anchoring Device for subjects with above
and below knee amputation
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Methods

All consecutive individuals treated between March 2015 and June 2018 at Radboudumc
Nijmegen, NL

Infectious adverse events: Ol Grading system 1-4

Safety measures: Counting adverse events retrospectively from the medical records. M
Other events E
==

Effectiveness measures: (QTFA: Questionnaire of persons with trans-femoral amputation)

Prosthetic Use Score: Hours/week converted to range 0-100
Global Score: Prosthesis related quality of life converted to range 0-100
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Inclusion criteria
Lower limb amputees with difficulties with the socket attached prosthesis

Exclusion Criteria:

Atypical bone anatomy (eg deformity, dysplasia) or nearby hip-, knee joint dysfunction u
Radiation therapy at target limb or chemotherapy within past 18 months

Peripheral vascular disease with local critical ischemia (TcPO2<40mmHg) ‘_'
Diabetic mellitus with polyneuropathy -
Local skin infection or systemic inflammatory disease E
Immunocompromised or immunosuppressive drug use e
Cardiorespiratory conditions that limit current and future potential for walking

Cognitive impairment with problems to adhere to medical instructions

Somatically unexplained pain or physical condition(s)
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Results

Ninety amputees (mean 54+14 yrs, 26 females), 3 bilaterals: 93 BADAL X systems

Effectiveness data 83 subjects.

Safety data 90 subjects u
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BADAL*
BADAL X Standard TFA Implant (OFI-C) n=55 '
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BADAL X Short TFA Implant (OFI-Y) n=16
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