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Disclaimer

Osteopore® does not provide medical advice, diagnosis or treatment.
Information contained in this brochure have been provided for general
information purposes only. This document is not intended to be a
comprehensive document on surgical techniques. The information included
cannot and should not replace the independent medical judgment of
the treating physician. Decisions on appropriate treatment and surgical
technique are the treating physician’s responsibility and depend on the
physician’s training, medical knowledge and the case-specific conditions.
Successful implantations are technigue sensitive. Sound surgical judgments
should be used in the selection of all products. The managing physician
should inform the patient regarding the potential benefits, risks and
complications associated with the treatment.

Although aXOpore® (hereinafter referred to as “product”) has been
manufactured under carefully controlled conditions, Osteopore® has no
control over the conditions under which the product is used. Osteopore®,
therefore, disclaims all warranties, both expressed and implied, with respect
to the product, including, but not limited to, any implied warranty of
merchantability or fitness for a particular purpose.

Osteopore® shall not be liable to any person or entity for any medical
expenses or any direct, indirect, incidental or consequential damages caused
by any use, defect, failure or malfunction of the product, whether a claim for
such damages is based upon warranty, contract, tort or otherwise. No person
has any authority to bind Osteopore® to any representation or warranty with
respect to the product. The exclusions and limitations set out above are not
intended to, and should not be construed so as to contravene mandatory
provisions of applicable law.

If any part or term of this Disclaimer of Warranty is held to be illegal,
unenforceable or in conflict with applicable law by court of competent
jurisdiction, the validity of the remaining portions of this Disclaimer of
Warranty shall not be affected, and all rights and obligations shall be
construed and enforced as if this Disclaimer of Warranty did not contain
the particular part or term held to be invalid.

axXOpore® CMD

Osteopore’s 3D printed scaffold, made to fit, bioresorbable implant used in
the treatment of critical-sized segmental defects.

aXOpore® CMD patented interconnected
pores mimics the natural cancellous bone
microstructure to promote tissue and
vascular ingrowth.

Homogeneous composite of Polycaprolactone
—Tricalcium Phosphate (PCL-TCP), provides
sufficient mechanical strength, is
biodegradable and provide osteoconductive
properties.

Suitable for bone reconstruction of severely
injured patients up to 20cm. Compatible
with fixation devices such as Intramedullary
nails, Plates and Screws and llizarov frame
etc.

aXOpore® Custom-Made Device

PT60-S 2 cm to 5 cm/sterile
PT60-M > 5 cm to 10 cm/sterile
PT60-L > 10 cm to 20 cm/sterile

aXOpore® CMD is supplied, in whole or in parts of a
sub-assembly.
The product is packaged sterile and ready-to-use.

Pain free full weightbearing
achieved within 12 months
aXOpore® enable early partial

weightbearing when implanted with
a fixation device.

Advantages of using aXOpore®!"
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Figure 1.1: aXOpore® CMD is manufactured in compliance with current Good
Manuftacturing Practice (cGMR EN ISO 13485) and provided sterile by gamma
irradiation (gamma irradiation, EN /SO 11137)

Promising short-medium
term results

High patient satisfaction and
functional limb restoration.




CLINICAL EVIDENCE
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aXOpore® CMD is safe and effective. Clinical studies published on reputable journals suggest new bone
formation on long bone applications.

PCL-TCP scaffold loaded
with Autologous Bone
Graft (ABG) to treat
femoral non-union and
leg length discrepancy
(-4 cm)
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PCL-TCP scaffold loaded
with combination of
ABG and BMP-2 B!
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Figure 2.2: Anteroposterior view of patients treated with aXOpore® CMD

Ordering Information

aXOpore® CMD is for patients only when the treating
physician deems there is reasonable time to perform
surgical planning, customisation, and manufacturing
of a customised implant.

When considering the use of aXOpore® CMD,
please ensure that you request information on
the amount of time needed to manufacture, sterilise,
and ship the implant from Osteopore sales
representative and logistics.

aXOpore® CMD is registered with the Medicines &
Healthcare products Regulatory Agency (MHRA) for
supply in Great Britain.

2. Contraindications

i. Do not use in patients with conditions including:
latent or active infections, systemic disorders

which will

hinder wound healing,

or with

insufficient quantity or quality of bone stock.

ii. Do not use in contaminated surgical areas.

iii. Do not use in patients with septic reactions.

iv. Not indicated for load bearing anatomical sites.

v. Do not use in areas exposed to outside environment.



ORDERING PROCESS

aXOpore® CMD - a fully customisable solution designed by Osteopore’s multi-disciplinary team
led by physicians.

Step 1
Surgeon request

Fill the Patient Specific Implant — Long Bone Form.

Sales assists surgeon and radiologist with upload of request
form and CT scan via secure portal.

Use CT Protocol to obtain CT scan of defect post primary surgical

Design and 3D print
scaffold prototype

Step 2 . L o
P procedure. Apply metal artifacts reduction if metal fixation

CT scan device is present.
Upon receipt of Form and CT scan of defect. Design and

Step 3 . . . .

. Engineering Team to check the details provided.

Reconstruction of

CT scan via Design and Engineering Team to organise an online or on-site

3D modelling consultation with surgeon to confirm bone defect morphology
and surgical approach.

Step 4 Scaffold design evaluation and printability check.

Surgeon approves design.

Hospital issues purchase order based on approved design using
registered product codes.

15 WORKING DAYS FROM DESIGN CONFIRMATION

Step 5 Manufacturing starts upon receipt of approved design and
Manufacturing and purchase order.

sterilisation Final product will be packed in foil pouch and sterilised*.
Step 6 Sales and Logistics will provide tracking information and
Delivered delivery confirmation to hospital/surgeon

* Do not resterilise
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CD or wireless file transmission

aXOpore® only accepts uncompressed DICOM data
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