
PATIENT SPECIFIC 
TALUS SPACER

The FIRST and ONLY FDA Approved 3D Printed 
Total Talus Implant in Multiple Materials

Humanitarian Device. Authorized by Federal law for use in the treatment of avascular necrosis of the ankle joint in adult patients. 
The effectiveness of this device for this use has not been demonstrated.
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THE FIRST FDA APPROVED 3D 
PRINTED TOTAL TALUS IMPLANT

	f The ONLY Patient Specific Total Talus  
Replacement Implant approved by the FDA  
in Multiple Materials

	f Expected to provide PAIN RELIEF and  
PRESERVE MOTION of the ankle joint

	f Alternative to fusion or amputation

	f Indicated for Avascular Necrosis of the  
ankle joint*

	f Patient specific technique guide provided  
for PRE-PLANNED anatomy correction

	f MULTIPLE IMPLANT SIZES provided for 
intra-operative selection

	f Surgeon choice of implant material

	y Cobalt Chromium

	y Titanium with Titanium Nitride coating

Humanitarian Device. Authorized by Federal 
law for use in the treatment of avascular 
necrosis of the ankle joint in adult patients. 
The effectiveness of this device for this use 
has not been demonstrated.

*The Paragon 28® Patient Specific Talus Spacer 
is indicated for avascular necrosis of the ankle 
joint. The anatomical landmarks necessary 
for the design and creation of the Paragon 28 
Patient Specific Talus Spacer must be present 
and identifiable on computed tomography scan.
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VAS PAIN (CM)

Mean Baseline and Last Follow-Up by Duration of Follow-Up

QUALITY OF LIFE

Mean Baseline and Last Follow-Up by Duration of Follow-Up

Patients who received a Paragon 28® Patient Specific Talus 

Spacer in the clinical study showed a reduction in baseline 

VAS Pain Scores, improvement in ROM, and improvement of 

functional outcomes based on FAOS subscales, including pain, 

symptom, activities of daily living, ability to perform sports and 

recreational activities, and foot/ankle-related quality of life. 

Please refer to the IFU for complete Clinical Data information.

Humanitarian Device. Authorized by Federal law for use in the treatment of avascular necrosis of the ankle joint in adult patients. 
The effectiveness of this device for this use has not been demonstrated.
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Patient Specific Talus Spacer

For the contraindications, potential complications and  
adverse reactions, warnings and precautions associated  
with this device, please refer to the device specific  
instructions for use at http://www.paragon28.com/ifus

www.Paragon28.com
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