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Comprehensive consulting and testing
expertise for medical materials and
device companies






Delivering Real-World Solutions

No matter the technical challenge, we have the instrumentation and technical expertise to help
you find precise, cost-effective, real-world solutions.

PDI has extensive experience with World-class people and capabilities
the testing of medical devices and under one roof

materials including: * Failure Analysis/Prevention

e Catheters * Qualification Support

¢ Bio-implants * Rheology

* Surgjcal diagnostic devices * Polymer Characterization
* Medical tubing * Deformulation

¢ Other disposable medical devices o

Physical Testing

. e Litigation Support
Issues often arise as a result of:

¢ Characterization of polymers in pharmaceutical

e Improper design or choice of material )
delivery systems

¢ The environment of exposure .
* Phthalate and BPA testing

* Processing conditions

Case Study

AxioMed Spine Corporation: Replacement Disc for the Spine

Challenges:
Designers at AxioMed Spine Corp. seized an opportunity to create a revolutionary
replacement disc for the spine using polymer and titanium. The challenge for PDI
was to assure the polymer portion of the device would maintain its load-bearing

properties without undergoing an excessive permanent change in shape, as

well as to optimize and characterize the polymer-to-titanium bond.

Solutions:

Using an innovative method to predict creep performance, the
polymer’s viscoelastic properties were characterized under
conditions that simulated use in the human body over a 20-year
span. Additionally, examination of the polymer-titanium bond
using scanning electron microscopy and chemical analysis
revealed potential factors that could compromise bonding
integrity.

Benefits:
As a result of side-by-side R&D and laboratory work, the two companies ultimately
optimized a proprietary method for bonding the polymer disc and titanium plates.

With the new method, the discs’ ability to withstand failure during cycle testing was improved
by a factor of 400, far exceeding the requirement of 180,000 cycles.



