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In early medical device product development, ana-
lytical testing of raw material commonly is viewed as 
more of a luxury than a necessity. However, early 
analytical testing offers medical device manufactur-
ers the opportunity to produce more robust data 
to proactively mitigate risks to be better prepared 
for the regulatory submission process. This approach 
enables time and cost savings while contributing to a 
higher-quality f inal product.

Tackle Biocompatibility Issues Early
Materials not subjected to early testing (i.e., during 
device R&D) can contain impurities/contaminants that 
impact downstream biocompatibility issues, which 
can increase the risk of regulatory hurdles. Still, some 
organizations — aware of the regulatory scrutiny 
ahead — forgo early analytical testing for various 
reasons. For example, they may believe the time or 
cost for material characterization is not justif ied at 
such an early stage of the development process, or 
that their product already is considered low risk be-
cause it is based on predicate devices manufactured 
using similar materials, even though these materials 
may not have been tested for purity.

At times, raw materials intended for use in implant-
able medical devices are sourced from industrial 
manufacturers at the early R&D stage of a project. 
These facilities often lack the quality systems, ISO 
certif ications, controls, and documentation to pro-
duce medical-grade materials. Partnering early in 
development with a supplier whose material already 
has been characterized and certif ied as medical 
grade enables the medical device manufacturer to 
develop a robust, repeatable process that meets 
form, f it, function, and biocompatibility requirements. 
Such a process also accounts for input variability, 
which is critical when the process is designed around 
a variable input, such as raw materials.

Additionally, recharacterizing medical device compo-
nents and subassemblies after each process stage helps 
device manufacturers understand elements of a specif ic 
material that might alter it in some way (e.g., leachables 

caused by contact with raw materials), allowing for 
remediation well in advance of the submission process.

The Eff iciencies of a Supplier  
with Internal Testing Capabilities
A supplier with in-house testing capabilities is a more 
eff icient partner than a third-party lab. The supplier’s 
in-house lab already has established validated test 
methods directly applicable to its commonly used 
materials, giving that supplier a knowledge of those 
materials that exceeds even the most highly creden-
tialed third-party lab. 

Experienced suppliers can leverage a constantly grow-
ing internal database to problem-solve or guide a 
manufacturer toward using, for example, a previously 
characterized material on a new product prototype. 
A supplier with manufacturing and testing under the 
same roof can track material trends to proactively 
address potential issues, mitigating regulatory risk for 
manufacturers by performing analytical activities spe-
cif ic to the f inal product’s intended applications.

Third-party labs frequently have long lead times 
associated with their services — standard turnaround 
usually is 10 business days, per test, per iteration of a 
material — and requests for more complex analytical 
methodologies may increase that timeline. Clients also 
may face additional charges for expedited testing. 
Third-party lab customers also invest signif icant time 
and resources on shipping, sample receipt conf irma-
tion, and PO generation. A supplier with manufactur-
ing and analytical lab capabilities set up on the same 
site eliminates these time-consuming tasks.

Just as critical, a supplier with internal analytical test-
ing capabilities can tailor its report to a customer’s 
needs because the supplier knows its materials better 
than anybody else, including how the material inte-
grates into the manufacturer’s product. A third-party 
lab may rely too heavily on standard testing (e.g., 
ISO, ASTM, USP) and return a report with too much 
information that doesn’t specif ically address how the 
materials are expected to perform.
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Level-up by Utilizing  
In-house Analytical Testing
Secant Group provides in-house analytical testing as 
part of the inherent value of our textile- and poly-
mer-based materials and related services, rather than 
as a premium service. In addition to maintaining a well-
equipped lab, we retain in-house testing personnel with 
extensive expertise and experience — an uncommon 
luxury among materials suppliers. 

In-house testing also empowers us to prioritize customers 
operating under unforgiving timelines so they can keep 
a project on schedule (e.g., a customer must have final 
product testing data for a regulatory submission with a 
deadline of only a few weeks). At a third-party lab, that 
accommodation can trigger a 50% or a 100% premium. 
At Secant, it’s an intrinsic part of how we serve customers.  

Final Thoughts
Ultimately, regarding analytical testing, most medical de-
vice manufacturers prioritize consistent quality and test-
ing timeline optimization. Hiccups in early-phase iterations 
of a medical device project can quickly derail both. 

Consider, too, that industry and regulatory agencies are 
trending toward requiring more analytical data earlier 
in the development cycle. Partnering with a material 
supplier that offers in-house testing capabilities minimizes 
time, cost, and risk while streamlining procurement of 
high-quality, medical grade-certif ied materials.

To learn more, contact the authors and visit:  
https://secant.com/capabilities/services/materials-analysis. 

Additional Resources
•	 Basics of Biocompatibility: Information Needed for Assessment 

by the FDA 

•	 BIOLOGICAL EVALUATION OF MEDICAL DEVICES – ASSESS-
MENT OF BIOCOMPATIBILITY UNDER ISO 10993-1:2018 

•	 ISO 10993 and Biocompatibility - Material Certif icates Are 
Not Enough!
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