held Analyzer

The Thermo Scientific TruScan RM handheld Raman
spectrometer adds new functionality

manufacturing facilities. Typically, that has been carried out by removing samples of
the material for testing in a laboratory. The Thermo Scientific TruScan RM handheld
Raman analyzer is used to identify raw materials directly in their packaging. Recently added
TruTools functionality expands the versatility of TruScan RM. Pharmaceutical Technology
recently spoke with Mark Cabell, Pharma Sales Manager of portable analytical instruments
Mark Cabell at Thermo Fisher Scientific, about how the TruScan RM Analyzer can streamline testing of

Pharma Sales Manager, raw materials for pharmaceutical manufacturing.

Portable Analytical
Instruments

s iloroamemll  Pharmaceutical Technology: It's critical for pharma and biotech manufacturers to
ensure that the raw material that’s used in production meets specifications. How
does the Thermo Scientific TruScan RM Analyzer facilitate that process?

Pharma and biotech manufacturers must test all raw drug materials that enter their

Mark Cabell: The Thermo Fisher TruScan RM is designed specifically for the needs of the
GMP pharmaceutical manufacturers’ environment. So what happens today with raw materials
is that by law, they have to test in many cases every single drum of raw material that enters
their facility. And historically, what manufacturers have done is take samples from those drums,
take them to a centralized laboratory in their facility, and then do a chemical identification test
or an FCIR test, which are both time consuming and take lots of sample handling.

What we designed the TruScan to do was actually to replace that workflow. TruScan can
identify raw materials in their packaging without having to open or sample. It's easy to use,
it’s rugged, it's meant to be used on the warehouse floor. It can even be dropped on the floor.
The TruScan RM is light, weighing less than two pounds, and it’s 21 CFR Part 11 compliant.

Pharmaceutical Technology: How does the TruScan RM Analyzer work?

Mark Cabell: The TruScan RM is a Raman spectrometer. It emits a laser light at 785 nm and
detects scattered photons at other wavelengths. That scattered light is a unique fingerprint
for that material. By using that spectral fingerprint, the TruScan RM can uniquely identify raw
material or finished drug products with the instrument.
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A SPECIAL ADVERTISING SECTION

QUALITATIVE AND QUANTITATIVE MATERIAL ID USING A HANDHELD ANALYZER

Pharmaceutical Technology: You’ve recently added
new functionality to the analyzer. Can you tell us more
about that?

Mark Cabell: It's a software package we're calling TruTools
that can be added to any existing TruScan RM instrument. It
will allow our customers to customize their own chemometric
modeling. This opens up quantitative analysis or other types
of qualitative analysis that weren’t possible before.

Pharmaceutical Technology: What are some specific
applications that a user can now do with the analyzer
that is enabled with TruTools functionality?

Mark Cabell: What's most exciting to me is the fact that we
can do quantitative analysis today with the TruScan RM. And
what that means is now we can not only get the spectral
fingerprint of a material, but we can actually say how much
is there.

So when we think about applications, it's really that dosage
form identification—whether you have a 25-milligram tablet
or a 50-milligram tablet. We can now quantify the amount of
API that’s in those tablets.

We also see a lot of interest in solvent distillations. This
is to tell when a solvent distillation is done or how much re-

sidual solvent is in an API during processing steps. It's really
to answer that next level of questions beyond just simple
spectral ID.

Pharmaceutical Technology: In addition to verifying in-
coming raw material, are there any other areas where
the TruScan RM Analyzer with TruTools can be used?

Mark Cabell: It's empowering plant engineers and process
engineers in the process analytical technology space to
make better decisions earlier in the process and really to
replace those time-consuming laboratory tests that are being
done today.

Another exciting area is detection of falsified medicines and
substandard medicines. Falsified medicines are very difficult
to detect, and TruScan does a very good job of that. Sub-
standard medicines are a big challenge in places like Africa
today. A substandard medicine has the right API, and was
made by a legitimate manufacturer, but something may have
happened to the product over time to make it less potent.
TruTools with TruScan RM opens up the potential to impact
some of those problems.
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