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Biomarkers, Best Practices, and Regulatory Guidance

Wow, there is so 
much to consider!

Is this why we are 
focusing primarily 
on case studies?

The case studies will help 
us explain how regulatory 

and general scientific 
topics relate to building 

and testing MS based 
biomarker assays.

That’s right Mara, 
but we need to be 
aware these topics 
exist and how they 

influence our 
biomarker work! 



Example Case Study: Quantitation of Melatonin in Human Saliva

Is saliva really 
a viable matrix 
for biomarker 

testing?

Why bother 
with HRMS? Is it 
really needed?

Where do 
I start?

Can I use a 
surrogate 

saliva matrix?

How do I 
get here?

Is this 
method 

even valid?

Hmmm, seems 
straightforward…



Example Case Study: Quantitation of Branched Chain Amino Acids and Keto-Acids

What about isotope 
envelopes?

How can I 
approach 
isomers?

How do we 
determine the 

quantitation range?

Getting more 
interesting…

Does the surrogate 
analyte approach 

impact processing?



Example Case Study: Quantitation of Glucocerebrosidase Activity from Dried Blood 
Microsamples

How could we 
implement 

this clinically?

How is this 
relevant to 

disease?

Where do 
I begin?

How much 
blood is in a 
DBS punch?

Phew, this can 
get complicated!



That’s it? But 
there is so 

much more to 
these……..

Pavan, did you 
see how much 
they crammed 

into a few 
slides?

I did and I 
can’t wait to 

take this 
course!
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