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Aliri has supported 5 of the 20 approved OGNs on market as they transitioned from
preclinical to clinical to FDA approval

Aliri is proud to be a trailblazer in the bioanalysis of RNAI therapeutics with significant experience supporting
the development of oligonucleotides, which includes siRNAs, ASOs, PPMOs, ARCs/AOCSs, and other RNAI
conjugates,

Our tenured team of scientists are continuously innovating and adapting our methodologies for improved
assay sensitivity and specificity to deliver accurate and reliable data to our sponsors.

This has led to the critical application and optimization of available analytical approaches, including novel
SPE and hybridization extraction techniques that can achieve subnanogram per milliter LLOQ’s with the
specificity of LC/MS detection.

For over 15 years, Aliri has supported the bioanalysis of oligonucleotides from early development through
preclinical and Clinical Phases I-IV on the following platforms:

LC-MS/MS
LC/HRMS
LC/FD

We offer service lines to cover plasma, urine, and all types of tissues, and are happy to provide upfront
consultation on the best approach to achieve the most relevant results for your IND filing.

TYPICAL MD & VALIDATION TIMELINE - OLIGO/PROTEIN

Method Development & Validation Validation Report

Method development (MD) duration: ~2-4 weeks* Unaudited Draft Report (UDR) ~2-3 weeks from QA Data Review
~1week between Method development (~8-9 weeks from MV start)

and Validation start QA Audited Draft Report (ADR) - 2 weeks from UDR

Method Validation (MV) duration: ~2 weeks (~10-11 weeks from MV start)
(Total lab time: ~5-7 weeks) Final report - 1 week from receiving client approval

Study : Validation Data Validation Study
Award Complete : Tables Report Close

Raw Data Review

® Quality Control (QC) Review: ~2 weeks
(~4 weeks from MV start)

m  Quality Assurance (QA) Review: ~2 weeks
(~6 weeks from MV start)

* Additional time may also be required depending on
assay complexity (Surrogate peptide or Hybridization
probe synthesis (~3-4 weeks), extended run times,
extensive number of analytes, etc.).
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