
USP Biologics 

NEWSLETTER 
What’s new January 2024! 

 Ant ib iot ics
 Colist imethate Mixture A RS
 Colist imethate Mixture B RS

Coming soon! 

1. Peptides - Impurity Analytical
Reference Materials (ARMs)
 LEUPROLIDE

− Acetyl-Leuprolide ARM
− D-His-Leuprolide ARM
− [L-Leu6]-Leuprolide ARM
− D-Ser-Leuprolide ARM
− [Ser (Ac)]4-Leuprolide, Acetyl-leuprolide ARM

 OCTREOTIDE
− [Acetyl-Lys5]-Octreotide ARM
− Parallel Dimer-Octreotide ARM
− Anti-Parallel Dimer-Octreotide ARM
− O1,8-acetyloctreotide, EP Impurity F ARM
− N2,1-acetyloctreotide, EP Impurity I ARM
− N-Acetyl-Lys-Octreotide Trifluoroacetate ARM
− N-Acetyl-Phe-Octreotide Trifluoroacetate ARM

 OXYTOCIN

− Ac-Oxytocin ARM
− [Asp]5-Oxytocin ARM
− [Glu]4-Oxytocin ARM
− D-[Asp]5-Oxytocin ARM
− Parallel Dimer-Oxytocin ARM
− Anti-parallel Dimer-Oxytocin ARM

 TERIPARATIDE
− [MetO8]-Teriparatide ARM
− [MetO18]-Teriparatide ARM
− [Met+O8,18] Teriparatide ARM

2. Monoclonal  Antibodies (mAbs) – Host Cell Protein (3 peptides  per HCP target) –
for Mass Spectrometry use ONLY.
− Cluste  rin ARMs
− L ipoprote in L ipase ARMS
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https://store.usp.org/product/1148012
https://store.usp.org/product/1148023


 January 2024

UPCOMING 
USP 

BIOLOGICS 
EVENTS OR 
EVENTS IN 
WHICH USP 
STAFF ARE 
SPEAKING! 

• January 8: Best Practices for HCP Analysis in
Biopharmaceuticals by Mass Spectrometry.
– Annu Uppal –

• January 18: Webinar – mRNA Vaccines Series: CMC
and Analytics.
– Sarita Acharya – 

•  January 16 – 19: USP Standards and Tools to Support
Monoclonal Antibody Analysis Using MAM and
Conventional Methods at 23rd Annual PepTalk the
Protein Science and Production Week
– San Diego - Li Jing – 
January 24: mRNA Quality Assessment and USP
Guidelines
– John Cipollo – 

 February 2024

• February 7: “USP X” Roundtable – Brazil ▪ USP
Solutions for the Quality of Biological Products
– Bruno De Carvalho – 

• February 20: USP <1023> Evaluation Strategy for
Trace Elements in Cell Culture Media Used in the
Manufacture of Recombinant Proteins.

• February 22:USP Biologics Stakeholder Forum:
Innovative Analytical Approaches to Cell and Gene
Therapy.

• February 28 – 29: mRNA Open Forum – Virtual:
Collaborating to pave the way for mRNA-based
vaccines and therapeutics quality.

 April 2024

• April 9 – 10: USP Workshop on Therapeutic Peptides
and Oligonucleotides - Rockville
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