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USP <1469> Nitrosamine Impurities On-demand and Q&A Sessions
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Nitrosamines should be strictly controlled in medicine due to high carcinogenicity. They are a critical topic for regulators and industry given the
recent safety recalls of several products containing this impurity. To help everyone better understand the current regulatory guidelines on
nitrosamine impurities and the specific requirements of the USP <1469>, we will offer a training in the form of an "on-demand course + live Q&A
session" from April to May 2026.This one-day course will provide attendees with an understanding of current regulatory guidelines and USP
General Chapter <1469> Nitrosamine Impurities. The course will provide an overview of sources of nitrosamines including their formation from the
presence of other impurities and how to eliminate or reduce levels of nitrosamines. Tools to assess and control nitrosamines in drug substances
and drug products as well as in depth analytical procedures in USP <1469> including the use of the USP Reference Standard and precautions to
be used during procedures will also be covered. The course will also address risk assessment methodology as per ICH Q9, control strategy
development, calculation of nitrosamine limits as per ICH M7 as well as test method performance characteristics. Video tutorial product is designed
to provide step-by-step tutorials of laboratory methods described in the USP General Chapter <1469> Nitrosamines Impurities course. Tutorials
emphasize key considerations, challenges, and recommendations for troubleshooting each procedure (varies from instrument to instrument).
Upon completion of this course, you will be able to:

. Describe the background, scope and approach of USP <1469> Nitrosamine Impurities and applicable regulatory guidelines.

. Explain pathways and sources of nitrosamine formation along with risk assessment tools and a high- level process flow to develop control
strategies.

Describe how to select the appropriate analytical procedures based on test method performance characteristics for nitrosamine methods
Discuss the proper use and handling of the USP reference standard in the respective analytical procedures.

Identify factors which impact sensitivity and selectivity of methods.

Summarize key considerations, challenges and method conditions along with sample and standard preparation of the four test methods
described in USP <1469>
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USP <1469> Nitrosamine Impurities On-demand and Q&A Sessions

2N %R Who Should Attend:
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Analytical R&D scientists, QC managers, QC scientists (DS, DP), QA staff who authorize drug product release,

Regulators affairs staff, Excipient manufacturers, etc.
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From April 15 to May 15, 2026, register and complete the on-demand online course. The on-demand course will be only available to you
for 14 days from the day of successful registration or until you mark it ‘Complete’ in your transcript— whichever occurs first.
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Participate in the USP live Q&A session from 9:00 to 10:00 a.m. on May 20. Meeting link for live Q&A session would be sent via email 2-3

working days before the live meeting.

R %R Fee: 1500 st AR/ A RMB 1500/attendee
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E-Invoice is available by email after successful registration.
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