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Method Development and Validation of Procedures for Biologics

2Rt Course Duration: #12.5/MBF about 2.5 hours
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This course will cover key elements and scientific considerations that are important for successful analytical test
procedure development and validation for biologics. The course will also provide guidance for verification of USP
compendial procedures. The importance of critical quality attributes (CQAs) and selection of procedures which are fit
for purpose will also be covered. The development of robust and reliable analytical procedures with appropriate
system suitability criteria will be presented using multiple case. Step-by-step validation guidance will be discussed
along with the key consideration factors using recombinant protein data as an example. USP General Chapter <1225>
Validation of Compendial Procedures, which aligns with ICH Q2, will be described in detail.

Upon completion of this course, you will be able to

*Recognize fundamentals of test procedure development for biologics.

*Describe the importance of demonstrating method performance using appropriate system suitability

*Identify critical considerations when developing system suitability criteria and controls.

*Explain critical aspects of procedure validation and how to demonstrate successful validation.

*Identify USP biologics resources to support characterization, method development and validation of biologics.

ZiENE Who Should Attend:

IIMIRFETAEE . QA/QC 20 M7 2 M FL A H 3 . R&D BT T B2 M SL ¥ . AR PP A LA B . S A
51+ CRO 1 CMO £k TAEH .

Analytical scientists, QA/QC analysts and managers, R&D analysts and managers, Manufacturing scientists and managers,
Regulatory affairs specialists, Contract research organizations, Contract manufacturing organizations.
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Method Development and Validation of Procedures for Biologics

YHIFAB Instructor:
Krishna Menon {8+, REZHERSEFEHEEIREYH R IIBERESHREESEREA

Krishna Menon, Ph.D., Senior Science and Standards Liaison, Global Biologics, USP-India
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.

B Fee: 1200 st AT/ AN RMB 1200/attendee
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