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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.
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Analytical Test Procedure Development and Validation: Approach for Biologics

i E] /#A Time/Location:
2018 % 9 A 19-20 H FE kiE
September 19-20, 2018 Shanghai, China
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The course will cover critical aspects of bioanalytical method development (analytical control strategy), method performance and
method validation, with a focus on biological products. Method development will be explained in detail using a case study. The
importance of method performance will be described using examples of system suitability. Further, the course will familiarize
participants with relevant chapters in USP—NF related to biologics. USP General Chapter <1225> for method validation will be
described in detail. Validation parameters and evaluation will be explained using relevant case studies from the USP biologics lab.
Upon completion of this course, you will be able to recognize fundamentals of method development regarding biologics sample
analysis, explain the importance of method performance using appropriate system suitability, identify critical considerations for

developing system suitability samples and criteria for biologics, identify critical aspects of method validation and evaluation of
validation criteria for methods to test biologic samples.
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This course is designed for professionals who perform, supervise, manage, or oversee the development and validation of
bioanalytical methods, such as analytical scientists, R&D analysts, QC analysts, managers from QC and R&D, CRO personnel,
CMO personnel, manufacturing scientists and analysts.
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Krishna Menon, Ph.D., Senior Science and Standards Liaison, Global Biologics, USP-India
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English (provide Chinese Oral translation and bilingual printed teaching material)
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H#& Agenda:
A 18] Time E/E Topic
8:30-9:00 | %3 Registration
. - Introduction: Background and History of USP,
9:00-10:00 | EHEZHERAFE. REEENH ; Y
Scope of the course
FEFK: Method Development:
=% 10:00-12:00 | 3% 24 A= W] fAE G E ) Chapters in USP for Biologics
REHEENEE Key elements and consideration
Day 1
y 12:00-13:00 | & Lunch
Sep. 19" | 12.00.14:00 7:7!23?7;2:‘ Method Development:
COQA firiEERE CQA and Method Performance
14:00-16:00 FEFF R B Methqd Development Case Study
%A Exercise A
16:00-16:30 | W% Q&A
. Method Validation: Definition, Validation
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9:00-11:00 | FVEKAIE: & XFBIESH Parameters
=K | 11:00-12:00 | FIERAE: REISHT Method Validation: Case study
Day 2 | 12:00-13:00 | ## Lunch
13:00-15:00 | H{ERIE: REI9Hr (8 Method Validation: Case study (cont.)
th
Sep. 20 15:00-16:30 | EHFIHr. HiEHIAN. 43 B Case Study, Method Verification, Exercise B
16:30-17:00 | A% Q&A
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B F Fee: 2,500 jt AT/ A RMB2,500/attendee
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Including training, teaching materials, and food indicated in the agenda only.
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The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZjK REERIIERS, 32 20%440.

20% discount will be offered to applicants from Government Labs and Universities.

# 4 5 R Register Procedures:

1. fELLR4. #42h (BukH: 2018 429 H 12 H)  Make online registration and payment by Sep. 12", 2018.
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USP-China itk F*:  USP-China account

WEK A Beneficiary: RGHREFEEARSE (L#E) FRAF
5 Account No.: 6841 12464 120

#3447 Bank: EEBTHERAF LT

2. REGHL: IREEZRZERIN U, sRE tRI% SR

Invoice is available at the Registration Desk of training room or after the course.
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