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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.
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Bioassay Design, Development, and Validation
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September 12, 2018 Shanghai, China
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This one-day bioassay course will focus on the essential factors to be considered in the design, development, and validation of
bioassays. The course introduces related USP general chapters, terminology, relative potency, bioassay life cycle, important tools
and prerequisites, and best practices, followed by a detailed discussion on the topics of design and development, robustness,
validation, and post-validation. The course ends with an example of a USP pharmacopeial bioassay. Course will examine how
variability in bioassay factors could influence the potency assessment independent of the level of biological activity of the tested
ingredient. In order to mitigate these potential interferences, a measure of potency relative to a standard source could be applied.
Therefore, it becomes important to effectively perform: the assay design, optimization, and trouble shooting. And one also needs

to consider aspects of assay qualification and execution with rapid throughput and the potential for multiple sequential assay
implementations.
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This one-day course is designed for the professionals who perform, supervise, manage, audit, or oversee the validation of
bioanalytical assays

WP Instructor:
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Huiping Tu, Ph.D., Director, Biologics and Biotechnology Laboratory, USP
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FRIES Language:
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Chinese (provide bilingual printed teaching material)

BENEARELHE Course Outline & Agenda:

8:30-9:00 4£%| Registration

9:00-17:00 XEZHAMFHERMEN AN  Structure of USP Bioassay General Chapters
MEAIE Applicable Terminology
XA Relative Potency
A= R T F) PR3 Bioassay Life Cycle
EETEMR#E%ME  Important Tools and Prerequisites
AEPEMERI R R IFER/EMIYE  Bioassay Best Practices

AEPEERN MR Bioassay Design and Development
o JIEMERME [ EFEMIPkER  Fitness For Use / Potential Challenges
o A4 Screening and Optimization

A

o MRPE SN B2k R bR S 7B BCE AR E AR Number and Spacing of Standards for the Curve

o FEMMESR. (CEMN-FE. BRERAN. i

Replication, Uniformity, Outlier Detection, Optimization

o SIS T B RIRE S I BN L AR Experimental Design Concepts and Randomization
o Gl ER N EHEESIEMEBL. T ZEASS  Data and Assumptions, Variance Heterogeneity

o WG, WESAHERE  Goodness for Fit and Measurement of Uncertainty
o IEENA. HdEFEH. Al Normality, Transformation, Weighting

o ARMELSVERIN T VR R GURE G & F AR UE Validity/Assay/System/Sample Suitability Criteria

o T[4E%brME  Acceptance Criteria

it i (B—LW#iH#S)  Robustness (experimental design concepts)
A WE AR T N MHE 5 E®HE  Bioassay Validation and Post-Validation

o BRI FRZ R B E SRR Identifying and Measuring Significant Sources of Error

o B —sEISWTHAI N Bz kRiE Experimental design and acceptance criteria
e 4iit2% & Statistical considerations involved

EEGHEYIFEHERIES  Example of a USP Bioassay
17:00-17:30 F%Z& Q&A
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B3k F Fee: 1,800 st AT/ A RMB1,800/attendee
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Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL ENAS I RESN, BB = NETEZ 2004740,
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. L4 2% (BukH: 2018 49 H 5 H)  Make online registration and payment by Sep. 51, 2018.
BREXE RERS) #ITELRSA

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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