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Purpose of
Harmonization Study

The CSWG “Harmonization Study”
will compare a panel of SARS-CoV-2
controls and calibration materials to

put them on the same abundance
scale.

By including the NIBSC sample intended to
establish the International Unit (IU), the
values on the materials included in this
study can be made traceable to the IU
when it becomes available.




What this study is not going to do

fit g i

a comparison of tests a comparison of labs a survey of method an evaluation of
performance (LOD, commutability
precision, repeatability)



Design Principles

higher bar: can be where available in
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negative clinical multiple dilutions full descriptions manage logistics results
sample welcome




Sample design decisions
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Which labs?
How many?

 National Measurement Labs
* Test Developers

* Clinical Labs
e Academic
e Commercial
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Design and
Analysis
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absolute value
assignment
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Timeline

recruit samples JIMB distributes
convene teams

and labs panels
5 26 Oct. 2 Nov. 7 Dec.

230ct.  ~ 280ct. 12 Now.
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teams meet t0 JIMB Labs report data



