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3.2.S.4.2.7. Assay and Sample Acceptance Criteria

Assay and sample acceptance criteria are used for the assessment of the results in the analysis 
of the IC, NTC, and TS. The criteria listed in Table 3.2.S.4.2-4 must be met to demonstrate 
assay and sample acceptance for identity confirmation.  

Table 3.2.S.4.2-4. Assay and Sample Acceptance for Identity Confirmation

Material Parameters Assessed Acceptance Criteria
Assay acceptance
IC 

NTCa

Sample acceptance

TS 

a.  If testing for a closely related sequence is applicable, the results should be evaluated using the NTC criterion.

Abbreviations: IC = Internal Control, NTC = Negative Template Control, TS = Test Sample

3.2.S.4.2.8. Calculations

The copy number per µL values obtained from the positive and negative droplet populations 
are reported by the instrument software program for each well.

The copies/µL in each TS well  confirms identity of the target sequence. 
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3.2.S.4.2.9. Data Reporting

Provided the assay and sample acceptance criteria are met, the identity results for the TS are
reported. 
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