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Statements and Strengths of Recommendations

SUMMARY OF RECOMMENDATIONS
Guideline Statement Strength of

Recommendation
Strong Recommendation

1. The validation process should include a sample set of at least 60 cases for
one application, or use case, (eg, H&E stained sections of fixed tissue,
frozen sections, hematology) that reflect the spectrum and complexity of
specimen types and diagnoses likely to be encountered during routine
practice. The validation should include another 20 cases to cover additional
applications such as immunohistochemistry or other special stains if these
applications are relevant to an intended use and were not included in the 60
cases mentioned above.

2. The validation study should establish diagnostic concordance between digital | Strong Recommendation

and glass slides for the same observer (ie, intraobserver variability). If

concordance is less than 95%, laboratories should investigate and attempt to
remedy the cause.

3. A washout period of at least two weeks should occur between viewing digital | Strong Recommendation
and glass slides.
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