Statement in text:  The tester verifies that at least 10 test participants, representative of the intended user population, participated in summative usability testing for each capability 

Comment:  If a developer can’t find at least 10 of the system’s intended users, they should not be developing at all.  In addition, implementing a capability in safety-critical systems without first testing it on the intended users is unethical.

Statement in text:  The name, outline and short description of the process(es) used, and rationale for not using a UCD industry or federal standard is provided for non-industry standard UCD process(es). 

Comment:  This seems so basic as to be beyond objection, unless the problem is the developer does not know of any UCD processes, in which case they should not be developing safety-critical systems.  There may be cases where generic UCD processes are not well-suited to the problem at hand; providing a brief rationale and clarifying what was actually done is appropriate, and not burdensome since the developer would have to come up with a customized process anyway.  In fact, this could help them by requiring documentation to be produced alongside the process development.

Statement in text:  The tester verifies that test results provided an analysis of the use, tested performance and error rates in order to identify risk prone errors -- with a potential likelihood of occurrence and adverse consequences (NISTIR7742. results). 

Comment:  This seems basic to full, honest reporting of test results.  

Statement in text:  The Heath IT developer supplies the test scenarios used for the summative usability testing conducted on each of the UCD Required Criteria (specified in Section (i)) submitted for testing so that readers of the Summative Test findings can examine the effectiveness of protections against patient harm for critical use risk areas … It is recommended that where the test scenarios used for summative usability testing do not use NIST use cases to validate safety related usability and that do not to perform risk analysis from the EHR Usability Protocol (EUP), the Health IT developer also supplies a short explanation of why these are not used. 


[bookmark: _GoBack]Comment:  This seems so basic as to be beyond question.  The test results are almost uninterpretable without knowing what, exactly, the test consisted of.  In addition, this requirement establishes the ecological validity of the testing procedure, because readers will be able to see if the test was realistic, or was overly simplified to ‘game’ the procedures and produce a good result.  





