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A detailed and correctly specified procedure for applying User Centered Design (UCD) processes in certification of Health IT is critically important . From my experience with human factors and human computer interaction in Department of Defense contracts as well as in a major academic health system, I can attest that if we do not require UCD processes and testing to be followed, documented, and acted upon we put patient safety in jeopardy. Some specific items that should be emphasized and/or enhanced in the document include (bold and italic emphases are mine):

1) Criterion ii – “The tester verifies that at least 10 test participants, representative of the intended user population, participated in summative usability testing for each capability.” Testing with any participants other than the intended user population does not qualify as summative usability testing, because clinically accurate mental models of tasks will only be brought to the testing tasks by the people who will actually be executing those tasks. In fact, the participant population should include at least ten participants for each different role if the task is a collaborative one: for example, if a nurse and a doctor will be using health IT as part of a bedside procedure, the testing participants should represent at least 10 representatives for each of the collaborative roles. 

2) Criterion iii: “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).” The use of non-industry standard UCD process should be highly discouraged. If non-standard processes must be used, the documentation should be more extensive than just a short description; it should include protocol details for process(es) used so that results can be evaluated, much like if an experiment were being submitted for peer review. In addition I would change the word “rationale” to “justification” and consider having a review process for whether the justification is a valid reason to have used non-standard practices.

3) Criterion iv(F) – “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).” This specification of performance, error rates, and risk assessment is critical to allow hospitals and health providers to assess whether Health IT solutions are safe for use in patient care and clinical practices, as well as to institute practices to mitigate any risk that has been identified in testing.

4) Criterion v – “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.” This is an extremely important paragraph to be part of this procedure. If the test scenarios do not explain clearly enough what tasks have been simulated in testing, it is impossible for anyone reading the test results to be able to evaluate validity and/or determine applicability in the health environment that is deciding whether to adopt the Health IT solution. Also, for this paragraph: “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,” the same comment applies as my comment on Criterion iii. If the test scenarios used do not conform to specified use cases and the EUP, the developer should be required to supply more than just a “short explanation”; a detailed explanation and justification should be required and submitted for review.
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