athenahealth comments on MU3 Test Procedures

	§170.315(g)(3) Safety-Enhanced Design

	
· [bookmark: _GoBack]When demonstrating §495.7(d)(5)(i)(B)(1)(ii)  (VDT API Measure), it will be very hard to show 
1.1 If the Technical Outcome is to make sure that UCD processes are applied to all the required criteria, the listing of a standard process does not suffice in describing how the vendor actually follows the process. In the Test Lab Verification, the verification seems to be met by a list of the required criteria, with ISO numbers after each item in the list. Where a mature UCD process is in place, the company follows the UCD process for all key development; listing the process for each of the required criteria is redundant, and without any discussion of how the company executes their UCD process, a listing of ISO numbers does not reveal much about the company’s true UCD competency.

· We recommend verification be a single identification of the recognized UCD process followed by the vendor, with descriptions of how each step is followed in the vendor’s process. 

· 1.2 In the List of specific metrics, Task Success, Failure, and Standard Deviation are listed as requirements. As noted in our 2013 report, Tullis, T. & Albert, W., in Measuring the User Experience, (Burlington, MA: Morgan Kaufman, 2008), recommend using the Adjusted Wald method to ascertain the margin of error for binary task success. They also recommend margin of error in general for metrics, rather than Standard Deviation. We recommend specifying, or at least allowing, margin of error, and the use of the Adjusted Wald method, rather than simple Standard Deviation.

In the Test Lab Verification, the tester verifies the existence and adequacy of the test report(s), but there is very little guidance on what is adequate; the minimum stated is the existence of each of the listed sections. Given the wide variance in stringency applied by the different testing bodies in the Stage 2 Safety Enhanced Requirement certification, we question whether the certifying bodies have the expertise to determine what makes a report adequate. A fuller description of what constitutes adequacy—written and reviewed by HFES professionals—is in order.

· 1.3 Because the NISTIR 7742 templates specify testing artifacts, including the moderator’s guide and the task cards for participants, it is unclear why the testing scenarios are a separate requirement. For Stage 2 Certification, we assumed these were required as part of following the NISTIR-7742 template and included them as appendices. 

Consider adding testing artifacts as appendices to the list of required sections in 1.2, rather than as a separate 1.3 requirement. 

If you keep the test scenarios a separate requirement, then a clarification of the use of this information in the Technical Outcome would be helpful: The Health IT Developer supplies the test scenarios used for the summative usability testing conducted on each of the UCD Required Criteria…so that readers of the Summative Test findings can examine the tasks that were tested for each criteria.

The Test Lab Verification has the tester verifying that the report contains all required test scenarios for each UCD Required criteria (listed in 1.1), but 1.1 lists only the required criteria, not a list of test scenarios. (Each criterion could call for one task or many tasks, depending on the criterion and the way the EHR meets the criterion.) It is unclear whether or how the certifying bodies will be able to determine whether the required scenarios are present, or how this can be applied consistently across all vendors. 

We recommend changing “all required test scenarios” to “test scenarios for each task described in the summative test report.”




