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Comment Item:  ONC Health IT Certification Program 2015 Edition Test Methods
Comments from:  Quest Diagnostics
	Criterion #
	Certification Criterion Name
	Test Procedure Link	Comment by Quest Diagnostics Incorporated: Use the URL in this column to submit the comment on the corresponding row.
	Quest Diagnostics Comment

	n/a
	General Comment
	[image: Submit a Comment]

http://confluence.oncprojectracking.org/display/ONCCERT2015/ONC+Health+IT+Certification+Program+2015+Edition+Test+Methods+Home
	Since there are some conflicting requirements between criterion, please clarify the requirement for the criterion where certification is sought must be met.  
For example, § 170.315 (a)(5) and § 170.315 (b)(4) require “UNK” for Unknown (Birth Sex), while § 170.315 (f)(3) requires ‘U’ for Unknown (Administrative Sex).

	§ 170.315 (a)(2)
	CPOE – Laboratory
	§ 170.315 (a)(2) CPOE – Laboratory

http://confluence.oncprojectracking.org/pages/viewpage.action?pageId=8389272
	Recommend testing not only a single order (for example, Bacteria identified in Urine by Culture [LOINC 630-4] or Bacteria identified in Blood by Culture [LOINC 600-7]), but also test for an order that is a panel (e.g. Free T4 & TSH panel in Serum or Plasma  [LOINC 24348-5]


	§ 170.315 (b)(4)
	Common Clinical Data Set Summary Record - Create
	§ 170.315 (b)(4) Common Clinical Data Set Summary Record - Create

http://confluence.oncprojectracking.org/pages/viewpage.action?pageId=8389523
	Please clarify in step 3., are you expecting the EHR user to create the lab data: 
· “Laboratory Tests constrained” - this could be tested as an outcome of testing § 170.315 (a)(2) CPOE – Laboratory.  It is not a normal workflow to enter “laboratory tests” into an EHR system, unless creating an order.  
· “Laboratory Values(s)/Result(s)” – the EHR-System does not create laboratory values/results; these have to come from a laboratory.  Since CMS feels laboratory result reporting is “topped out” and no longer included in MU3 Incentive program, what is expectation in this test?  In MU3 there is no longer a standard/implementation guide designated for the lab to send lab results to a provider.

	§ 170.315 (f)(3)
	Transmission to Public Health Agencies – Reportable Laboratory Tests and Values/Results
	§ 170.315 (f)(3) Transmission to Public Health Agencies – Reportable Laboratory Tests and Values/Results

http://confluence.oncprojectracking.org/pages/viewpage.action?pageId=8389422
	The URL (below) in the ONC Test Method is to the May 2014 version of the ELR implementation guide, which was not adopted in the ONC Final Rule, issued October 16, 2015; see pages 62665-622666. URL needs to be updated to correct (older) version of the IG.
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=245

The PID-8 “Administrative Sex” value for Unknown is ‘U’, which differs from   the Common Clinical Data Set value (UNK).  Please confirm that in order to pass certification for § 170.315 (f)(3), the requirements defined in the applicable implementation guide and errata must be met.  
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