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Implementation, Certification and Testing (ICT) Workgroup 
Certification NPRM Comment Template – Group 3



Proposed 2015 Edition Electronic Health Record (EHR) Certification Criteria, 2015 Edition Base EHR Definition, and ONC Health IT Certification Program Modifications



	Encounter Diagnoses  p. 105

	For encounter diagnoses, we are carrying over the requirement from the 2014 Edition “ToC” certification criterion that a Health IT Module must enable a user to create a transition of care/referral summary that also includes encounter diagnoses using either SNOMED CT ® (September 2014 Release of the U.S. Edition as a baseline for the 2015 Edition) or ICD-10 codes.

	Public Comment Field: Because of the confusion that developed by splitting the concept of billing diagnosis (in ICD) from problem list diagnoses (in SNOMED), we recommend that you clarify that you mean this to be the billing diagnoses and also whether you mean to include all billing diagnoses for the encounter or simply the primary one. If we are to include a single one, please clarify how the primary should be decided, whether we use the first one entered or if we are required to provide functionality so the end user can sort or rank diagnoses. We encourage discussion about solutions to the problem of requiring double coding with full stakeholder participation. Examples of potential solutions with variable levels of disruption could include providing an enhanced GEMs crosswalk with one to one mapping of every term between SNOMED and ICD10, addition of new codes where necessary to achieve the mapping , or even moving from ICD10 to SNOMED for billing. 








	Medication Dosing  p. 118

	In the Voluntary Edition proposed rule, we solicited comment on whether we should propose health IT certification for oral liquid medication dosing to the metric standard (e.g., mL or milliliters) for patient safety reasons (79 FR 10926-10927). Use of the metric standard offers more precision in medication dose than the Imperial standard (e.g., teaspoons), which can decrease preventable adverse drug events. A number of health care and standards developing organizations, including the AAP [98] and NCPDP, [99] support the use of the metric standard for dosing volumetric medications. Additionally, the FDA's Safe Use Initiative is working with CDC, NCPDP, and other stakeholders to encourage adoption of the NCPDP's recommendations for standardizing dosing designations on prescription container labels of oral liquid medications. [100] Recent research has demonstrated that parents who used milliliter-only dosing instruments were less likely to make dosing errors than parents who used teaspoons or tablespoon units.

	Public Comment Field: There are non-metric units allowed in the NCPDP and cCDA R2 standards and the standards should be updated to exclude these if we are expected to remove them from EHRs. This is a reasonable requirement for structured fields as long as you understand that vendors must continue to support the option to include free text and end-users might use non-metric measurements in the free text fields. 










	§ 170.315(a)(20) Implantable device list  p. 73

	Included in 2015 Edition Base EHR Definition?
Yes

	Stage 3 MU Objective
N/A 

	2015 Edition Health IT Certification Criterion
(20) Implantable device list. 
(i) Enable a user to record, change, and access, a list of Unique Device Identifiers associated with a patient’s Implantable Device(s).
(ii) Parse the following data elements from a Unique Device Identifier:
(A) Device Identifier;
(B) Batch/lot number;
(C) Expiration date; 
(D) Production date; and
(E) Serial number.
(iii) Retrieve the “Device Description” attribute associated with a Unique Device Identifier in the Global Unique Device Identification Database. 
(iv) For each Unique Device Identifier in a patient’s list of implantable devices, enable a user to access the following: 
(A) The parsed data elements specified under paragraph (a)(20)(ii) of this section that are associated with the UDI; and
(B) The retrieved data element specified under paragraph (a)(20)(iii) of this section. 

	Preamble FR Citation: 80 FR 16824
	Specific questions in preamble?  Yes

	Public Comment Field: The full functionality of this requirement should not be required for all products and domains of care. Most devices are not inserted in an ambulatory environment and requiring additional functionality for all end-users increases the costs without benefit. It is reasonable to require fields to store and display the device identifier and the description. It is however not reasonable to expect that the software will support retrieval of the device description from the global unique device identifier from the database. That will increase the complexity of the products which often leads to increased costs to the end-user if it must be in all products no matter what their market segment needs, Many vendors may be forced to use a third party provider since the data will be changing frequently and this adds to the cost as well. It is an unlikely that most users of the software will need to retrieve this information. This is functionality that would more appropriately be included only by vendors serving markets with the need to search for devices. In addition, since device manufacturers have several more years before all devices are required to have a unique identifier, this is a premature requirement. We suggest feasibility testing and further discussion with stakeholder physicians and hospitals so as to assure that we only mandate functionality that will be necessary for all users.










	Pharmacogenomics Data – Request for Comment  p. 236

	Preamble FR Citation: 80 FR 16869
	Specific questions in preamble?  Yes

	There are certification approaches that could enhance the end-user’s (provider’s) adoption and continued use of health IT implementations that guide prescribing through CDS using pharmacogenomic data

	Public Comment Field: While promising in terms of providing more personalized “precision” medicine, this is not ready for incorporation into EHRs as structured data. There must first be consensus in representation of these genetic variations. While we see a lot of movement towards use of Reference SNP (rs) ID#s, this has not been standardized. And then of course much work needs to be done to understand the other factors that may affect the health of an individual with a given SNP. The mutations alone do not tell the whole story as there are issues related to penetrance, environment, and other modulating genetic factors. Numerous studies to date have failed to identify clinical benefit in dosing changes based on mutations related to drug metabolism. I would encourage standards bodies to start to develop requirements for how to represent these various test results. LOINC might not be the best option. For example a typical genetic profile from 23 & me contains more than 46,000 SNPs so using the rs IDs instead might be best. Representing tens of thousands or millions or billions of data in the EHR is likely not required (nor is it smart) to empower pharmacogenomic CDS. Since early data shows that patterns of different SNPs are associated with higher or lower risks of certain conditions, it will be very complex decision support and will not likely be natively provided within an EHR. The focus should be on enabling the distilling of vast quantities of data into recommendations, even if probabilistic rather than Boolean.
There is   already a nascent market of providers of genomic CDS and these providers are performing their own tests and store the results themselves and interface with the EHR to provide real time CDS. We should follow these projects carefully once the technology and evidence are more mature to see if use of this CDS improves outcomes and reduces costs enough to balance the costs of the testing and the experts needed to maintain CDS in the rapidly evolving area. Before we mandate that all developers support this functionality, we need the evidence that the significant costs are going to have an ROI. In summary, the standards for representation are not mature, the evidence for improved outcomes with widespread use of genomic data is not available, and the costs are high. The privacy issues are a concern but since the law does provide for protections against discrimination based on genetics, I don’t think that any additional special protections would be needed outside of those that exist currently. 










	§ 170.315(b)(6) Data portability  p. 124

	Included in 2015 Edition Base EHR Definition?
Yes

	Stage 3 MU Objective	
N/A

	2015 Edition Health IT Certification Criterion
(6) Data portability. 
(i) General requirements for export summary configuration. A user must be able to set the following configuration options when using technology to create an export summary or set of export summaries for patients whose information is stored in the technology.  A user must be able to execute these capabilities at any time the user chooses and without subsequent developer assistance to operate.
(ii) Document creation configuration.
(A) Document-template types.  A user must be able to configure the technology to create an export summary or export summaries formatted according to the standard adopted at § 170.205(a)(4) for any of the following document-template types.
(1) Generally applicable. CCD; Consultation Note; History and Physical; Progress Note; Care Plan; Transfer Summary; and Referral Note.
(2) Inpatient setting only. Discharge Summary.   
(B) For any document-template selected the technology must be able to include, at a minimum, the Common Clinical Data Set and the following data expressed, where applicable, according to the specified standard(s):
(1) Encounter diagnoses. The standard specified in § 170.207(i) or, at a minimum, the version of the standard at § 170.207(a)(4);
(2) Cognitive status;
(3) Functional status; 
(4) Ambulatory setting only. The reason for referral; and referring or transitioning provider's name and office contact information; and
(5) Inpatient setting only. Discharge instructions.
(C) Use of the “unstructured document” document-level template is prohibited for compliance with the standard adopted at § 170.205(a)(4).
(iii) Timeframe configuration.  A user must be able to configure the technology to set the time period within which data would be used to create the export summary or summaries.  This must include the ability to enter in a start and end date range as well as the ability to set a date at least three years into the past from the current date.
(iv) Event configuration.  A user must be able to configure the technology to create an export summary or summaries based on the following user selected events:
(A) A relative date or time (e.g., the first of every month);
(B) A specific date or time (e.g., on 10/24/2015); and
(C) When a user signs a note or an order.
(v) Location configuration. A user must be able to configure and set the storage location to which the export summary or export summaries are intended to be saved.

	Preamble FR Citation:  80 FR 16839
	Specific questions in preamble? No

	Public Comment Field: Please clarify by user that you do not mean end user but a specific authorized user of the product. These could have severe implications for performance if done in the production environment during working hours. Also clarify that the phrase “without subsequent developer assistance” means after the user has been adequately trained on the functionality per the vendor training recommendations. Please clarify if you mean that a vendor must support all of the document types or just one or more of the document types. For base certification, an ambulatory vendor should only need to support the transfer summary, referral note, and care plan; a hospital vendor should only need to support a transfer summary, discharge summary, referral note, and care plan. The consultation note, history & physical, CCD, and post op note should be optional. For encounter diagnosis, do you mean to imply a single diagnosis or every diagnosis assigned to the visit? If we are to include a single one, please clarify how the primary should be decided, whether we use the first one entered or if we are required to provide functionality so the end user can sort or rank diagnoses. Cognitive status and functional status are data elements that are not commonly collected across all specialties and should not be required for certification. Terminology should match the terminology used in the cCDA R2 to avoid confusion. Please clarify whether patient sex of undifferentiated rolls up under the unknown category as there are instances where the patients phenotype is indeed undifferentiated for example with congenital adrenal hyperplasia or cases of discordance such as testicular feminization syndrome where the phenotype may be female but the genotype is male. If these cases are not meant to roll up, consider adding the category of undifferentiated. Please clarify that it is acceptable to roll up more granular data to the parent class of race and ethnicity for the cCDA or whether it must display the level of granularity selected by the user. Vital signs are not part of the base EHR definition or part of the MU requirements but are listed as part of the common clinical data set. They should either be made part of the base EHR requirement or removed. Adding data elements required for a few specialties to all certified products increases costs, development effort, and complexity. There should be a clear business case with a solid return on investment for all data elements. We do not support inclusion of the following elements in the common clinical data set: Unique device identifier: oxygen saturation in arterial blood by pulse oximetry; mean blood pressure; The measuring- or authoring-type source of the vital sign measurement. Oxygen saturation as measured by pulse oximetry is not arterial but is capillary blood so the criterion should be modified if it is left in place. Many specialties do not obtain pulse oximetry and therefore it should not be included in the CCD set. Mean arterial blood pressure is rarely tracked or documented and is not measured when manual blood pressures are taken and should be removed. The measuring device information would require additional manual entry if required because not all machines support sending such information and not all interfaces would support it even if the machines did. This would defeat the purpose of automating vital sign measurement. Unique device identifier should not be required for reasons identified under that measure. 

The time frame and event requirements for generation are overly prescriptive. Event generation does not fall under the criterion description of data portability. It is assumed by this term that the functionality is intended to be able to export summaries for all patients of a given provider or even of a practice to use when moving to a new location or vendor. Event generation seems to fall more into a category of sharing to an HIE or for a ToC. The detailed and numerous requirements here will likely have a negative cost-benefit ratio. We also would point out that this requirement does not meet the expectation of the broad universe of HIT consumers who would expect that data portability means the entire chart and not just a subset of it. When converting from one system to another, much more data must be converted and transferred, the most challenging often being the financial data and accounts receivable. So a more appropriate name for this requirement would be “Bulk export of cCDAs”. Please provide realistic use cases for these new timeline or event requirements. It does not make sense that one would need to export all information for all patients on the first of every month. If you are exporting these to an HIE then it makes more sense to send updates rather than the entire cCDA and it would not be on these timeframes.  You want data to export to an HIE at the time of the change or on finalization of the encounter. Item (iv) (C) suggests an HIE requirement but as noted above, HIEs generally want updates and not complete sets of duplicative data, this requirement should be separated and more appropriately worded to meet the needs of an HIE if it is felt to be core.











	§ 170.315(g)(1) Automated numerator recording  p. 190

	Included in 2015 Edition Base EHR Definition?
No, but proposed for the EHR Incentive Programs CEHRT definition 

	Stage 3 MU Objective
N/A	

	2015 Edition Health IT Certification Criterion
(1) Automated numerator recording. For each meaningful use objective with a percentage-based measure, technology must be able to create a report or file that enables a user to review the patients or actions that would make the patient or action eligible to be included in the measure's numerator. The information in the report or file created must be of sufficient detail such that it enables a user to match those patients or actions to meet the measure's denominator limitations when necessary to generate an accurate percentage.

	Preamble FR Citation: 80 FR 16856
	Specific questions in preamble?  No

	Public Comment Field: The automated numerator recording requirement has been the single biggest factor in creating inefficiencies in the use of the EHR. The need to identify whether a patient meets the numerator has required that vendors add buttons or check boxes or other methods so that the system can identify them correctly.  There should be no requirement for automated numerator recording for any measure where to do so would require additional clinical documentation not necessary for the care of the patient. In addition measures that require complicated set up in order to accurately calculate these should be eliminated. Examples include: 
E-prescribing now requires several reports to capture the data since you may or may not include controlled substances.  In addition to extra development work and confusion among providers as to which report to run, measures across providers are not comparable because they are using different metrics. Transitions of care are another area where requirements cause undue burden to the provider and unnecessary data capture in order to meet a numerator requirement. Requirements to count only patient education that is “suggested” for the patient has had an extremely deleterious effect on patient care and efficiency. Many practices routinely give out patient education based on the condition (trimester of pregnancy) or situation (age of the pediatric patient or pre-op orders) and practices have configured order sets to include these options. Because the patient education order set cannot count unless it is specific to the patient, vendors may have had to have separate order displays based on these criteria rather than allowing use of a global order sheet that takes advantage of muscle memory. In some situations such as providing vaccine information statements, it is much more efficient to have them pre-printed and hand them out during high volume vaccination programs such as flu shot clinics, rather than requiring a printer in every room and that they be printed as each patient is seen so that they can be “suggested”. There remain great concerns about the appropriate time periods for accurately calculating numerator compliance. Unless otherwise specified, we were told that any information met the numerator requirements if it was entered before, during, or after (BDA) the encounter, then we had guidance that it could be BDA only if it were in the reporting period and then FAQs were released with new guidance. This makes it even more problematic to construct accurate reports. Poorly constructed measures = bad data requirements = awkward workflows and measures must be retooled and tested prior to deployment to assure they are not impairing efficient workflow. Unless there is a solid proven business need to document numerator performance, and that it can be done without requiring development work or data entry that is not necessary for the provision of care, it should be eliminated from this requirement. 








	§ 170.315(g)(2) Automated measure calculation  p. 190

	Included in 2015 Edition Base EHR Definition?
No, but proposed for the EHR Incentive Programs CEHRT definition

	Stage 3 MU Objective
N/A	

	2015 Edition Health IT Certification Criterion
(2) Automated measure calculation. For each meaningful use objective with a percentage-based measure that is supported by a capability included in a technology, record the numerator and denominator and create a report including the numerator, denominator, and resulting percentage associated with each applicable meaningful use measure.

	Preamble FR Citation: 80 FR 16856
	Specific questions in preamble?  No

	Public Comment Field: The automated measure calculation has the same issues that the automated numerator suffers from. The need to calculate has required that vendors add buttons or check boxes or other methods so that the system can calculate the performance.  There should be no requirement for automated measure calculations for any measure where to do so would require additional documentation. In addition measures that require complicated set up in order to accurately calculate these should be eliminated. The numerator issues have already been identified so I will limit my examples to denominator issues here: 
Lab results: because this stipulates any result with a number or positive or negative value rather than all lab results, there has to be a way to identify whether a lab value meets those criteria. In most cases this is straightforward but in a number of tests such as RAST and immunologic tests, these may be numeric or they may be text depending upon the lab performing the test. This means that you cannot even set it up by practice, but must configure this by practice and performing lab if you wish to be accurate. A more appropriate way to handle this would be to lower the threshold and include all labs as the denominator. The term “seen by the EP” can have a number of variable interpretations and therefore has required unnecessary development and set up so each EP can define what they want to count. So in summary, unless there is a solid proven business need to document measure performance, and that it can be done without requiring development work or data entry that is not necessary for the provision of care, it should be eliminated from this requirement.
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