B.
Redefining Certified EHR Technology and Related Terms 

1.
Proposed Revisions to the Definition of Certified EHR Technology 

Certified EHR Technology is defined in section 3000(1) of the PHSA as a “qualified electronic health record that is certified pursuant to section 3001(c)(5) as meeting standards adopted under section 3004 that are applicable to the type of record involved (as determined by the Secretary, such as an ambulatory electronic health record for office-based physicians or an inpatient hospital electronic health record for hospitals).”  In the S&CC July 2010 final rule (75 FR 44590), we further defined Certified EHR Technology (CEHRT) at § 170.102 in relation to the applicable setting-specific certification criteria (ambulatory or inpatient) adopted by the Secretary to mean:

1. A Complete EHR that meets the requirements included in the definition of a Qualified EHR and has been tested and certified in accordance with the certification program established by the National Coordinator as having met all applicable certification criteria adopted by the Secretary; or 

2. A combination of EHR Modules in which each constituent EHR Module of the combination has been tested and certified in accordance with the certification program established by the National Coordinator as having met all applicable certification criteria adopted by the Secretary, and the resultant combination also meets the requirements included in the definition of a Qualified EHR.

Under the current definition, EPs, EHs, and CAHs must have Certified EHR Technology that has been tested and certified to all applicable certification criteria adopted for the setting (ambulatory or inpatient) for which it was designed.  We refer readers to frequently asked question (FAQ) 9-10-017-2 for further explanation.
  Since the publication of the S&CC July 2010 Final Rule, ONC and CMS have received feedback on the definition of CEHRT from numerous stakeholders, including EPs, EHs, CAHs, EHR technology developers, and multiple associations representing these and other stakeholders.  Overall, a majority of stakeholders felt that we should change our CEHRT policy to provide EPs, EHs, and CAHs the flexibility to have or possess only the CEHRT they will use to demonstrate MU.  This view was supported by the HITSC in their November 16, 2011 recommendation (transmitted to ONC on January 17, 2012) that we consider requiring EPs, EHs, and CAHs to possess EHR technology that has been certified only to the certification criteria that include capabilities they will use to attempt to achieve MU.  Such a change would mean that the definition of CEHRT would be largely determined or driven by how an EP, EH, or CAH chooses to accomplish MU rather than requiring certification to all certification criteria adopted for an applicable setting (ambulatory or inpatient). 

We have considered all of the feedback we have received, particularly the recommendation of the HITSC, and are proposing a revised definition of CEHRT that would provide significantly more flexibility for EPs, EHs, and CAHs than exists under the current definition.  We are convinced by stakeholder feedback and our own independent fact-finding that when combined with the complexity of the health care delivery environment, the current CEHRT definition has, in some cases, introduced challenges for certain EPs, EHs, and CAHs by requiring them to have EHR technology they would not necessarily choose to use to demonstrate MU under the EHR Incentive Programs.  For example, under CMS regulations, an EP who has no office visits during the EHR reporting period may qualify for an exclusion for the MU objective and associated measure requiring clinical summaries to be provided to patients for each office visit, but under our current definition of CEHRT, the EP must still have EHR technology that supports this capability.  Accordingly, consistent with the instruction of the President’s Executive Order (EO) 13563 to identify and consider regulatory approaches that reduce burden and maintain flexibility for the public, we have decided to propose a revised definition of CEHRT that we believe would more closely align with the desired flexibility stakeholders have requested while reducing the potential burden associated with acquiring EHR technology.  We propose to revise the definition of CEHRT at § 170.102 to read:
Certified EHR technology means:

1. 
For any Federal fiscal year (FY) or calendar year (CY) up to and including 2013:
i. A Complete EHR that meets the requirements included in the definition of a Qualified EHR and has been tested and certified in accordance with the certification program established by the National Coordinator as having met all applicable certification criteria adopted by the Secretary for the 2011 Edition EHR certification criteria or the equivalent 2014 Edition EHR certification criteria; or 
ii. A combination of EHR Modules in which each constituent EHR Module of the combination has been tested and certified in accordance with the certification program established by the National Coordinator as having met all applicable certification criteria adopted by the Secretary for the 2011 Edition EHR certification criteria or the equivalent 2014 Edition EHR certification criteria, and the resultant combination also meets the requirements included in the definition of a Qualified EHR.
2. 
For FY and CY 2014 and subsequent years, the following: EHR technology certified under the ONC HIT Certification Program to the 2014 Edition EHR certification criteria that has:
i. The capabilities required to meet the definition of a Base EHR; and
ii. All other capabilities that are necessary to meet the objectives and associated measures under 42 CFR 495.6 and successfully report the clinical quality measures selected by CMS in the form and manner specified by CMS (or the States, as applicable) for the stage of meaningful use that an eligible professional, eligible hospital, or critical access hospital seeks to achieve.
As noted in the “Executive Summary” (section I.A) of this preamble, FY applies to EHs and CAHs and CY applies to EPs.  For the first part of the revised definition of CEHRT that would apply for the FYs/CYs up to and including 2013, we note two specific changes.  The first is to include a reference to “the 2011 Edition EHR certification criteria” in order to make clear that these are the certification criteria previously adopted by the Secretary at §§ 170.302, 170.304, and 170.306.  This clarification is necessary because if the proposed 2014 Edition EHR certification criteria are subsequently adopted in a final rule at § 170.314, there would be two “editions” of adopted certification criteria in the CFR.  Both the 2011 Edition and the 2014 Edition EHR certification criteria must be effective at the same time for EHR technology to continue to be tested and certified to the 2011 Edition EHR certification criteria and so EHR technology developers may begin to have their EHR technology tested and certified to the 2014 Edition EHR certification criteria.  

The second change would allow EPs, EHs, and CAHs to satisfy the definition by having EHR technology certified to the 2014 Edition EHR certification criteria that are “equivalent” to the 2011 Edition EHR certification criteria.  We would consider ”equivalent” certification criteria to be those proposed 2014 Edition EHR certification criteria that include capabilities that are at least equal to the capabilities included in certification criteria that were previously adopted as part of the 2011 Edition EHR certification criteria.  For a cross-walk between 2011 Edition EHR certification criteria and what we would consider equivalent proposed 2014 Edition EHR certification criteria, see Table 4 below.  We believe this revision is necessary and that our proposal provides EPs, EHs, and CAHs with the flexibility to adopt or upgrade to EHR technology certified to the 2014 Edition EHR certification criteria without adversely affecting the certified status of previously adopted EHR technology or their ability to meet the definition of CEHRT.  We note, however, that with respect to CQMs, EPs, EHs, and CAHs who adopt or upgrade to EHR technology certified to the 2014 Edition EHR certification criteria during FY/CY 2012 or FY/CY 2013 must ensure that their CEHRT will enable them to report on the CQMs required for the 2012 and 2013 EHR reporting periods.  More specifically, the EHR technology required to electronically capture, calculate, and report CQMs during those years will be different than the EHR technology needed to do the same in FY/CY 2014 and subsequent years because CMS has not proposed to change the set of CQMs on which EPs, EHs, and CAHs would need to report until FY/CY 2014.  Therefore, EPs, EHs, and CAHs will need to have EHR technology certified to the CQM certification criteria included in the 2011 Edition EHR certification criteria to be able to report on the CQMs required for the 2012 and 2013 EHR reporting periods.  For further guidance, we encourage EPs, EHs, and CAHs to read CMS’ Stage 2 proposed rule to understand the CQMs that would need to be reported for a given EHR reporting period. 

Table 4. Equivalent Certification Criteria
	2011 Edition
	2014 Edition
	             2014 Edition

	2014 Edition 

Ambulatory
	2014 Edition 

Inpatient
	2014 Edition 
Ambulatory
	2014 Edition Inpatient
	2014 Edition 
Certification Criterion Name

	2011 Edition Ambulatory 
§ 170.304(a)
	2011 Edition Inpatient 
§ 170.306(a)
	§ 170.314(a)(1)
	Computerized provider order entry

	2011 Edition Ambulatory and Inpatient
§ 170.302(a)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(2)
	Drug-drug, drug-allergy interaction checks

	2011 Edition Ambulatory 
§ 170.304(c)
	2011 Edition Inpatient 
§ 170.306(b)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(3)
	Demographics

	2011 Edition Ambulatory and Inpatient
§ 170.302(f)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(4)
	Vital signs, body mass index, and growth charts

	2011 Edition Ambulatory and Inpatient
§ 170.302(c)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(5)
	Problem list

	2011 Edition Ambulatory and Inpatient
§ 170.302(d)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(6)
	Medication list

	2011 Edition Ambulatory and Inpatient
§ 170.302(e)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(7)
	Medication allergy list

	2011 Edition Ambulatory 
§ 170.304(e)
	2011 Edition Inpatient 
§ 170.306(c)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(8)
	Clinical decision support

	2011 Edition Ambulatory and Inpatient
§ 170.302(b)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(10)
	Drug-formulary checks  

	2011 Edition Ambulatory and Inpatient
§ 170.302(g)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(11)
	Smoking status

	2011 Edition Ambulatory and Inpatient
§ 170.302(i)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(14)
	Patient lists

	2011 Edition Ambulatory 
§ 170.304(d)
	
	2014 Edition Ambulatory
§ 170.314(a)(15)
	
	Patient reminders  

	2011 Edition Ambulatory and Inpatient
§ 170.302(m)
	2014 Edition Ambulatory and Inpatient
§ 170.314(a)(16)
	Patient-specific education resources

	
	2011 Edition Inpatient 
§ 170.306(h)
	
	2014 Edition Inpatient
§ 170.314(a)(18)
	Advance directives

	2011 Edition Ambulatory 
§ 170.304(i)
	2011 Edition Inpatient 
§ 170.306(f)
	2014 Edition Ambulatory and Inpatient
§ 170.314(b)(1)/                       

§ 170.314(b)(2)
	Transitions of care – incorporate/create & transmit summary care record

	2011 Edition Ambulatory 
§ 170.304(b)
	
	2014 Edition Ambulatory and Inpatient
§ 170.314(b)(3)
	Electronic prescribing

	2011 Edition Ambulatory and Inpatient
§ 170.302(j)
	2014 Edition Ambulatory and Inpatient
§ 170.314(b)(4)
	Clinical information reconciliation

	2011 Edition Ambulatory and Inpatient
§ 170.302(h)
	2014 Edition Ambulatory and Inpatient
§ 170.314(b)(5)
	Incorporate lab tests and values/results

	2011 Edition Ambulatory and Inpatient
§ 170.302(o)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(1)
	Authentication, access control, and authorization

	2011 Edition Ambulatory and Inpatient
§ 170.302(t)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(1)
	Authentication, access control and authorization

	2011 Edition Ambulatory and Inpatient
§ 170.302(r)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(3)
	Audit report(s)

	2011 Edition Ambulatory and Inpatient
§ 170.302(q)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(5)
	Automatic log-off

	2011 Edition Ambulatory and Inpatient
§ 170.302(p)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(6)
	Emergency access

	2011 Edition Ambulatory and Inpatient
§ 170.302(u)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(7)
	Encryption of data at rest

	2011 Edition Ambulatory and Inpatient
§ 170.302(s)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(8)
	Integrity

	2011 Edition Ambulatory and Inpatient
§ 170.302(w)
	2014 Edition Ambulatory and Inpatient
§ 170.314(d)(9)
	Accounting of disclosures  (optional)

	2011 Edition Ambulatory and Inpatient
§ 170.304(g)
	2014 Edition Ambulatory and Inpatient
§ 170.314(e)(1)
	View, download, and transmit to 3rd party

	2011 Edition Ambulatory 
§ 170.304(f)
	2011 Edition Inpatient 
§ 170.306(d)
	2014 Edition Ambulatory and Inpatient
§ 170.314(e)(1)
	View, download, and transmit to 3rd party

	
	2011 Edition Inpatient 
§ 170.306(e)
	2014 Edition Ambulatory and Inpatient
§ 170.314(e)(1)
	View, download, and transmit to 3rd party

	2011 Edition Ambulatory 
§ 170.304(h)
	
	2014 Edition Ambulatory
§ 170.314(e)(2)
	
	Clinical Summaries

	2011 Edition Ambulatory and Inpatient
§ 170.302(k)
	2014 Edition Ambulatory and Inpatient
§ 170.314(f)(1)/

2014 Edition Ambulatory and Inpatient
§ 170.314(f)(2)
	Immunization information/Transmission to immunization registries

	2011 Edition Ambulatory and Inpatient
§ 170.302(l)
	2014 Edition Ambulatory and Inpatient
§ 170.314(f)(3)/

2014 Edition Ambulatory and Inpatient
§ 170.314(f)(4)
	Public health surveillance/ Transmission to PH agencies

	
	2011 Edition Inpatient 
§ 170.306(g)
	
	2014 Edition Inpatient
§170.314(f)(5)/

§170.314(f)(6)
	Reportable lab tests and values/results & Transmission of reportable lab tests and values/results

	2011 Edition Ambulatory and Inpatient
§ 170.302(n)
	2014 Edition Ambulatory and Inpatient
§ 170.314(g)(2)
	Automated measure calculation  


The second part of the revised definition of CEHRT that would apply beginning with FY/CY 2014 would accomplish four main policy goals:  

1. It defines CEHRT in plain language and makes the definition and its requirements readily understandable to EPs, EHs, CAHs, EHR technology developers, and other stakeholders.
2. It continues the progress towards increased interoperability requirements for EHR technology by requiring all CEHRT to have, at a minimum, the capabilities of a Base EHR.  
3. It accounts for stakeholder feedback, which expressed that the definition should align more closely with MU requirements under the EHR Incentive Programs.  
4. It follows the tenets expressed in EO 13563 by reducing regulatory burden, providing more flexibility to the regulated community, and making regulatory text more understandable.
We believe it is important to briefly remind stakeholders that the definition of CEHRT does not speak to just one audience.  EPs, EHs, and CAHs may view the definition of CEHRT in a way that informs them of the EHR technology that they must possess to accomplish MU.  Alternatively, EHR technology developers may see the definition differently and in a way that informs them of the potential market demand for certain EHR technologies and, more specifically, the EHR technology that their customers will need to achieve MU.
Two types of EHR technology, Complete EHRs and EHR Modules, can be certified under the “ONC HIT Certification Program,” which is the new name we are proposing for the permanent certification program (see section IV.A below).  Under the revised definition of CEHRT that we are proposing for FY/CY 2014 and subsequent years, an EP, EH, or CAH could meet the definition with a certified Complete EHR, a single certified EHR Module, a combination of separately certified EHR Modules, or any combination of the three.  For example, an EHR technology developer could get an EHR Module certified that would subsequently enable an EP, EH, or CAH to have EHR technology that would satisfy the proposed revised definition of CEHRT.  Alternatively, an EP, EH, or CAH could use a certified Complete EHR and a certified EHR Module to meet the proposed revised definition of CEHRT.

 Consistent with stakeholder feedback, an EP, EH, or CAH would generally not need to have or possess EHR technology in the following two scenarios in order to satisfy the proposed revised definition of CEHRT for FY/CY 2014 and subsequent years.  One scenario would be where an EP, EH, or CAH qualifies for an exclusion for a MU objective and associated measure.  With respect to this scenario, we expect that this new flexibility would apply in situations where the MU objective and associated measure would not be applicable to the EP, EH, or CAH.  In most cases, we expect this would occur for EPs based on their scope of practice and would be significantly less likely to occur for most EHs and CAHs.  For example, a dentist will never give immunizations and, thus, would not need EHR technology with the capability to submit immunization information to immunization registries in order to satisfy the proposed revised definition of CEHRT.  As another example, and as noted earlier, an EP may not have any office visits during an EHR reporting period and thus may qualify for the exclusion for the MU objective and associated measure requiring clinical summaries to be provided to patients for each office visit.  Under the proposed revised definition of CEHRT, the EP would not need to have EHR technology that supports this capability.  The second scenario would be where an EP, EH, or CAH is able to and has chosen to defer a MU “menu set” objective and associated measure for a particular stage of MU.  In such a case, the EP, EH, or CAH would not necessarily need to have EHR technology with the capability to meet the menu set objective and associated measure in order to have EHR technology that satisfies the proposed revised definition of CEHRT.  Ultimately, under the proposed revised definition of CEHRT for FY/CY 2014 and subsequent years, the EP, EH, and CAH will be responsible for ensuring that they have the necessary EHR technology to meet the definition of a Base EHR and support the MU objectives and measures that they seek to achieve under the EHR Incentive Programs.  This means that EPs, EHs, and CAHs could run the risk of not having sufficient CEHRT to support their achievement of MU if, for example, they turn out not to be able to exclude a MU objective and measure as anticipated or they end up needing to satisfy a menu objective and measure that they originally expected to defer.      
We emphasize that under the proposed revised definition of CEHRT for FY/CY 2014 and subsequent years, all EPs, EHs, and CAHs must have EHR technology certified under the ONC HIT Certification Program to the 2014 Edition EHR certification criteria that meets the definition of a Base EHR as defined below.  For example, even if an EP could claim an exclusion from the MU objective and associated measure for CPOE, he or she would still need to have EHR technology that has been certified to the CPOE certification criterion adopted by the Secretary because this capability would be included in a Base EHR.  
We have consulted with CMS and have determined that it would be least confusing and burdensome for EPs, EHs, CAHs, and EHR technology developers if this revised definition would apply beginning with the EHR reporting periods that will occur in FY/CY 2014.  This approach would account for the proposed start of MU Stage 2 in FY/CY 2014; the policy change we have made related to the definition of a Base EHR; the time it would take EHR developers to update their EHR technology to meet the proposed new and revised certification criteria and have the EHR technology tested and certified to those criteria; and the time it would take EPs, EHs, and CAHs to subsequently implement EHR technology certified to the 2014 Edition EHR certification criteria.  We request public comment on alternative approaches we should consider that would provide equivalent simplicity and flexibility for EPs, EHs, and CAHs, as well as EHR technology developers, but that would still meet our programmatic goals and timelines.

The revised definition of CEHRT would apply for all EPs, EHs, and CAHs, regardless of whether they are in Stage 1 or Stage 2 of MU.  For example, EPs, EHs, and CAHs that are in Stage 1 or Stage 2 of MU for the EHR reporting periods in FY/CY 2014 would need to meet the revised definition of CEHRT (which includes the definition of a Base EHR).  Table 5 is intended to provide a general overview of the proposed revised definition of CEHRT in relation to the stages of MU and the EHR reporting periods in FY/CY 2011 through 2014 (including the extension of Stage 1 in 2013 as proposed by CMS).

Table 5: Proposed Revised Definition of CEHRT: EHR Reporting Periods
	EHR Reporting Periods

	FY/CY 2011
	FY/CY 2012
	FY/CY 2013
	FY/CY2014

	MU Stage 1
	MU Stage 1
	MU Stage 1
	MU Stage 1 or MU Stage 2

	FY/CY 2011
FY/CY 2012
FY/CY 2013

MU Stage 1
MU Stage 1
MU Stage 1
All EPs, EHs, and CAHs must have EHR technology that has been certified to all applicable 2011 Edition EHR certification criteria or equivalent 2014 Edition EHR certification criteria adopted by the Secretary.
	FY/CY2014

MU Stage 1 or MU Stage 2
All EPs, EHs, and CAHs must have EHR technology (including a Base EHR) that has been certified to the 2014 Edition EHR certification criteria that would support the objectives and measures, and their ability to successfully report the CQMs, for the MU stage that they seek to achieve.


2.
Base EHR

Section 3000(1) of the PSHA defines Certified EHR Technology to include a Qualified EHR.  Section 3000(13), in turn, defines a “qualified electronic health record” or Qualified EHR as an electronic record of health-related information on an individual that:
1. includes patient demographic and clinical health information, such as medical history and problem lists; and

2. has the capacity: 

     i. to provide clinical decision support;

     ii. to support physician order entry;

     iii. to capture and query information relevant to health care quality; and

     iv. to exchange electronic health information with, and integrate such information from other sources.
This definition of Qualified EHR is codified at 45 CFR 170.102 and is part of the current definition of CEHRT.  We now propose to add the term “Base EHR” to § 170.102.  This term is essentially a substitution for the term “Qualified EHR” in the revised definition of CEHRT that would apply in FY/CY 2014 and subsequent years.  A Base EHR would have all of the capabilities specified in the statutory definition of a Qualified EHR (that is, in section 3000(13) of the PHSA) and additional capabilities as described below.  Hereafter, we intend to use the term “Qualified EHR” only as necessary and to refer to the statutory definition, unless otherwise indicated.  We believe that the term “Base EHR” is more intuitive and conveys a plain language meaning.  Moreover, the term “Qualified EHR” does not inherently convey the kinds of capabilities it includes.  The term “Base EHR,” though, conveys that the EHR technology possesses capabilities that are fundamental and should be a part of any CEHRT that an EP, EH, or CAH must have to demonstrate MU.  We also note that the terms “qualified EHR” and “qualified EHR products” have been used by CMS in other programs and with a different meaning.  Therefore, we believe that the term “Base EHR” will be more easily understood and readily accepted by stakeholders.
We propose to define a Base EHR as an electronic record of health-related information on an individual that:

1.
Includes patient demographic and clinical health information, such as medical history and problem lists; 
2.
Has the capacity: 

ii.
To provide clinical decision support;
iii.
To support physician order entry;
iv.
To capture and query information relevant to health care quality;
v.
To exchange electronic health information with, and integrate such information from other sources;
vi.
To protect the confidentiality, integrity, and availability of health information stored and exchanged; and
3.
Meets the certification criteria adopted by the Secretary at: § 170.314(a)(1) through (8); (b)(1) and (2); (c)(1) and (2); (d)(1) through (8); and (e)(1).
We previously adopted, without modification, the statutory definition of Qualified EHR in regulation (§ 170.102).  This was due to our requirement that the definition of CEHRT could only be met if the EHR technology an EP, EH, or CAH had in its possession was certified to all of the general certification criteria and all applicable ambulatory or inpatient setting specific certification criteria.  This requirement ensured that EPs’, EHs’, and CAHs’ CEHRT included capabilities related to privacy and security even though the statutory definition of Qualified EHR did not include a requirement for those capabilities.  Based on our proposed revised definition of CEHRT, we believe it is necessary now to expand the Base EHR definition to include a capacity that addresses privacy and security.  

In Table 6, we explain the certification criteria specified in paragraph (3) of the proposed Base EHR definition.  As discussed in section III.A.1 of this preamble, some capabilities within the proposed 2014 Edition EHR certification criteria may only apply to the ambulatory or inpatient setting.  For example, to be certified to the proposed “demographics” certification criterion (§ 170.314(a)(3)), EHR technology designed for either an ambulatory or inpatient setting would need to enable a user to electronically record, change, and access patient demographic data including preferred language, gender, race, ethnicity, and date of birth (§ 170.314(a)(3)(i)), while EHR technology designed specifically for an inpatient setting would also need to enable a user to electronically record, change, and access the “date and preliminary cause of death in the event of mortality in accordance with the standard specified in § 170.207(k)” (§ 170.314(a)(3)(ii)).  

In relation to CQMs, we propose that a Base EHR include EHR technology certified to the certification criteria proposed at § 170.314(c)(1) and (2).  The inclusion of § 170.314(c)(2) in a Base EHR ensures that EPs, EHs, and CAHs have the capability to incorporate all the data elements of, and calculate, at least one CQM.  We anticipate that EHR technology developers would design EHR technology to incorporate the data elements for, and calculate, those CQMs they believe their EHR technology would need to include in order to support the providers to which they market their EHR technology.  Therefore, we expect that EHR technology certified to § 170.314(c)(2) would be capable of incorporating all necessary data elements and calculating more than one CQM.  This approach may, however, leave a void in the market for EHR technology that would support certain CQMs that EPs, EHs, and CAHs would need to report beginning in 2014.  

Accordingly, we are interested in comments on whether we should require certification to a set number of CQMs as part of certification to § 170.314(c)(2).  For example, we could require EHR technology designed for the ambulatory setting and that would constitute an EP’s Base EHR to be able to incorporate data elements and calculate a specific number of CQMs for each of the CQM “domains” proposed by CMS for EPs in the Stage 2 proposed rule.  And for EHR technology designed for the inpatient setting and that would constitute an EH’s or CAH’s Base EHR, we could require that it be able to incorporate data elements and calculate a minimum threshold number of CQMs proposed by CMS for EHs and CAHs (e.g., 24 or 36).  However, we see a potential challenge with this more explicit approach.  In order for EPs, EHs, and CAHs to have EHR technology that would meet the definition of a Base EHR, their EHR technology developers could be required to demonstrate that their EHR technology can incorporate and calculate data for certain CQMs that may ultimately be irrelevant their customers, but nonetheless are necessary for the EHR technology to be certified.  We also request comment on whether a Base EHR should include, in addition to § 170.314(c)(1) and (2), the CQM reporting certification criteria proposed at § 170.314(c)(3), which would enable a user to electronically create a data file for transmission of clinical quality measurement results to CMS.     

With respect to the “privacy and security” certification criteria associated with the capacity to protect the confidentiality, integrity, and availability of health information stored and exchanged, we are proposing that the certification criteria should apply equally to both the ambulatory and inpatient settings.  We are, however, interested in public comment on whether there should be a distinction between the ambulatory and inpatient settings for the certification of EHR technology to the privacy and security certification criteria, including for which certification criteria there could be a distinction and the basis for that distinction.  
We would like to make clear that the definition of Base EHR is a requirement that must be satisfied to meet the definition of CEHRT.  The proposed Base EHR definition is not meant to convey our expectation that EHR technology must be separately certified as a Base EHR.  Rather, similar to the proposed revised definition of CEHRT, the definition of a Base EHR can be satisfied through a certified Complete EHR, a single EHR Module certified to all of the certification criteria specified in Table 6 below, or a combination of certified EHR Modules where the resultant combination has been collectively certified to all of the certification criteria specified in Table 6 below.  In section IV.D of this preamble, we discuss proposals and options for the representation and marketing of EHR technology that meets the definition of a Base EHR. 
Table 6. Certification Criteria Required to Satisfy the Definition of a Base EHR

	Base EHR  Capabilities
	Certification Criteria 

	Includes patient demographic and clinical health information, such as medical history and problem lists
	Demographics  § 170.314(a)(3)
Vital Signs  § 170.314(a)(4)
Problem List  § 170.314(a)(5)
Medication List  § 170.314(a)(6)
Medication Allergy List  § 170.314(a)(7)

	Capacity to provide clinical decision support
	Drug-Drug, Drug-Allergy Interaction Checks  § 170.314(a)(2)
Clinical Decision Support  § 170.314(a)(8)

	Capacity to support physician order entry
	Computerized Provider Order Entry  § 170.314(a)(1)

	Capacity to capture and query information relevant to health care quality
	Clinical Quality Measures
 § 170.314(c)(1) and (2)
 

	Capacity to exchange electronic health information with, and integrate such information from other sources
	Transitions of Care 
§ 170.314(b)(1) and (2)

	
	View, Download, and Transmit to 3rd Party
§ 170.314(e)(1)

	Capacity to protect the confidentiality, integrity, and availability of health information stored and exchanged
	Privacy and Security
§ 170.314(d)(1) through (8)


4.
Complete EHR

We are proposing to slightly revise the Complete EHR definition for clarity.  A Complete EHR is currently defined as “EHR technology that has been developed to meet, at a minimum, all applicable certification criteria adopted by the Secretary.”  In the S&CC January 2010 interim final rule, we clarified, based on our understanding of Congress’ intent, that the term “applicable” in the definition of Certified EHR Technology meant the adopted certification criteria applicable to either an ambulatory or to an inpatient setting.  Therefore, to be certified to the 2011 Edition EHR certification criteria adopted by the Secretary, a Complete EHR designed for an ambulatory setting must meet the mandatory certification criteria adopted at § 170.302 and § 170.304, while a Complete EHR designed for an inpatient setting must meet the mandatory certification criteria adopted under §§ 170.302 and 170.306. 

We intend to maintain the concept of a Complete EHR and permit EHR technology developers to seek certification of their EHR technology as Complete EHRs, but propose to revise the definition for clarity.  We propose that “Complete EHR” mean “EHR technology that has been developed to meet, at a minimum, all mandatory certification criteria of an edition of certification criteria adopted by the Secretary for either an ambulatory setting or inpatient setting.”  We believe this revised definition is consistent with the previous definition of Complete EHR and clarifies that a Complete EHR can be setting-specific and must meet all adopted mandatory certification criteria for a setting.  Our proposed addition of paragraph (d) to § 170.300 clarifies which certification criteria in proposed § 170.314 have general applicability (apply to both ambulatory and inpatient settings) or apply only to an inpatient setting or an ambulatory setting.  This proposed revised definition, if adopted, would be effective upon the final rule’s effective date.

While a certified Complete EHR (under the proposed revised definition of CEHRT) will likely have more capabilities than are necessary for any single EP, EH, or CAH to achieve MU, we believe the “Complete EHR” designation still has significant market value in that: it provides purchasing clarity and assurance to EPs, EHs, and CAHs that the EHR technology they have meets the regulatory definition of CEHRT; it can support EPs, EHs, and CAHs if they attempt to achieve all MU objectives and measures; and it ensures all the capabilities the Complete EHR includes have been tested and certified to work properly together.  We believe that the choice to adopt or upgrade a Complete EHR may be more appealing (in some cases for EHs and CAHs and more so for EPs given that there are over 668 certified ambulatory Complete EHRs (which includes newer versions of the same Complete EHR)), than having to assume the responsibility to determine which certified EHR Modules include the capabilities needed to support the achievement of MU or having the responsibility to ensure that the certified EHR Modules work properly together.   

5.
Certifications Issued for Complete EHRs and EHR Modules 

Following the S&CC July 2010 final rule’s publication, some stakeholders contended that the linkage between a certification issued for an EHR technology and the possession of all of that EHR technology’s capabilities should be dropped.  In other words, they argued that an EHR technology developer should be able to sell any component of a certified Complete EHR or EHR Module as certified and, equally, that an EP, EH, or CAH should be able to buy something less than 100% of a certified Complete EHR or EHR Module and still be able to say it is using “certified” EHR technology.  In response to these stakeholder contentions, we issued FAQ 9-10-005-1
.  This FAQ clarifies that a stand-alone, separate component of a certified Complete EHR cannot derive “certified” status based solely on it having been included as part of the Complete EHR when the Complete EHR was certified.  This same principle applies to certified EHR Modules with multiple capabilities in that the components of the EHR Modules cannot be separately sold or purchased as certified EHR technology unless they have been separately certified.  

We believe that allowing separate components of a certified Complete EHR or certified EHR Module to derive “certified” status from the certification of the entire certified Complete EHR or certified EHR Module would undermine the purpose of the ONC HIT Certification Program.  In essence, it would permit EHR technology developers to “self-declare” certifications for components of a certified Complete EHR or certified EHR Module that have never been independently reviewed by an ONC-ACB as actually being able to work as separate, independent technologies.  This approach could result in inaccurate, deceptive, or false representations about an EHR technology’s capabilities.    

It is important for all stakeholders to recognize that a certification is assigned to a Complete EHR or EHR Module, not to a capability.  And, in the event that combined and/or workflow-based test procedures are developed, one would be unable to infer that a specific component of a certified Complete EHR or certified EHR Module was compliant with a particular certification criterion unless the component had been separately certified as performing the required capability. 
As we have stated in prior rulemakings, Congress made clear that the act of seeking certification must be voluntary.  We therefore encourage EHR technology developers to seek, where possible, certification for separate components of a certified Complete EHR or certified EHR Module that would provide the solutions that EPs, EHs, and CAHs seek to adopt.  Conversely, EPs, EHs, and CAHs should take note that in some cases it may not be practicable for an EHR technology developer to separate out one or more components for certification without adversely affecting the proper functioning of the remaining components.   
6.
Adaptations of certified Complete EHRs or certified EHR Modules

As the hardware on which EHR technology can run continues to evolve, we expect and encourage EHR technology developers to pursue innovative ways to facilitate efficient workflows and user interactions.  In this regard, we believe that it would be possible for an EHR technology developer of a certified Complete EHR or certified EHR Module (and only that EHR technology developer) to create an adaptation of a certified Complete EHR or certified EHR Module without the need for additional certification of the adaptation.  We consider an “adaptation” of a certified Complete EHR or certified EHR Module to be a software application designed to run on a different medium, which includes the exact same capability or capabilities included in the certified Complete EHR or certified EHR Module.  For example, an adaptation of a certified Complete EHR that is capable of running on a tablet device or smart phone could include the capabilities of a certified Complete EHR to e-prescribe, take electronic notes, and manage a patient’s active medication list.  In this example, the adaptation would be covered by the Complete EHR’s certification so long as the adaptation included the full and exact same capabilities required for the particular certification criteria to which the Complete EHR was certified (i.e., in this case, the capabilities required by the certification criteria proposed at § 170.314(b)(3), (a)(9), and (a)(6), respectively)).  We note that the user of the adaptation would need to ensure, perhaps through contractual assurances from the EHR technology developer that provides such adaptation, that the adaptation does not introduce privacy and security vulnerabilities into the certified Complete EHR or certified EHR Module. 
If an adaptation does not make it possible for a user to use the capability or capabilities that were required for the Complete EHR or EHR Module to be certified, then the adaptation could jeopardize an EP’s, EH’s, or CAH’s ability to meet MU because the user of the adaptation would not be meaningfully using EHR technology that had been certified.  Furthermore, while an EHR technology developer may create an adaptation without needing to obtain an additional certification, the adaptation would be subject to the provisions of the certification issued for the Complete EHR or EHR Module.  ONC-ATCBs and ONC-ACBs maintain authority over the certifications that they issue and can take appropriate action when there is evidence of non-conformance with those certifications.  We invite comment on our proposed adaptation policy and whether it strikes an appropriate balance between permitting innovation and providing certainty that the EHR technology used by an EP, EH, or CAH has satisfied the certification criteria adopted by the Secretary.
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