

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Office of the National Coordinator for Health Information Technology
Health Information Technology; HIT Policy Committee: Request for Comment Regarding the Stage 3 Definition of Meaningful Use of Electronic Health Records (EHRs)
AGENCY:  Office of the National Coordinator for Health Information Technology (ONC), Department of Health and Human Services (HHS).

ACTION:  Request for Comments.

SUMMARY:  This document is a request for comments by the HIT Policy Committee regarding the Stage 3 definition of meaningful use of EHRs.

COMMENT DATE:  To be assured consideration, comments must be received by 11:59p.m. ET on January 14, 2013.  

ADDRESSES:  Because of staff and resource limitations we are only accepting comments electronically through http://www.regulations.gov.  Follow the “Submit a comment” instructions.  Attachments should be in Microsoft Word or Excel, WordPerfect, or Adobe PDF.  Please do not submit duplicate comments. 

FOR FURTHER INFORMATION CONTACT: MacKenzie Robertson, Office of the National Coordinator, Patriots Plaza III, 355 E Street, SW., Washington, DC 20201, (202) 205-8089, mackenzie.robertson@hhs.gov.

SUPPLEMENTARY INFORMATION:
Inspection of Public Comments: All comments received before the close of the comment period will be available for public inspection, including any personally identifiable or confidential business information that is included in a comment. Please do not include anything in your comment submission that you do not wish to share with the general public.  Such information includes, but is not limited to: A person’s social security number; date of birth; driver’s license number; state identification number or foreign country equivalent; passport number; financial account number; credit or debit card number; any personal health information; or any business information that could be considered to be proprietary. We will post all comments received before the close of the comment period at http://www.regulations.gov.   Follow the search instructions on that Web site to view public comments.
Background
The Health Information Technology Policy Committee (HITPC) is a federal advisory committee that advises the U.S. Department of Health and Human Services (HHS) on federal HIT policy issues, including how to define the “meaningful use” (MU) of electronic health records (EHRs) for the purposes of the Medicare and Medicaid EHR incentive programs. The HITECH portion of the American Recovery and Reinvestment Act (ARRA) of 2009 specifically mandated that incentives should be given to Medicare and Medicaid providers not for EHR adoption but for “meaningful use” of EHRs. In July of 2010 and August 2012, HHS released that program’s final rule defining stage 1 and stage 2 MU respectively strongly signaling that the bar for what constitutes MU would be raised in subsequent stages in order to improve advanced care processes and health outcomes.

The HITPC held a series of public hearings and listening sessions to hear testimony from a wide range of stakeholders regarding current experience with MU, lessons learned, and what thought leaders desire in the future, including how MU should support emerging new models of care. This input helped to inform many hours of public deliberations regarding the future vision of MU.   The stage 3 vision includes a collaborative model of care with shared responsibility and accountability, building upon previous MU objectives.  While the committee appreciates and recognizes today’s challenges in setting up data exchanges, it is the committee’s recommendation that stage 3 is the time to begin to transition from a setting-specific focus to a collaborative, patient- and family- centric approach.

To realize this vision, the HITPC used the following guiding principles.  To be considered for stage 3, an objective should: 
· Support new models of care (e.g., team-based, outcomes-oriented, population management)
· Address national health priorities (e.g., NQS, Million Hearts) 
· Have broad applicability (since MU is a floor) to 
· provider specialties (e.g., primary care, specialty care)
· patient health needs
· areas of the country
· Promote advancement -- Not "topped out" or not already driven by market forces 
· Be achievable – e.g. there are mature standards widely adopted or could be widely adopted by 2016
· Reflect reasonableness/feasibility of products or organizational capacity
· Prefer to have standards available if not widely adopted

The HITPC has developed a preliminary set of recommendations specifically designed to solicit additional public feedback. The goal of sending out this request for comment (RFC) early is threefold.
· Extend the public discussion of future stage MU definitions through a more formal public comment process well in advance of its formal stage 3 recommendations. 
· Request input on specific questions.
· Provide some signal to the industry of potential new EHR functionalities that the HITPC may recommend to assist the industry.
Following the analysis of the comments received through the comment period, the HITPC intends to revisit these recommendations in its public meetings in the first quarter of 2013. It is important to note that although the following RFC is being communicated via HHS and the Federal Register, it represents the preliminary thinking of the HITPC and not necessarily HHS or its various agencies.

HITPC Solicitation of Comments
This document is broken into the following sections: Meaningful Use Objectives and Measures, Quality Measures, and Privacy and Security.  Details from the HITPC workgroups have been accumulated into these sections for consideration to HHS for stage 3.  We want to acknowledge and thank the following workgroups for the tireless hours they have put forth to aggregate these recommendations for comment: Meaningful Use, Information Exchange, Quality Measures, and the Privacy and Security Tiger Team.

Each item that the HITPC is requesting comment on has been given an identification number in order to streamline the accumulation of comments, please use this identification number when submitting comments.  

I. Meaningful Use Objectives and Measures 
This section includes a grid with items from both the Meaningful Use Workgroup and the Information Exchange Workgroup.  Recommendations, concepts, and questions have been organized into 6 sections that include: 
1) Improving Quality, Safety, and Reducing Health Disparities
2) Engaging Patients and Families
3) Improving Care Coordination
4) Improving population and public health
5) Information Exchange
6) Overarching MU questions

The grid below includes the following columns: stage 2 objectives and measures (for reference), stage 3 recommendations, proposed for future stage, and questions/comments.  The proposed for future stage column includes items that the HITPC believes are important, but may not be feasible for stage 3; therefore comments on the readiness and feasibility of these items are appreciated.  The questions/comment column provides a place for the HITPC to describe the thinking behind the objective or ask questions related to these objectives.  In an effort to achieve parsimony, there are also items identified as certification criteria.  These items are intended to create additional functionality within electronic health record (EHR) systems for providers, but there may not be use requirements associated with them.  As a reminder, identification numbers are provided so that commenters can easily reference the objective when commenting.  All commenters are encouraged to provide opinions regarding feasibility; we especially encourage commenters to provide feedback with published evidence or with data from their own experience.


	ID #
	Stage 2 Final Rule
	Stage 3 Recommendations
	Proposed for Future Stage
	Questions / Comments
	HITSC/WG Assignment

	Improving quality, safety, and reducing health disparities
	

	SGRP 113
	EP/EH Objective: Use clinical decision support to improve performance on high-priority health conditions

Measure: 
1.  Implement five clinical decision support interventions related to four or more clinical quality measures at a relevant point in patient care for the entire EHR reporting period. Absent four clinical quality measures related to an EP, eligible hospital or CAH’s scope of practice or patient population, the clinical decision support interventions must be related to high-priority health conditions.  It is suggested that one of the five clinical decision support interventions be related to improving healthcare efficiency.
2.  The EP, eligible hospital, or CAH has enabled and implemented the functionality for drug-drug and drug-allergy interaction checks for the entire EHR reporting period.

  
	Objective: Use clinical decision support to improve performance on high priority health conditions
Measure: 
1. Implement 15 clinical decision support interventions or guidance related to five or more clinical quality measures that are presented at a relevant point in patient care for the entire EHR reporting period.  The 15 CDS interventions should include one or more interventions in each of the following areas, as applicable to the EP's specialty: 
·  Preventative care (including immunizations) 
·  Chronic disease management, including hypertension* (e.g., diabetes, coronary artery disease) 
· Appropriateness of lab and radiology orders 
·  Advanced medication-related decision support** (e.g., renal drug dosing) 
2. The EP, eligible hospital, or CAH has enabled the functionality for drug-drug and drug-allergy interaction checks for the entire EHR reporting period.

Certification criteria:
1. Ability to track CDS triggers and how the provider responded to improve the effectiveness of CDS interventions
2. Ability to flag preference-sensitive conditions, and provide decision support materials for patients.
3. Capability to check for a maximum dose in addition to a weight based calculation. 
4. Use of structured SIG standards
5. Ability for EHRs to consume CDS interventions from central repositories  (e.g., rules for drug-drug interactions, rules for reporting diseases for public health departments, preference-sensitive care lists)

* This will assist in achieving the CDC’s goal of improvements in hypertension control.
**Kuperman, GJ. (2007)Medication-related clinical decision support in computerized provider order entry systems a review. Journal of the American Medical Informatics Association: JAMIA, 14(1):29-40.

	Certification criteria: Explore greater specificity for food-drug interactions


  Procedure/Surgery/lab/radiology/test prior authorization v.A: for those procedures/surgeries/lab/radiology/test with clear and objective prior authorization requirements and a structured data prior authorization form is available, clinician fill out the prior authorization form using structured data fields and prior authorization can be granted electronically and in real-time by the payor.

Procedure/Surgery/lab/radiology /test prior authorization v.B: for those procedures/surgeries/lab/radiology/test, for which prior authorization is non-standardized and is highly individualized, a standardized form is created that collects from the clinician text fields answering an agreed upon set of medical necessity questions, standardized form is sent electronically to insurer for review, insurer responds with Approval/Denial (with rationale if denied) using a standardized format text document back to clinician with either approval and/or denial with rationale. 
	Ability for EHRs to consume CDS interventions from central repositories  The EHR would query (via web services) available databases to identify “trigger event” conditions (e.g., case reporting criteria, drug-drug interactions, potentially relevant trials) based on the patient’s health condition, diagnoses, location, and other basic facts.  



The HITPC is interested in experience from payors that may contribute to CDS.
	Primary- Clinical Operations WG
Secondary- Implementation WG, NwHIN PT











Implementation WG

	COMMENTS:

DBB:  Proposed certification criterion #5 “Ability for EHRs to consume CDS interventions from central repositories (e.g., rules for drug-drug interactions, rules for reporting diseases for public health departments, preference-sensitive care lists)” dictates design (central repository).  Certification criteria should specify what the EHR needs to do and not how it should be implemented within an enterprise.   A central rules repository is just one way of implementing CDS.  Suggest change to “Ability for EHRs to consume CDS rules as structured data using xxx standard” (standard TBD)



	Engage patients and families in their care

	SGRP209
	New 
	Certification Criteria: Capability for EHR to query research enrollment systems to identify available clinical trials.  No use requirements until future stages.  

  
	
	The goal of this objective is to facilitate identification of patients who might be eligible for a clinical trial, if they are interested.  The EHR would query available clinical trial registries and identify potentially relevant trials based on patient’s health condition, location, and other basic facts. Ultimately, the EHR would not be able to determine final eligibility for the trial; it would only be able to identify possibly relevant trial opportunities.
	Primary- Clinical Operations WG
Secondary- NwHIN PT

	COMMENTS:

DBB:  While I support the intent of this proposed criterion, implementation would require knowledge of the service interfaces of all relevant research enrollment systems (since we can’t impose MU standards on them).  I think that may be unrealistic.  On the other hand, if EHRs implemented a standard service interface to query clinical trials system, developers of these trials system would be encouraged to conform to those standards.  So I recommend that ONC sponsor the development of a service interface standard to enable EHRs to query clinical trials systems.  (Perhaps CDISC could lead this development?)



	Improve Care Coordination

	SGRP302
	EP/EH CORE Objective: The EP/EH who receives a patient from another setting of care or provider of care or believes an encounter is relevant should perform medication reconciliation. 

EP/EH CORE Measure: The EP, eligible hospital or CAH performs medication reconciliation for more than 50% of transitions of care in which the patient is transitioned into the care of the EP or admitted to the eligible hospital’s or CAH’s inpatient or emergency department (POS 21 or 23)
	EP / EH / CAH Objective: The EP, eligible hospital or CAH who receives a patient from another setting of care or provider of care or believes an encounter is relevant should perform reconciliation for: 
- medications
- medication allergies
- problems  

EP / EH / CAH Measure: The EP, EH, or CAH performs reconciliation for medications for more than 50% of transitions of care, and it performs reconciliation for medication allergies, and problems for more than 10% of transitions of care in which the patient is transitioned into the care of the EP or admitted to the eligible hospital’s or CAH’s inpatient or emergency department (POS 21 or 23).
Certification Criteria: Standards work needs to be done to adapt and further develop existing standards to define the nature of reactions for allergies (i.e. severity).
	Reconciliation of contraindications (any medical reason for not performing a particular therapy; any condition, clinical symptom, or circumstance indicating that the use of an otherwise advisable intervention in some particular line of treatment is improper, undesirable, or inappropriate)
Certification Criteria: Standards work needs to be done to support the valuing and coding of contraindications.

	Feasibility to add additional fields for reconciliation e.g. social history?  Is anyone currently doing reconciliation outside of meds, med allergies, and problems and what has the experience been?
	Primary- Clinical Operations WG
Secondary- NwHIN PT

	COMMENTS:



	
Improve population and public health

	Information Exchange

	IEWG101
	New
	MENU objective: For patients transitioned without a care summary, an individual in the practice should query an outside entity. The intent of this objective is to recognize providers who are proactively querying.
Certification criteria: The EHR must be able to query another entity for outside records and respond to such queries. The outside entity may be another EHR system, a health information exchange, or an entity on the NwHIN Exchange, for example. This query may consist of three transactions: 
a) Patient query based on demographics and other available identifiers, as well as the requestor and purpose of request. 
b) Query for a document list based for an identified patient 
c) Request a specific set of documents from the returned document list 
When receiving inbound patient query, the EHR must be able to: 
a) Tell the querying system whether patient authorization is required to retrieve the patient’s records and where to obtain the authorization language*. (E.g. if authorization is already on file at the record-holding institution it may not be required).  

b) At the direction of the record-holding institution, respond with a list of the patient’s releasable documents based on patient’s authorization 

c) At the direction of the record-holding institution, release specific documents with patient’s authorization 

The EHR initiating the query must be able to query an outside entity* for the authorization language to be presented to and signed by the patient or her proxy in order to retrieve the patient’s records. Upon the patient signing the form, the EHR must be able to send, based on the preference of the record-holding institution, either: 
1. a copy of the signed form to the entity requesting it 
2. an electronic notification attesting to the collection of the patient’s signature 
*Note:  The authorization text may come from the record-holding EHR system, or, at the direction of the patient or the record-holding EHR, could be located in a directory separate from the record-holding EHR system, and so a query for authorization language would need to be directable to the correct endpoint.
	
	Should the measure for this MENU objective be for a number of patients (e.g.25 patients were queried) or a percentage (10% of patients are queried)?

What is the best way to identify patients when querying for their information?  
	NwHIN PT





Primary- Privacy and Security WG
Secondary- NwHIN PT

	COMMENTS:

DBB:   The workflow required here is a labor-intensive, paper-based workflow that barely works in a paper-based environment.  I don’t think it’s reasonable to attempt to replicate this workflow electronically.  The EHR receiving the query should mediate the request and then tell the querying system what documents are available to them.  The receiving system should then protect those documents i.a.w. its own policy and the patient's preferences.  We need to think through how this should happen in an electronically connected world -- not how to replicate a paper workflow electronically.   For increased convenience, reduced complexity, and easier comprehension, I suggest a measure that enables a provider to obtain a patient's privacy preferences from another provider or third party service.  This would enable a patient to register her preferences once, and then simply provide a pointer to those preferences for subsequent encounters with other providers.  A number of providers and HIEs already are implementing such a service, making the need to specify a standard service interface (e.g., RHex) and coding more urgent.


	IEWG102


	New
	Certification criteria: The EHR must be able to query a Provider Directory external to the EHR to obtain entity-level addressing information (e.g. push or pull addresses).
	
	Are there sufficiently mature standards in place to support this criteria? What implementation of these standards are in place and what has the experience been?


	Primary- Privacy and Security WG
Secondary- NwHIN PT

	COMMENTS:

DBB:   Directory query is only one way this could be done.  MU should not dictate how a provider wants to make its contact information available to patients, as doing so would constrain operational choices and thwart innovation.    Recommend omitting this measure.


	IEWG103
	Certification criteria: Enable a user to electronically create a set of export summaries for all patients in EHR technology formatted according to the standard adopted at § 170.205(a)(3) that represents the most current clinical information about each patient and
includes, at a minimum, the Common MU Data Set and the following data expressed, where applicable, according to the specified standard(s):
(i) Encounter diagnoses. The standard specified in § 170.207(i) or, at a minimum, the version of the standard at
§ 170.207(a)(3);
(ii) Immunizations. The standard
specified in § 170.207(e)(2);
(iii) Cognitive status;
(iv) Functional status; and
(v) Ambulatory setting only. The
reason for referral; and referring or transitioning provider’s name and office contact information.
(vi) Inpatient setting only. Discharge instructions.
	
	
	What criteria should be added to the next phase of EHR Certification to further facilitate healthcare providers’ ability to switch from using one EHR to another vendor’s EHR?
	Primary- Privacy and Security WG
Secondary- Clinical Operations WG, NwHIN PT


	COMMENTS:

DBB:   The scope of certification criteria in this area should be limited to the migration of patient data.  






In addition to the questions above, the HITPC would also appreciate comment on the following questions.

	ID#
	Questions
	HITSC/WG Assignment

	MU04
	Some federal and state health information privacy and confidentiality laws, including but not limited to 42 CFR Part 2 (for substance abuse), establish detailed requirements for obtaining patient consent for sharing certain sensitive health information, including restricting the recipient’s further disclosure  of such information. 
1. How can EHRs and HIEs manage information that requires patient consent to disclose so that populations receiving care covered by these laws are not excluded from health information exchange? 
1. How can MU help improve the capacity of EHR infrastructure to record consent, limit the disclosure of this information to those providers and organizations specified on a consent form, manage consent expiration and consent revocation, and communicate the limitations on use and restrictions on re-disclosure to receiving providers?
1. Are there existing standards, such as those identified by the Data Segmentation for Privacy Initiative Implementation Guide, that are mature enough to facilitate the exchange of this type of consent information in today’s EHRs and HIEs?
	Primary- Privacy  and Security WG
Secondary- NwHIN PT

	COMMENTS:

DBB:  I think an effective solution can be achieved through the combined use of metadata tagging of special categories of information and the management of patient permissions through a service interface, similar to what was recommended in the PCAST Report.  How I envision this working is that the organization that generates the data would attach appropriate metadata indicating special categories of information that by law require special protections.  These categories could be the superset of all special categories that require protection by state and/or federal law.  HL7 sensitivity codes could be used for this purpose.   Of course, as with any exchange, the holder of the information would then need to conform to the state policy under which it operates.  The second part – management of consumer preferences through a service – would enable a consumer to select who they wanted to hold their permissions (in most cases, this would probably be their primary care provider or HIE), and then would enable the consumer to provide a pointer to that service instead of having to fill out a form each time he/she received care from another provider.  The service provider would manage each consumer’s permissions, including notifying the consumer when their permissions needed to be renewed. Then, whenever a data holder received a request for an individual’s health information, he or his EHR could just query the service to determine whether the consumer had authorized the requested use or access. Consent revocation and communicating limitations on re-disclosure would be addressed by the fact that before any holder of a consumer’s information could make it available to another party, the holder would need to query the service for the permissions currently in effect.  In this way, the service would be responsible for managing permissions, and the holder of information would be responsible for managing data in compliance with the permissions in force at any given time.  This approach would greatly simplify the consent process for consumers, and also would make it much easier for them to understand and keep track of the permissions they had selected.  It also would reduce cost and risk for providers.  The service could be accessed using a secure REST protocol or the eHealth Exchange protocol.  Permissions could be exchanged using the XACML standard.    



	MU05
	The HITECH ACT has given a lot of emphasis to EHRs as the central distribution channel for health information, but there may be limits on how much we can add on to EHR technologies.  As additional program demands are added onto EHRs, what can be done to foster innovation to share information and receive intelligence from other, non-EHR applications and services that could be built on top of that data architecture? 

For example, Is it possible to create an application programming interface (API) to make available the information defined in a CCDA so that systems can communicate it with each other? Is the information defined in the CCDA the appropriate content for other uses of clinical information?  Are the standards used to communicate between EHR systems (e.g. Direct, Exchange) adequate for communication between EHRs and other kinds of systems? What other technologies, standards or approaches could be implemented or defined to facilitate the sharing of clinical knowledge between EHRs and other systems?
	Primary- NwHIN PT
Secondary- Clinical Operations WG

	COMMENTS:

[bookmark: _GoBack]DBB:  “EHR Technology” has been broadly defined to include everything relating to the collection, use, and exchange of electronic health information.  So it’s unclear to me what’s being asked here.  For example, what “other kinds of systems” are they asking about?






ADDITIONAL COMMENTS
1. (DBB)  General Comment:  Many of the proposed Stage 3 MU measures extend beyond specifying “what” is needed to “how” it should be accomplished.  Specifying “how” constrains innovation and may incur unnecessary costs.  As one member of the HIT Standards Committee commented, “The HITPC should not assume the role of EHR product manager.”  In addition, some of the measures seem to be striving to automate current, inefficient manual processes or to mandate old technical approaches.   Perpetuating inefficient workflows and ossifying technical approaches do not improve efficiency or quality, but rather only serve to thwart innovation. 
2. (DBB)  General Comment:  The speed of advances in whole genome sequencing technology and the dramatic decline in the cost of genetic and genomic testing are propelling the healthcare system toward genomic-based diagnostics and treatments much more rapidly than the healthcare industry had anticipated.  Just about every academic medical center and leading hospital system already are incorporating genomics into their practices.  Given these rapid technological advances, the potential benefit to patients, and the increasing use of genomic information in clinical care, it is important for us to anticipate the need to integrate genomic data into EHR technology and clinical decision support – if not by 2016, then certainly this need should be identified in “Proposed for Future Stage.”  A logical place to incorporate this anticipated need might be SGRP 115, which deals with generating lists of patients with “specific conditions.”   

