DATE
Charlene Frizzera
Acting Administrator
Centers for Medicare & Medicaid Services

Department of Health and Human Services

Attention:  CMS–0033–P 

P.O. Box 8013

Baltimore, MD 21244-8013

Re: CMS-0033-P, Medicare and Medicaid Programs; Electronic Health Record Incentive Program; Proposed Rule (Vol. 75, No.98), January 13, 2010
Dear Ms. Frizzera:

The HOSPITAL OR HEALTH SYSTEM NAME appreciates the opportunity to comment on the Notice of Proposed Rule Making (NPRM) on the Medicare and Medicaid electronic health record (EHR) incentive programs, published by the Centers for Medicare & Medicaid Services (CMS) in the Federal Register on January 13, 2010.  

Congress established the Medicare and Medicaid EHR incentive programs in the American Recovery and Reinvestment Act of 2009 (ARRA) to provide much-needed funding to support the transition to an e-enabled health care system.  We are very appreciative of the opportunity presented by this program and share the Administration’s vision of a health care system where widespread use of interoperable EHRs supports better clinical care, improved coordination of care, fully informed and engaged patients, and improved public health.  

GENERALLY DESCRIBE YOUR HOSPITAL’S CURRENT USE OF EHR SYSTEMS AND THEIR IMPACT ON CARE. 

The HOSPITAL OR HEALTH SYSTEM NAME is very concerned, however, that the aggressive and inflexible definition of “meaningful use” and the short transition times outlined in the proposed rule will severely limit our ability to access the financial resources that Congress provided for EHR adoption.  We fear that the ultimate impact could actually be the opposite of the goal of an e-enabled health care system, as those hospitals that are furthest behind may well be discouraged by the steep adoption curve.  
This letter provides comment on several issues of concern, including:

INCLUDE THOSE THAT ARE RELEVANT TO YOUR HOSPITAL OR HEALTH SYSTEM. 

· The proposed overall design of the incentive programs;

· The burden of reporting under the proposed rule;

· The definition of certification and the absence of a proposed certification process;

· The definition of a hospital-based eligible professional;
· The definition of a “hospital” for the Medicare program; 
· Several aspects of the Medicaid incentive program;

· Operational concerns; and

· The proposed approach to privacy and security. 
Overall Design of the Incentive Programs 
The proposed rule defines meaningful use using three stages: Stage 1 is fiscal years (FYs) 2011 and 2012; Stage 2 is FYs 2013 and 2014; and Stage 3 is FY 2015 and beyond.  The NPRM specifies 23 EHR and health information exchange (HIE) objectives that must all be met by hospitals in order to be considered meaningful users and receive incentive payments in Stage 1.  In future regulations, CMS plans to increase the requirements and set further objectives for Stages 2 and 3.  
CMS proposes to provide some transition time for hospitals that first become meaningful users after FY 2012 by applying the Stage 1 criteria to all hospitals in their first payment year, as long as they become eligible before FY 2015.  Those starting later, however, would need to climb the adoption curve more quickly, so that they meet the Stage 2 and Stage 3 criteria on the same schedule as early adopters.  And, in FY 2015, all providers would need to meet the Stage 3 criteria to avoid the payment penalties.    
Structure and Timeframe of Meaningful Use
Done correctly, EHRs will increase provider efficiency and effectiveness, benefitting patients, their communities and providers themselves.  The structure of the meaningful use program, however, asks for too much, too soon.  Taken together, the 23 objectives describe a comprehensive EHR that represent a laudable end goal that we strongly support.  However, as a starting point, these objectives and measures are untenable.  Many of the 23 proposed objectives are advanced clinical functions – such as computerized provider order entry (CPOE) and clinical decision support that generally occur at the end of a multi-year transition to EHRs.  A significant amount of capital, work and time is required for hospitals and health systems to move through the entire lifecycle of EHR deployment and management.  
INSERT DESCRIPTION OF WHERE YOUR HOSPITAL IS IN IMPLEMENTATION. 

The proposed rule takes an “all-or-nothing” approach to be considered a meaningful user that requires use of a certified EHR, successful EHR adoption and use in accordance with each of 23 objectives, and significant, complex reporting on both health information technology (HIT) functionality and clinical quality measures.  This approach sets a very high bar that is inflexible.  Furthermore, this approach does not recognize the different paths hospitals may take to becoming fully wired.  We choose our path toward EHR implementation to fulfill our quality improvement goals, best serve our patients and our communities, and support the work of our clinicians. 
In addition, CMS’ proposed timeline for EHR implementation is inappropriately aggressive.  Experience in the field has shown that CMS’ proposed approach does not coincide with the actual pace at which adoption of complex EHR systems and health information exchange can be realized.  Successful EHR adoption is a multi-year, incremental process that requires significant capital and operating expenditures, investment in human capital and close collaboration with medical and other staff.  In the best cases, such an approach requires at least a three-year window from initial project conceptualization to the point where clinicians are actually using the systems for patient care.  In most cases, the time required is much longer; even relatively smooth-running EHR initiatives can take between five-and-seven years.  In addition, hospitals need ample time to test their EHR systems as they are implementing them to ensure that all safeguards are in place.  Asking hospitals to do too much too soon will challenge their ability to ensure these safeguards. 
INSERT YOUR EXPERIENCE IN IMPLEMENTING EHRs.  WHAT FUNCTIONALITIES HAVE YOU IMPLEMENTED AND HOW LONG HAVE THEY TAKEN?  IF YOU HAVE ESTIMATES OF THE TIME AND CAPITAL RESOURCES NEEDED TO MEET MEANINGFUL USE, INCLUDE THEM HERE.
Finally, the proposed approach puts later adopters in the untenable position of having to implement the more advanced functions expected in Stages 2 and 3 on an accelerated timeframe.  Late adopters already face a steeper adoption curve; they should not also face financial penalties from the statutory payment formulas because of CMS’ overly aggressive definition of meaningful use.
Recommended Alternative Structure and Timeframe for Meaningful Use  
We believe that Congress intended to encourage EHR system adoption by hospitals and introduced the concept of increasing levels of requirements over time to ensure that providers could be supported through their adoption process.  By placing this program within the stimulus bill, Congress also intended the measure to provide an infusion of funds into the health care sector.  If very few hospitals qualify in the earlier years of the program, that objective will not be achieved.

Therefore, our hospital believes an alternative transition approach is needed and we strongly support the American Hospital Association’s recommended approach to defining meaningful use and eligibility for EHR incentive payments.  Described below, this alternative is built on the belief that, to be successful in achieving an e-enabled health care system that promotes better patient care, the EHR incentive programs must be flexible, incremental, focused and achievable. 
1. Establish the full scope of meaningful use objectives up-front. 
The final vision of EHR meaningful use should be specified now to provide hospitals the certainty needed to plan capital needs and implementation plans over the next several years.  
As proposed, the requirements for Stage 1 leave out many key EHR functions to support safe, high-quality inpatient care, many of which are necessary precursors to more advanced clinical functions.  

The full list of hospital meaningful use objectives should be built on the proposed rule (with some modifications) and expanded to include 12 additional objectives that have been discussed and proposed by the HIT policy committee for FYs 2013 and 2015.  

While the list of objectives required would remain relatively unchanged over the coming years, the scope of their use should accelerate, so that:
· Levels of use increase over time (such as increased use of CPOE);
· Use of structured data increases over time; and
· Information exchange increases over time.
A final set of 34 recommended objectives, together with the changing requirements over time, are listed in Attachment 1.  The specific changes and additions to CMS’ proposed list are provided in the next section.

Although specified in advance, the full set of hospital objectives should be reviewed periodically through rule-making.  The regulatory requirements would represent the minimum necessary and certainly many hospitals would likely achieve a higher number of objectives and greater level of use to meet competitive pressures.  
2. Lengthen the timeframe for achieving the ultimate vision for meaningful use.
To support incremental adoption, the goal-line for meeting full meaningful use should be extended to 2017 and encompass four phases of increased functionality and use (2011/2012, 2013/2014, 2015/2016, and 2017).  By law, 2017 is the first year in which no incentive payments are made.  Under the ARRA, providers that first become eligible for incentives in 2013 or later will receive payments through 2016.  In addition, 2017 is the year when the penalties have been completely phased in.  Although they start in 2015, the penalties increase in size through 2017.  Therefore, the statute suggests 2017 as the year when providers should have finished their adoption process.  
3.  Take a phased, flexible approach to defining meaningful use.

CMS should take a phased approach where hospitals can be considered meaningful users by meeting fewer requirements in the early years of the program, but building toward achieving the full set of meaningful use objectives over time.  We recommend the following glide path:

· FYs 2011/2012 – Meet at least 25 percent of the objectives;
· FYs 2013/2014 – Meet at least 50 percent of the objectives;
· FYs 2015/2016 – Meet at least 75 percent of the objectives;
· FY 2017 – Meet substantially all.

IF YOU ARE A HOSPITAL WITH FEWER THAN 100 BEDS, DESCRIBE THE SPECIAL CHALLENGES YOU FACE AND INSERT THE HIGHLIGHTED PORTION BELOW.

For small hospitals with fewer than 100 beds that face special challenges in HIT adoption and trouble with access to capital, we recommend that the share of objectives be lower in the first three stages in recognition of the special challenges you face:

· FYs 2011/2012 – Meet at least 15 percent of the objectives;
· FYs 2013/2014 – Meet at least 30 percent of the objectives;
· FYs 2015/2016 – Meet at least 60 percent of the objectives;
· FY 2017 – Meet substantially all of the objectives.
To be successful in achieving meaningful use, hospitals must have some choice and flexibility in the objectives we meet.  Progress toward full implementation and meaningful use is, by its nature, specific to the staffing, strategy, and community of each institution.  Therefore, we recommend that CMS allow hospitals to choose the subset of the hospital meaningful use objectives they meet.  
4.  Establish a Meaningful Use Technical Expert Panel

CMS should establish a Meaningful Use Technical Expert Panel with significant representation from hospitals and eligible professionals at various stages of implementation.  The Meaningful Use Technical Expert Panel would provide input on the operational issues and feasibility of achieving meaningful use objectives over time, taking into account market conditions, advances in health information exchange, and the constraints facing subgroups of providers. 

Set of Objectives for AHA’s Alternative Approach

To establish the full vision of meaningful use, CMS should modify the 23 objectives included in the NPRM as described below, but also add 12 new objectives.   Attachment 1 includes the final set of 34 objectives, with proposed phasing of use and information exchange over time.  The following recommendations build that set.
 IN ALL SECTION BELOW, INSERT DETAILS ON YOUR EXPERIENCES WITH THESE OBJECTIVES
First, we urge CMS to drop the two proposed measures related to administrative systems – “check insurance eligibility electronically from public and private payers” and “submit claims electronically to public and private payers.”  These administrative activities are addressed under the HIPAA Administrative Procedures regulations and they are overseen by CMS such that hospitals already face a financial penalty for submitting paper claims.  These activities are undertaken through existing claims processing systems, which are almost always integrated with clinical EHR systems, although they are rarely part of the EHR installation.  

Second, we urge CMS to separate the clinically relevant medication alerts (drug-drug interaction alerts, drug-allergy interaction alerts) from the efficiency-related medication alert (drug-formulary alert).  These alerts have different purposes – preventing medication errors versus encouraging consideration of cost when prescribing medications – and involve connection to different kinds of resources (drug safety information versus formulary information).

Third, we urge CMS to defer the medication reconciliation requirement until FY 2013.  CMS notes in the proposal that the medical community lacks a clear, shared understanding of medication reconciliation and the use of EHR systems to support this process.  In fact, The Joint Commission is currently revising its National Patient Safety Goal on medication reconciliation.  CMS should not attempt to define medication reconciliation processes and requirements separately and differently from The Joint Commission.  Doing so will cause confusion and could slow efforts to build and spread best practice models of medication reconciliation.

Fourth, we urge CMS to defer the automated quality reporting requirement until FY 2013, as long as all measures to be collected through EHRs can be re-specified, tested and implemented.  We recommend that for FYs 2011 and 2012 hospitals continue to report quality measures through the current pay-for-reporting program while quality measurement specialists and vendors work to create valid, reliable, and field-tested e-measures for deployment in hospital EHRs.  Electronic reporting of quality measures through EHRs is a highly valued goal that is not yet possible to meet.  

Fifth, we recommend that CMS add 12 additional measures and objectives to better define the end goal.  For 2011/2012, they are:

1. Use of evidence-based order sets (1 department)

2. Electronic medication administration record (eMAR) (1 department)

3. Bedside medication administration support  (barcode/RFID) (1 department)

4. Record nursing assessment in EHR (1 department)

5. Record nursing plan of care in EHR (1 department)

6. Record physician assessment in EHR (1 department)

7. Record physician notes in EHR (1 department)

8. Multimedia/Imaging integration (e.g., X-Ray viewing)
9. Generate permissible discharge prescriptions electronically

10. Contribute data to a PHR 
11. Record patient preferences (language, etc.)

12. Provide electronic access to patient-specific educational resources

Reporting Burden
The proposed rule would require tremendous effort to comply with the reporting requirements, which include reporting on 23 HIT functionality measures associated with each of the proposed objectives and 35 additional Medicare quality measures.

Our hospital is very concerned with the reporting burden and recommends changes to both the proposed HIT functionality and quality measures to reduce that burden.  Hospital efforts are better spent on implementing EHRs than generating reporting.
HIT Functionality Measures

As currently constructed, many of the proposed HIT Functionality Measures will require burdensome reporting, well beyond the estimated eight hours per year included in the proposed rule.  

For example, to calculate the percentage of all orders placed through CPOE, hospitals will need to define the denominator of all orders placed via CPOE, in writing, or by another means.  The only way to accomplish this would be through manual chart review.  Hospitals routinely conduct chart review for purposes of quality reporting and our experienced abstracters generally take 20 minutes per chart.  Thus, OUR HOSPITAL, WHICH HAS XXX ANNUAL DISCHARGES, WOULD NEED TO INVEST XXX HOURS IN CHART REVIEW EACH YEAR TO CALCULATE THIS MEASURE.  THIS WOULD REQUIRE THAT WE ADD XXX FULL-TIME EQUIVALENTS TO OUR STAFF.  We recommend that CMS adopt a different measure for use of CPOE that would be less burdensome to report.  Our preferred measure for 2011 and 2012 is that the hospital has activated CPOE.
In addition, the CPOE measure in the proposed rule excludes the use of CPOE within a hospital’s emergency department (ED).  However, we recommend that CMS include in the measure the use of CPOE within a hospital’s ED for patients who are subsequently admitted.  CPOE use within an emergency department is important because in many hospitals, the majority of patients admitted first enter the hospital through the ED.  CPOE within the emergency department helps with care handoffs.  Also, the emergency department is a logical place for many health care organizations to begin implementing CPOE.
The Medicare program has a strong history of measure development in the context of reporting on hospital quality.  Through the Hospital Quality Alliance, CMS, the American Hospital Association (AHA) and other stakeholders have developed a transparent, orderly and collaborative approach to establishing a quality measurement framework.  We believe that CMS should draw on that experience in the development of HIT functionality measures.  For the long term, we urge CMS to establish an explicit, consultative process for development and testing of evidence-based HIT functionality measures.  
In the short term, we recognize that CMS will likely need to use modifications of the proposed measures when the EHR incentive program begins.  Of the 22 proposed hospital measures (not including quality reporting), eight require a declarative response, and 15 require calculation of actual performance through use of a percentage.  
Our experience with hospital quality reporting suggests that the measures requiring use of a percentage pose a significant burden needed for reporting.  Indeed, for some of these measures it is not clear whether the measure can, in fact, be calculated.
To ensure efficient reporting, we urge CMS to re-formulate the percentage performance measures so that:
· Numerators and denominators are explicitly specified;

· No measures require hospitals to look across paper and electronic processes; 

· Each measure provides a minimum threshold of cases for reporting; and
· Any measure that involves manual processing can be done through a sampling methodology to limit burden.
In Attachment 2, we include specific comment on other proposed objectives and measures to clarify them and reduce reporting burden.

Finally, we recommend that CMS not require submission of HIT functionality measure data that cannot be derived easily from the EHR, and that the EHR has not been certified to produce.  CMS states in the proposed rule that the agency does “not believe that demonstration of meaningful use should require use of certified EHR technology beyond the capabilities certified” through the federal certification process.  The interim final rule released by the Office of the National Coordinator for HIT (ONC), however, does not include generation of the HIT functionality measures as a certification requirement.  
Quality Reporting

[YOUR HOSPITAL/HEALTH SYSTEM] is committed to quality improvement, including quality reporting.  We look forward to the day when automated quality reporting through an EHR provides solid information that can inform our quality improvement efforts and the public.  However, developing and testing measures for automated reporting takes time and is essential to ensure that vendor products, once installed and in use, produce scientifically valid and reliable data.  

We are concerned that the list of measures proposed in this rule takes a scattershot approach at picking and choosing from among existing measures with no overarching quality improvement vision in mind.  It is just as important that the clinical quality measures have value to hospitals for quality improvement purposes as it is that they are capable of being collected through an EHR.  

Our specific recommendations for the selection of clinical quality measures for the EHR incentives program are: 
· Only measures chosen for use in the Medicare pay-for-reporting program should be considered for implementation in the EHR incentives program;  

· Measures should be selected for their potential to advance patient care and with the consultation of quality reporting stakeholders, namely the National Quality Forum and the Hospital Quality Alliance; 

· Measures selected for the EHR incentive programs should be comprehensively tested in the field to ensure that they are thoroughly specified, clinically valid when the data are collected through an EHR system and feasible to collect; and

· Measures should be phased in over time in clinically-related measure sets to allow for a smooth transition.  

We also urge CMS not to use any of the readmission measures.  The readmission measures are explicitly inappropriate for the reporting through EHRs and as required meaningful use criteria.  Specifically, these 30-day risk-adjusted readmission rates for heart attack, heart failure and pneumonia currently are calculated by CMS based on Medicare claims data.  While hospitals could report on patients that are readmitted to their own facilities, hospitals currently have no way of capturing data on patients who were initially admitted to their facilities but later readmitted to another hospital.  In addition, hospitals do not have the data needed to apply the risk-adjustment methodology for the readmission measures that CMS uses.  Finally, there is no evidence that use of EHRs has a direct impact on readmissions separate from the many other activities known to be effective.
Certification Requirements

The first requirement of meaningful use is to use certified EHR technology.  In the NPRM, CMS accepts the definition of certified EHR technology put forth by ONC.  ONC lays out a multi-stage definition of “certified EHR technology” to mean:  “A Complete EHR or a combination of EHR Modules.”  ONC specifies that a complete EHR has been developed to meet all of the applicable certification criteria adopted by the Secretary of the Department of Health and Human Services, while a combination of “EHR Modules” can be “any service, component, or combination thereof that can meet the requirements of at least one” of the certification criteria adopted by the Secretary.  

ONC states that providers who choose to combine multiple EHR modules must ensure that the modules work together and that, together, they meet all of the certification criteria.  Taken together, the two regulations require that hospitals demonstrate to CMS that the EHR system they are using has been certified for all 23 meaningful use objectives through a federal process that is yet to be established.

However, hospitals generally do not use a single EHR system.  Hospitals routinely bring together many different HIT systems from numerous vendors to create an EHR system.  Even those that install a main enterprise system routinely supplement with other products meant to achieve specific needs, such as department-specific systems for the operating room or radiology department.  Thus, ensuring that the hospital’s system is certified against all of the meaningful use objectives will be a challenging exercise.  
AS AN EXAMPLE, PROVIDE THE NUMBER OF VENDORS AND SYSTEMS IN YOUR HOSPITAL.
However, there is not yet a proposed process to certify EHRs according to this definition.  We are extremely concerned that the current lack of a process will severely limit our hospital’s ability to meet the meaningful use requirements in a timely manner.  Specifically, we see no prospect for any certified EHR technology products to be available before the start of the EHR incentive program on October 1, 2010.  The rule-making process generally requires at least 180 days between release of a proposed rule and the effective date of a final rule.  Once a rule is provided, the federal process to accredit certification agencies must be established, certification bodies must be approved, and vendors must go through the process of revising their products and getting them certified.  Given all of these sequential steps, it seems highly unlikely that a wide array of certified systems will be available before July 2011.  

The current policy requires all hospitals to upgrade existing or adopt new systems simultaneously.  We are very concerned that vendors will not have the capacity to meet this level of demand.  Vendor queues for both existing and new clients are long and will likely grow.  IF YOU ARE A HOSPITAL WITH FEWER THAN 100 BEDS, INCLUDE THIS NEXT HIGHLIGHTED SENTENCE.  Vendors also may give preference to larger institutions and existing customers, again putting smaller and rural facilities at a disadvantage.  ONC has already projected a shortage of HIT workers and additional workforce shortages are occurring within hospitals, including clinical staff that can assist in designing new workflows and championing the HIT installations.

IF YOU ARE CURRENTLY IN NEGOTIATIONS WITH YOUR VENDOR, INCLUDE THE EXPECTED TIMELINE FOR IMPLEMENTATION.
Given the limited vendor capacity, existing workforce shortages, and the timelines required to upgrade existing EHR systems, we recommend that CMS:

1. Consider existing but not yet certified EHR systems compliant for a period of three years, as long as the hospital can meet specific meaningful use objectives.

2. Require that all upgrades to existing systems be certified.  

3. As the meaningful use requirements change, provide a transition time of at least 24 months from when products certified to meet new requirements are available to when certification is required for incentive payments.

Hospital-based Eligible Professionals  

Under the ARRA, hospital-based eligible professionals are not eligible for Medicare payment incentives or penalties.  The majority of hospital-based eligible professionals will not be eligible for Medicaid payment incentives or penalties.  The law defines hospital-based eligible professionals as those who furnish substantially all of their services in a hospital setting (whether inpatient or outpatient) using the facilities and equipment, including the qualified EHR, of the hospital.  
CMS proposes to further define hospital-based eligible professionals (for both Medicare and Medicaid purposes) as those who furnish at least 90 percent of their services in the inpatient hospital, outpatient hospital, or emergency department setting.  The agency considers as outpatient hospital settings all types of outpatient care settings in the main provider, on-campus and off-campus provider-based departments of the hospital, and entities having provider-based status.  Using this definition, CMS estimates that about 30 percent of professionals will not be eligible for incentive payments.
DESCRIBE IMPACT ON YOUR INSTITUTION
In its proposed rule, CMS states that hospitals’ total incentive payments are based on their inpatient services and that its proposed Stage 1 meaningful use criteria apply only to the inpatient setting.  Because of this, the agency notes that it is concerned that hospitals’ investment in their outpatient primary care EHRs is likely to lag behind their investment in their inpatient EHRs.  We share this concern and believe that this overly broad definition of a hospital-based eligible professional will only exacerbate the problem by inappropriately excluding from HIT incentive payments those eligible professionals who practice in outpatient centers and clinics, merely because they provide patient care in an office or clinic that is located in a facility owned by a hospital.  

Ambulatory-care EHRs are very different from inpatient EHRs because of the inherent differences between the types of care provided.  In addition, implementing an EHR in an ambulatory setting requires a significant cost above and beyond the cost of implementing the inpatient EHR.  

TAILOR THIS NEXT PARAGRAPH TO YOUR CIRCUMSTANCES IF YOU ARE AN INNER-CITY OR RURAL HOSPITAL. 
Excluding physicians practicing in hospital ambulatory-care settings from eligibility for the HIT incentive payments would limit the benefit of EHR adoption in all communities, and especially in inner-city and rural settings.  These inner-city and rural practice sites, which utilize an ambulatory EHR that is comparable or equivalent to the EHR platform used in traditional private practice settings, provide anchors to community-based services in their markets.  In many cases, they are, in fact, the only available source of ambulatory care to thousands of people.  
Our suggested policy for how CMS should define a hospital-based professional incorporates CMS’ proposed policy, but with additional steps that are, in part, based on other CMS programs.  

1. In defining eligibility for HIT incentives, the ARRA names specific classes of hospitals as eligible, including subsection (d) and critical access hospitals (CAHs).  We urge CMS to take a parallel approach in defining eligible professionals and name specific classes of physicians as eligible for the incentives.  The law mentions pathologists, anesthesiologists, and emergency physicians as examples of those who typically furnish substantially all of their services in a hospital setting.  Hospitalists and intensivists also typically furnish substantially all of their services in a hospital setting.  Under the first step of our proposed policy, we urge CMS to deem all physicians that do not belong to one of these specialties as non-hospital-based and, therefore, eligible for EHR incentives. 

2. For physicians who do belong to one of the above specialties, CMS should then examine the services they furnish in more depth to determine if they do, in fact, furnish substantially all of their services in a hospital setting.  Specifically, in the second step of this policy, we urge CMS to apply its already-proposed policy of deeming those physicians who furnish less than 90 percent of their services in the inpatient hospital, outpatient hospital or ED setting as non-hospital-based.  CMS would continue to use the same definition of outpatient care settings and “place-of-service” codes on the professional’s claim.

3. The third step in this policy is a further examination of the hospital setting.  Many physicians practice in outpatient ambulatory centers and clinics that have “hospital-based” status and are therefore billed under a place of service of the hospital outpatient department.  While in the proposed rule, CMS states that it is its longstanding policy to consider as outpatient hospital settings all types of outpatient care settings in the main provider, on-campus and off-campus provider-based departments of the hospital, and entities having provider-based status, this is not entirely accurate.  
Under its physician e-prescribing incentive policy, CMS defines a set of ambulatory services that is applied across physician offices and hospital outpatient settings.  CMS uses a specific group of non-ED visit codes to define ambulatory services where site of service is immaterial.  That is, physicians reporting these codes are incentivized to use e-prescribing in both the physician office and hospital outpatient setting (see 73 Federal Register 69849).  We urge CMS to follow the same logic in the EHR incentive program (which, for physicians, subsumes the e-prescribing incentive program by law).  Specifically, we urge CMS to consider services billed with the e-prescribing visit codes as not furnished in the hospital setting.  Rather, for this program, CMS should consider them as furnished in another, non-hospital ambulatory-care setting.  

4. Finally, to be considered hospital-based, physicians also have to use the hospital facilities and equipment, including the EHR.  CMS states that if a professional is providing substantially all of his/her services in the hospital, it believes it is reasonable to assume that the professional is also using the facility and equipment of the hospital, including any EHR.  However, in certain cases, physicians may have financially contributed to the EHR used in the hospital setting.  In the context of physician self-referral (or “Stark”) rules, the Administration has issued specific regulations that consider a physician contribution of at least 15 percent of the cost of the EHR to be significant (42 CFR 411.357(w)).  We recommend a similar threshold here.  That is, we recommend that qualified hospital ambulatory EHRs be defined as EHRs for which the hospital funded more than 85 percent of the cost.  
Putting this definition together leads us to our recommended definition of a hospital-based eligible professional: a pathologist, anesthesiologist, emergency physician, hospitalist or intensivist for whom at least 90 percent of his/her billed claim lines have a site of service of the inpatient, outpatient or emergency department and for whom at least 90 percent of his/her claims do not contain an ambulatory-care setting code (as set forth in the e-prescribing policy) and for whom the hospital alone funded the EHRs in the hospital inpatient and outpatient departments.  
Definition of Eligible Hospital for Medicare  
CMS proposes to identify hospitals eligible for EHR incentive payments by the CMS certification number (CCN) on the cost report.  
Defining hospitals and CAHs solely by CCN could, contrary to the intent of the ARRA, create a barrier to widespread EHR adoption and use.  There is no standard policy that defines the specific types of hospital and CAH facilities to which a CCN applies; a single CCN could, for example, encompass multiple hospitals or CAHs within a system.  Because the Medicare and Medicaid payment incentives in the ARRA are calculated using a per-hospital base amount, plus a capped per-discharge amount per hospital, using only a CCN to define a hospital would result in ARRA incentives being distributed in a manner that does not foster widespread EHR adoption and use.  Specifically, a health care system with multiple hospitals but a single CCN would be disadvantaged because the system would be eligible for only one base amount and much more likely to reach the discharge cap.  In addition, such a health care system would be subject to HIT penalties at the system level, even if, for example, only one of the system’s multiple hospitals was not found to be a meaningful user.  
Linking HIT incentive payments only to a single CCN would not accurately reflect the deployment costs of all EHR systems across all hospitals in a system.  The total cost of EHR implementation far exceeds the purchase cost of the actual application or software.  Even hospitals that are part of the same system often require significant variations in their EHRs, as local policies and processes must be incorporated in EHR utilization.  For example, installations must accommodate the differing network infrastructures of legacy software, physician preferences, clinical protocols, expert rules protocols, workflows and ancillary system integration.  In addition, a hospital system may encompass both a children’s hospital and an adult acute-care hospital, each of which requires a different interface and clinical system.  Further, hospitals incur additional administrative costs for necessities such as workstation installation, servers, staff training and differences in clinical services among each of the hospitals, resulting in additional variation among facilities.   

For HIT incentive payment purposes, we urge CMS not to use a CCN as the sole criterion to define a hospital or CAH.  Instead, we ask CMS to use a multi-pronged approach that allows a “hospital” or “CAH” to be defined in ways that acknowledge the varied organizational structure of multi-hospital systems, including by a distinct CCN, a distinct emergency department or a distinct state hospital license.  Under this multi-pronged definition, each distinct hospital or CAH would be eligible to qualify separately for the HIT incentives.  

Medicaid Incentive Payment Program
Access to capital is the largest barrier to hospital adoption of EHR systems.  Given that the Medicare EHR Incentive Program provides funding only after successful adoption has occurred, the one year of Medicaid support of adoption, implementation or upgrading of EHR systems will be vitally important.  

The proposed rule gives states flexibility in deciding how the aggregate EHR incentive payment to a hospital is apportioned over years.  CMS proposes that states must make payments over a minimum of three years and a maximum of six years.  In any given payment year, no annual Medicaid incentive payment to a hospital may exceed 50 percent of the aggregate incentive amount.  Likewise, over a two-year period, no Medicaid payment to a hospital may exceed 90 percent of the aggregate incentive.

We recommend that CMS instruct states to provide hospitals the maximum incentive payments possible in their first two payment years – that is, 50 percent of the hospital’s aggregate incentive payment in the first year and another 40 percent in the second year – as a limited source of capital for adoption, implementation, and upgrades.  
Common Definition of Meaningful Use

CMS proposes to create a common definition of meaningful use for the Medicare and Medicaid programs.  CMS proposes to allow states to add additional objectives to the definition or modify existing objectives only if those changes “further promote the use of EHRs and healthcare quality” and do not “require additional functionality beyond that of certified EHR technology.”  Examples of additional criteria in the proposed rule include requiring providers to participate in health information exchanges and requiring that providers link to immunization, lead screening or newborn screening registries.  CMS notes that, to be approved, these information exchange mechanisms must be readily available to providers and not represent a financial burden.

The AHA greatly appreciates this approach and applauds CMS for its efforts to ensure consistency in the EHR incentive program across Medicare and Medicaid.   A common definition will avoid the confusion that arises when hospitals must comply with both a federal (Medicare) and state (Medicaid) requirement that can be in conflict.  It also is very important for those hospital systems that operate facilities serving multiple jurisdictions.  This approach also will allow for efficiencies in reporting.

In implementing the common definition of meaningful use, we request that CMS NOT approve any additional state criteria.  The requirements under the proposed rule are complex and will be extremely challenging for hospitals to meet, particularly under the suggested timelines.  In addition, both CMS and the states will be establishing new application, reporting and payment processes, which hospitals will need to master quickly in order to demonstrate meaningful use.  The potential for states to layer on additional meaningful use requirements would significantly complicate matters for all hospitals, and particularly for hospitals that serve patients in multiple states.  
CMS further proposes to “deem” hospitals that are meaningful users under Medicare as meaningful users under Medicaid, with no obligation to meet any additional or different, state-specific meaningful use requirements approved by the Secretary.  We ask that CMS adopt and affirm the deeming approach in its final rule and ensure that the regulatory language reflects this approach.  

Medicaid Incentive Payment Calculation for Hospitals
The ARRA provides for Medicaid incentive payments to eligible hospitals that are meaningful users of certified EHR technology.  At their option, state Medicaid agencies are fully responsible for administering and disbursing these Medicaid incentive payments and may receive 100 percent federal financial participation for these payments.  It is critical that these incentive payments be made in a timely manner and not delayed or otherwise affected by any state budget problems or changes to state Medicaid program payments or eligibility, especially given that the federal government is bearing 100 percent of the cost of the EHR incentive payments.  Additionally, these incentive payments should not be included in any calculation of total Medicaid payments for the purpose of determining Medicaid shortfalls, disproportionate share payments, upper payment limits, or any general Medicaid program service.  To ensure that this occurs, we ask CMS to consider Medicaid incentives as separate and apart from other Medicaid program payments for patient care.   

Eligibility of CAHs for the Medicaid Incentive Program  
For purposes of the Medicaid EHR incentive payment program, the ARRA defines an eligible hospital as an acute care hospital or a children’s hospital.  CMS proposes to define an acute-care hospital as a health care facility where the average length of patient stay is 25 days or fewer, and that has a Medicare CCN that has the last four digits in the series 0001 through 0879.  

These CCN numbers encompass short-term general hospitals and the 11 cancer hospitals in the United States, but not CAHs because all CAHs have a Medicare CCN with the last four digits in the series 1300 through 1399.  However, under the Social Security Act, CAHs are, by definition, general, acute-care hospitals with an average length of patient stay of 25 days or fewer.  Thus, CAHs meet both the ARRA definition of being acute-care hospitals, as well as CMS’s proposed definition of being short-term general hospitals.  Accordingly, we urge CMS to revise its definition of hospitals that are eligible for Medicaid payment incentives so as to also include hospitals with a Medicare CCN that has the last four digits in the series 1300 through 1399.  
Operational Concerns

The proposed rule contains limited information on how the EHR incentive programs will be operationalized.  We appreciate the extreme time pressures on CMS to design the program but request that additional information be provided on operational concerns, including:

· The process to apply for meaningful use payments;

· The process to submit meaningful use data;

· The information needed for attestation; and

· The expected timeframe and process for payments.

CMS and its contractors must also give prompt feedback on missing or incomplete data, giving hospitals an opportunity to correct and re-submit their attestation, in a process parallel to the validation of quality data under the existing Medicare quality reporting program.

Appeals Process

As noted above, we recommend that CMS implement for the Medicare program all of the appeals processes it proposes to require of state Medicaid programs in 495.370 (Appeals process for a Medicaid provider receiving electronic health record incentive payments.)  Specifically, to ensure that the program is implemented fairly, providers must have a process to appeal and provide documentation to support the appeal of:

(1) Incentive payments

(2) Incentive payment amounts

(3) Provider eligibility determinations

Given that this is a new and highly complex program, we also urge CMS to provide vigorous and well-planned contractor and provider education, so as to maximize the likelihood of success.  

Retention Period

CMS proposes that eligible hospitals maintain evidence of qualification to receive incentive payments for 10 years after the date they register for the incentive program. However, a retention period of 10 years is unacceptable.  Maintaining these records electronically for such a long period of time becomes costly since it requires additional storage as well as programming to catalogue and retrieve the information.  There will also be technology changes that occur over 10 years, which could potentially be enormous.  These changes will likely require the provider to convert stored data into new data retrieval media and then apply new security protections to safeguard this information.  
Other regulations and laws requiring electronic retention of health records are significantly shorter than 10 years.  For example, electronic retention for medical records is governed by state laws and is generally five years. CMS should modify the retention period for evidence of qualification to receive incentive payments to five years, which is consistent with other retention requirements.
Privacy and Security

While the proposed rule includes a specific objective to “protect electronic health information created or maintained by certified EHR technology through the implementation of appropriate technical capabilities,” CMS states that the agency “do[es] not believe meaningful use of certified EHR technology is the appropriate regulatory tool to ensure such compliance with the HIPAA Privacy and Security Rules.”  We agree with and appreciate CMS’ conclusion that using the meaningful use rule is not the appropriate regulatory tool to ensuring HIPAA privacy and security compliance.  

Thank you for the opportunity to share our concerns and recommendations.  

Sincerely,

NAME OF HOSPITAL CEO OR OTHER REPRESENTATIVE
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