
 

 

 

 

October 28, 2016  

 

The Honorable Sylvia M. Burwell 

Secretary, Department of Health and Human Services 

200 Independence Ave SW 

Washington, DC 20201 

 

SUBMITTED ELECTRONICALLY TO:  SIM.RFI@cms.hhs.gov 

RE:  CMS Request for Information -- State Innovation Model Concepts 

Dear Secretary Burwell, 

The National Health Council (NHC) is pleased to provide comments on the 

State Innovation Model Concepts Request for Information (the RFI).  

The NHC is the only organization that brings together all segments of the 

health community to provide a united voice for the more than 133 million 

people with chronic diseases and disabilities and their family caregivers. Made 

up of more than 100 national health-related organizations and businesses, the 

NHC's core membership includes the nation’s leading patient advocacy 

organizations, which control its governance and policy-making process. Other 

members include professional and membership associations, nonprofit 

organizations with an interest in health, and representatives from the insurance, 

pharmaceutical, generic drug, medical device, and biotechnology industries.  

CMS launched the State Innovation Model (SIM) initiative in 2013 to test the 

ability of state governments to “use their policy and regulatory levers to 

accelerate healthcare transformation efforts in their states, with a primary goal 

to transform over 80% of payments to providers into innovative payment and 

service delivery models.” The SIM concepts presented in the RFI would rely 

upon the waiver authority of Section 1115A of the Social Security Act, which 

permits the Agency to test innovative payment and service delivery models 

designed to reduce program expenditures while preserving or enhancing care 

quality for Medicare, Medicaid, and Children’s Health Insurance Program 

(CHIP) beneficiaries.  

We appreciate the Agency’s proactive approach to incorporating stakeholder 

input at the early conceptualization phase of these potential SIM initiatives. 

This letter offers NHC’s general recommendations, and highlights specific 

concerns and recommendations with respect to the concepts set forth in the 

RFI.  
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As more fully set forth below, our general recommendations include: 

 The NHC urges CMS to develop a patient-engagement infrastructure to incorporate the 

patient voice in value-based payment initiatives; 

 CMS should ensure that state-based initiatives are developed with a process of 

meaningful patient engagement and evaluated from a patient-centered perspective; and 

 CMS should ensure that SIMs are evaluated using criteria and measures consistent with 

the directives of Section 1115A. 

Our specific concerns and recommendations with respect to the RFI include:  

 SIMs must include meaningful patient safeguards; and 

 New state-specific models must ensure that patients with complex and multiple chronic 

conditions receive appropriate, high-quality care.  

 

General Recommendations 

 
The NHC urges CMS to develop a patient-engagement infrastructure to incorporate the 

patient voice in value-based payment initiatives. 

The NHC supports payment system reforms that incentivizes value-based and patient-centered 

care. However, at present, “value” is an elusive concept without a uniformly defined meaning or 

approach across the health care industry. Patient perspectives on value can differ significantly 

from that of payers and their providers and encompasses concerns beyond cost effectiveness 

calculated based on national averages. Patients with chronic conditions and disabilities, 

particularly those with multiple chronic conditions, have unique needs; both the value and 

quality of care are not easily captured with metrics developed for specific disease states or the 

general patient population. These patients want and need clinically effective treatment options 

that are relevant to their personal circumstances and individual goals.  

When FDA announced its Patient Engagement Advisory Committee (PEAC), it noted that: 

Although it may seem odd in retrospect, the development of new technologies 

intended to improve patients’ lives has largely relied upon expert opinions rather 

than asking patients and families directly what they consider most important.
1
 

The NHC believes the same can be said of value-based payment initiatives, and has, through its 

comments, urged CMS that, as a threshold matter, it must first work with the stakeholder 

community to create a shared and agreed-upon definition of value in terms of clinical 

effectiveness as well as relevance to patients and their family caregivers. We continue to express 

our concern that failing to address this systemic informational gap will deprive the Agency, the 

states, and the patients they serve of core information that should guide and drive payment and 

                                                           
1
Nina L. Hunter, Ph.D., and Robert M. Califf, M.D., FDA Announces First-ever Patient Engagement Advisory 

Committee, Sept. 18, 2015, http://blogs.fda.gov/fdavoice/index.php/2015/09/fda-announces-first-ever-patient-

engagement-advisory-committee/ (accessed October 25, 2016). 

http://blogs.fda.gov/fdavoice/index.php/2015/09/fda-announces-first-ever-patient-engagement-advisory-committee/
http://blogs.fda.gov/fdavoice/index.php/2015/09/fda-announces-first-ever-patient-engagement-advisory-committee/
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care delivery innovation. Ultimately, this failure could undermine our shared goal of improving 

quality and reducing costs.  

The NHC, with stakeholder input, has created a Patient-Centered Value Model Rubric (attached) 

that the patient community, physicians, health systems, and payers can use to evaluate the 

patient-centeredness of value models and guide model developers on the meaningful 

incorporation of patient engagement throughout the value framework and economic model 

creation processes. We identify six key domains that are essential for integrating the patient 

voice in value-based payment program development and implementation: 

1. Patient Partnership. Patients should be involved in every step of the development and 

dissemination process; 

2. Transparency to Patients. The assumptions and inputs – and each step in the process – 

should be disclosed to patients in an understandable way and in a timely fashion;  

3. Inclusiveness of Patients. The value framework and supporting model should reflect 

perspectives drawn from a broad range of stakeholders, including the patient community; 

4. Diversity of Patients/Populations. Differences across patient subpopulations, trajectory 

of disease, and stage of a patient’s life should be considered;  

5. Outcomes Patients Care About. The outcomes integrated should include those that 

patients have identified as important and consistent with their goals, aspirations, and 

experiences.  

6. Patient-Centered Data Sources. A variety of credible data sources should be considered 

to allow for timely incorporation of new information and account for the diversity of 

patient populations and patient-centered outcomes, especially those from real-world 

settings and reported by patients directly. The data sources included should reflect the 

outcomes most important to patients and capture their experiences to the extent possible.
2
 

 

CMS has clearly and consistently stated its commitment to a continuing dialogue with the 

stakeholder community as a key component of payment and care delivery innovation initiatives. 

The NHC strongly urges CMS to implement the infrastructure necessary to deliver on that 

commitment. Specifically, we urge CMS to:  

 Form an administrator-level patient advisory council (PAC) to guide the organization on 

patient engagement and patient centeredness in all of its programs, including MIPS, the 

implementation of APMs, quality-measure development for ACOs, and SIM initiatives;  

 Include patients and caregivers in the measure-development process;  

 Develop measures and evaluation tools that improve care for patients with multiple 

chronic conditions;  

 Develop patient-reported, outcome-based performance measures (PRO-PMs) to support 

patients’ immediate and long-term goals;  

 Ensure that measures and evaluation tools are risk-adjusted for patient characteristics and 

with an understanding that many patients with progressive or degenerative conditions 

will likely see worsening health status despite receiving the highest quality care possible.  

                                                           
2
 Id. at 3. 
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CMS should ensure that state-based initiatives consider the needs of patients with chronic 

conditions and are developed with a process of meaningful patient engagement.  

 

The relative breadth of CMS’ articulated vision, coupled with the lack of reliable and meaningful 

patient-centered data on the models currently implemented or under development raises concerns 

on the potential impact this initiative could have on the patients and caregivers the NHC 

represents. CMS has stated that these early programs show promise with respect to 

transformation into innovative payment and care delivery models, with three states reaching over 

50% of the state’s population and two reaching 80% of their Medicaid population. The NHC is 

concerned that the data currently available to CMS are not necessarily meaningful measures of 

quality or value from a patient perspective, as required under Section 1115A. Data on hospital 

readmissions and emergency room visits may have relevance in assessing care quality and 

associated costs for acute illnesses and routine surgical procedures. However, it is not clear 

whether decreased hospital readmissions are related to better care or a consequence of the 

clinician disincentives aligned against readmission.  

We note that CMS’ recently issued Final Rule with Comment Period implementing MACRA 

(CMS-5517-FC) included a call for stakeholder comment on potential CMS-initiated guidance 

for payment arrangements qualifying as other-payer Advanced APMs, as well as formal 

evaluation and approval mechanisms for Medicaid APMs. As CMS looks to expand SIMs and 

develop APMs in Medicaid and other payment systems, it is imperative that the Centers work 

with the patient community to develop evaluation criteria from a patient-centered standpoint and 

require states to use them to evaluate SIMs and APMs that they propose implementing in their 

Medicaid programs.   

 

CMS should ensure that SIMs are evaluated using criteria and measures consistent with the 

directives of Section 1115A. 

 

While CMS has considerable flexibility under Section 1115A with respect to payment and care 

delivery model initiatives that incentivize quality and efficiency in health care services, the 

Agency must monitor and evaluate its tested models and terminate or redesign any model that 

does not improve patient care, or even potentially harms patients. 

 

We acknowledge that there are currently a variety of evaluation tools available, though many are 

based on clinical guidelines developed by specialty societies. These tools, however, generally 

rely on clinical literature reviews that include scientific studies largely precluding enrollment of 

complex patients, such as those with multiple chronic conditions. They also lack both the 

granularity necessary for accurate risk adjustment and the focus on patient-level outcomes and 

patient-centeredness criteria that are required under Section 1115A. Section 1115A directs CMS 

to evaluate tested models utilizing both patient-level outcomes and “patient-centeredness 

criteria.”
3
  

In developing and selecting evaluation tools and measures, CMS must also ensure that clinicians 

treating patients with chronic diseases and disabilities are rewarded for selecting the most 

appropriate care for their patients rather than penalized for their patients’ health status.  

                                                           
3
 Social Security Act, Section 1115A(b)(4) 
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Concerns with Specific Concepts in the Request for Information:  
 

SIMs must include meaningful patient safeguards. 

 

CMS has historically approached alternative payment models under Section 1115A of the Social 

Security Act with careful consideration of potential unintended consequences to patients. The 

Agency has attempted to incorporate patient safeguards to ensure continued access to medically 

necessary services as the Agency evaluates a model’s effectiveness in improving care quality 

while reducing costs. The Oncology Care Model, for example, incorporated eight measures to 

assess the impact of service utilization, patient experience, and psychosocial assessment impact 

on quality through the Model. Appropriate notification requirements have been incorporated into 

models and demonstrations to inform beneficiaries, and provide an opportunity to “opt out” of a 

particular model test or other demonstration.  

 

As CMS encourages increased state-based efforts toward payment and care delivery innovation, 

it is imperative that the Agency incorporate meaningful, actionable patient protections. State-

based safeguards should be an essential element of any model, and should be designed to 

sufficiently address patient access issues in real time. Since the frequency, nature, and severity of 

access issues and other patient concerns, as well as their timely resolution are relevant in 

assessing an initiative’s success, we strongly urge CMS to require state reporting on access 

issues, patient complaints, and their resolution. We similarly urge CMS to adopt mechanisms at 

the federal level so that impacted patients can elevate unresolved access issues directly to CMS.  

The NHC has reservations about CMS’ expressed interest in utilizing supplemental awards to 

assess the impact of specific care interventions across states. While this proposal could offer 

promising opportunities for patients and caregivers in areas where care disparities prevail and 

standardized approaches would tend to benefit all impacted patients, the NHC is concerned that 

employing “robust tools” such as randomization on care interventions creates significant ethical 

concerns. Specifically, it would appear that an “experiment” focused primarily on the Medicaid 

population and designed to compare care interventions would supplant the ordinary patient-

physician decision making relationship. We suggest that: 

 These initiatives would likely require review and approval by an Investigational Review 

Board; 

 Impacted patients must be informed, in writing, of the existence and purpose of the 

experiment and offered the opportunity to either consent or opt out; 

 Physician incentives should not be based upon enrolling patients in the program; and 

 Careful consideration must be made to inclusion and exclusion criteria to ensure that 

patient participation is consistent with sound medical judgment and patient preferences. 

New state-specific models must ensure that patients with complex and multiple chronic 

conditions receive appropriate, high-quality care. 

The NHC is concerned that state accountability for the total cost of care may jeopardize access to 

and appropriateness of care for individuals with chronic (including multiple chronic) conditions. 

For these patients, it is essential that any innovation initiative consider patient-specific health 

status, outcomes, and goals, and that they receive high-quality care consistent with individual 

goals and perspectives of “value.” 
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High-quality care for chronic conditions and associated costs are not easily measured in the 

context of short-term goals. Decisions on treatment options may impact disease progression and 

trajectory, with avoided costs most appropriately assessed in the long-term. The NHC urges 

CMS to ensure that any tested SIMs (a) facilitate incorporation of the patient voice in assessing 

value, (b) ensure that measured outcomes comply with Section 1115A’s directive on patient-

specific outcomes and a patient-centered approach to quality and value; (c) incorporate robust, 

real-time patient protections, and (d) ensure that patients with complex and/or multiple chronic 

conditions can access care consistent with their goals and aspirations.  

Conclusion:  

As the voice for people with chronic diseases and disabilities, the NHC appreciates the 

opportunity to respond to CMS’ Request for Information. The NHC and our member patient 

organizations stand as willing partners to work with CMS to create a shared definition of value 

from the patient perspective, and enhance Agency efforts toward incorporating meaningful 

patient engagement into payment and care delivery innovation.  

Please do not hesitate to contact Eric Gascho, our Vice President of Government Affairs, if you 

or your staff would like to discuss these issues in greater detail. He is reachable by phone at 202- 

973-0545 or via e-mail at egascho@nhcouncil.org. 

Sincerely,  

 

 

 

 

Marc Boutin, JD  

Chief Executive Officer 

 

mailto:egascho@nhcouncil.org

