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April 3, 2017 

Institute for Clinical and Economic Review 

Steven D. Pearson, MD, MSc, President 

Two Liberty Square 

Ninth Floor 

Boston, MA 02109 

RE: ICER Proposed Update to Value Assessment Framework and Patient 

Participation Guide  

Dear Dr. Pearson 

 

The National Health Council (NHC) appreciates the opportunity to provide 

input on the 2017 update to the Institute for Clinical and Economic Review 

(ICER) Value Assessment Framework and accompanying Patient Participation 

Guide.  

 

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.  

 

The NHC recognizes ICER’s recent efforts to engage the patient community 

and improve the ability for patients to participate in its value assessments. 

ICER’s update to its value framework and accompanying Patient Participation 

Guide indicates ICER’s clear intent to improve patient centeredness and 

engagement and demonstrate that ICER understands the value patient 

centeredness can bring. We are still concerned, however, that there is 

insufficient detail in the assessment, and the activities described could fall 

short of our goal of patient-centered value assessment built on meaningful 

patient engagement. Below, we provide our specific comments on the 

proposed update followed by comments on the Patient Participation Guide. 
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Update to the ICER Value Assessment Framework 

 

The NHC offers comments to the proposed update in alignment with the six domains of patient 

centeredness described in detail in the NHC Patient-Centered Value Model Rubric (NHC 

Rubric).     

 Patient Partnership 

 Transparency to Patients 

 Inclusiveness of Patients  

 Diversity of Patients/Populations  

 Outcomes Patients Care About 

 Patient-Centered Data Sources 
 

Patient Partnership, Transparency to Patients, and Inclusiveness of Patients  

 

The NHC Rubric defines “Patient Partnership” as involving patients in every step of the value 

framework development and dissemination process. It defines “Transparency to Patients” as 

disclosing to patients, at each step in the process and in an understandable and timely fashion, the 

assumptions and inputs that make up a value framework. And, it defines “Inclusiveness of 

Patients” as reflecting perspectives drawn from a broad range of stakeholders, including the 

patient community.  

 

While the proposed update signals an intention to involve patients throughout the value 

assessment process, the NHC would like to see more specific policies implemented consistently 

throughout the process. We know ICER has engaged in practices that exceed what is described in 

the update, demonstrating ICER’s capacity to meaningfully engage patients. For instance, 

ICER’s engagement with the National Psoriasis Foundation, a member of the NHC, serves as a 

promising example for patient-centered interactions. However, the update does not sufficiently 

reflect that same level of engagement.  

 

We are pleased to see ICER’s responsiveness to the numerous suggestions made by the patient 

community and others. However, there remain areas where we believe the proposed update 

should go further to engage patients as partners. For example, to weigh benefits, disadvantages, 

and other considerations, the proposed update calls for an “independent appraisal committee” to 

provide analysis of 10 key elements. The update assures that patient representatives “will join the 

independent committee for the entire meeting, being available for questions and able to make 

comments during the presentation of the evidence and deliberation prior to voting.”  

 

While engaging patients is a welcomed initial step, the update does not specifically address the 

degree to which patients will be involved with the committee. What will be the composition of 

the committee? Will patients be members or have a voting role, or simply be guests in the room? 

How many seats will be reserved for patient representatives?  Will they be relegated to a 

http://www.nationalhealthcouncil.org/sites/default/files/Value-Rubric.pdf
mailto:http://www.nationalhealthcouncil.org/sites/default/files/Value-Rubric.pdf
https://www.psoriasis.org/value-frameworks
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presenter role only? Given that this appears to be the primary venue for inclusion of the patient 

voice, the NHC strongly urges ICER to ensure productive, meaningful patient representation on 

these committees in an official capacity, including voting power. Patients’ roles and what is 

expected of them should also be clear. The update needs to provide more clarity. 

 

The NHC is also concerned that the update does not provide clarity on how patient feedback is 

incorporated. A way to further to build on these efforts could be posting explicit responses that 

address issues raised in the comments received. While it may be impractical to respond to each 

comment individually, it would be helpful to respond to common themes raised in the comment 

period and address why, or why not, a certain proposal/suggestion was adopted.  

 

One characteristic of Inclusiveness of Patients described in the NHC’s Rubric, is the involvement 

of representatives from the patient community throughout the process, as required or expected 

given the condition or population. For example, a high level of patient inclusiveness is 

characterized as “patient community perspectives [are] sought and incorporated throughout the 

process.” Conversely, an example of a low level of patient inclusiveness is described as when 

“input [is] sought from stakeholders without considering the appropriate type of stakeholders 

given the condition or population.” The NHC and its Members are very concerned that 

independent appraisal committee members lack the necessary disease/condition expertise for 

value assessment decisions specific to that disease or condition. We understand ICER’s 

expressed commitment to an unbiased process; however, it is vital that the independent appraisal 

committee have the knowledge and context expertise for the important decisions of a value 

assessment. It simply does not make sense to have a committee that is focused on a specific 

condition to lack condition-specific expertise.
1
  

 

As we recommended in the comment letter we submitted last fall, it would be helpful if ICER 

developed and disseminated a transparent, formal patient engagement process describing how 

patients are engaged as partners, start to finish, and how input is gathered and used in its work. 

Such a process should be undertaken with meaningful engagement that includes patients as 

partners and be documented and shared with the patient community. 

 

 

 

                                                           
1 The NHC is concerned that ICER’s recently released white paper on Gene Therapy is another example of a lack of 

inclusiveness. The white paper was based on discussions from a 2016 ICER Policy Summit, which included 

representatives from payer and life-science organizations. The summit did not appear to include any patient 

representation, and the white paper recommends manufacturers and payers establish, among other things, how to 

“create meaningful patient-centered outcomes.”  Furthermore, the only specific role outlined for patients is that 

patient groups can help to “establish robust Patient Registries.”  The NHC understands the white paper is a separate 

process from the proposed update, but it highlights a lack of inclusiveness, especially conversations on the elements 

of value to patients occurring without patient representation at the table. 

http://www.nationalhealthcouncil.org/sites/default/files/NHC_ICER_Comment_Letter.pdf
https://icer-review.org/wp-content/uploads/2015/03/ICER-Gene-Therapy-White-Paper-030317.pdf
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Diversity of Patients/Populations  

 

The NHC appreciates ICER’s recognition that “representing the diversity of patient outcomes 

and values in a population-level framework is difficult because there will always be an inherent 

tension between average findings in clinical studies and the uniqueness of every patient.” 

Importantly, the NHC encourages ICER to continue to recognize the deficiencies and limitations 

of average, population-level assessments to provide clarity and context for value assessments. 

We commend ICER on expanding the use of a variety of data sources that can provide 

complimentary evidence covering a range of patient circumstances and contexts of use. We 

urge ICER to further incorporate this into its reports. A diversity of data sources, including Real 

World Evidence, contains valuable insights on patient populations which, if embraced, provide 

data on patient-centered outcomes not typically captured in clinical trial data. Moving forward, 

the NHC plans to engage with ICER and others on the topic of what constitutes 

“representativeness” over the coming months.   

 

Outcomes Patients Care About 

 

ICER has taken a step in the right direction by emphasizing the integration of patient outcomes 

identified as important and consistent with the patient’s goals, aspirations, and experiences. The 

NHC strongly believes that the framework can be further improved by making it easier for 

patients to communicate to ICER which outcomes patients care about, and by improving the 

way(s) that those outcomes are included and factored into the assessment. The 10 elements 

considered as “Other Benefits or Disadvantages and Contextual Considerations” include 

outcomes of interest to patients. However, the approach does not incorporate these outcomes into 

the economic model itself; they are a later, next-step consideration.  

 

Additionally, the proposed update introduces a method of incorporating these 10 

benefits/disadvantages/other contextual considerations in an indirect way, and one that has not 

been well-tested or validated. This is the place in the process where many, if not most, patients’ 

views will be incorporated. The NHC is concerned that an untested method serves as the basis 

for how the 10 elements, which represent patient perspectives and input, are incorporated. The 

NHC believes this method may produce inconsistent results across ICER value assessments and 

increased confusion among stakeholders, specifically the patient community. It is unknown 

whether or not this method will produce consistent, valid results across ICER value assessments; 

it also may increase confusion among stakeholders, specifically the patient community. The 

NHC recommends ICER convene a multi-stakeholder group of experts, including experts in 

health economics and statistical modeling, from across the health care community to gain 

consensus on sound methods for capturing and incorporating the 10 benefits/disadvantages/other 

considerations in methodologically sound ways and as an integral part of the entire process.   
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We continue to stress that patient views should be understood as a priority so issues can be 

addressed in advance, not as an afterthought.  For example, when discussing the incremental 

cost-effectiveness ratios for treatments, the document states that patient input will be used to 

determine which scenario analysis should serve as the “base case” in the report. Again, this 

patient input is late in the process. The NHC believes there need to be more opportunities to 

engage patients from the start.  

 

The NHC is encouraged that ICER recognizes the importance of long-term outcomes. But the 

proposed update continues to rely heavily on a five-year budget-impact analysis that helps assess 

short-term affordability. The NHC remains concerned that the priority appears to focus too 

narrowly on the short-term impact on siloed costs. Yes, some interventions may have high short-

term budget impacts, but may also greatly improve outcomes and reduce the costs for patients 

and the health care system over a longer period of time. These considerations must be taken into 

account.    

 

Patient-Centered Data Sources 

 

The NHC is encouraged by ICER’s effort to gather a variety of data sources that capture patient 

outcomes, including unmeasured health benefits, impact on caregiver burden, and the lifetime 

burden of illness. However, we would like to see more transparency and more direct 

incorporation of these factors in the earliest parts of the processes as mentioned above. 

 

The NHC applauds ICER’s efforts to increase engagement with the patient community to 

consider other data sources. For instance, ICER sought patient perspectives for the draft scoping 

document on Multiple Sclerosis treatments and obtained data on choice of interventions or 

outcomes informed by patient input. Another positive example is ICER using input from the 

National Psoriasis Foundation and finding that it, “truly helped us gain insight into what it’s like 

to live with psoriasis - acknowledging, of course, that every patient’s experience is a little 

different.”
2
  The NHC encourages ICER to seek more patient-centered data sources to inform the 

value assessment process. Gaining a deeper and more meaningful understanding of the real-

world impact of a disease/condition will lead to better work products and outcomes for everyone.  

 

Patient Participation Guide 

 

The NHC is encouraged to see ICER has developed a Patient Participation Guide. However, the 

Guide, in its current form, does not address our most important patient engagement concerns, as 

it continues to present a view of the patient’s role as reactionary rather than as an active partner 

and driver of the process. The Guide offers patients an opportunity to react to the process, not 

proactively engage.  

                                                           
2
 Found at: https://icer-review.org/blog/including-the-patient-perspective/  

https://icer-review.org/blog/including-the-patient-perspective/
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For instance, in the timeline for patient input, patients are given limited opportunities to 

comment on drafts (Weeks 1-6 and 22-25) with little information on how else to engage. 

Nowhere does it offer patients the opportunity to participate during the value assessment process. 

It appears the only opportunity for patients to engage is by reacting to a report or document.  

 

The Patient Participation Guide indicates that the “Open Input” period (Weeks 1-3) is available 

for comments. We must stress that a three-week period is too short a timeline for patient groups 

to adequately prepare necessary materials for a comprehensive response.  

 

The NHC strongly urges ICER to proactively seek, rather than reactively collect, patient 

input by engaging relevant patients, caregivers, groups, and/or organizations throughout 

the process. While providing new and clear opportunities for patients to comment is a step in the 

right direction, the ability for patients to engage throughout the process would make the 

assessment more valuable for all stakeholders. The NHC welcomes the opportunity to work with 

ICER on an effort to develop a more comprehensive patient-engagement process.  

 

To reiterate, the NHC recognizes ICER’s recent efforts to engage the patient community and 

improve the ability for patients to participate in its value assessment. ICER’s update to its value 

framework and accompanying Patient Participation Guide indicates its clear intent to improve 

patient centeredness and engagement and demonstrate that ICER understands the value patient 

centeredness can bring. The NHC is eager to continue to partner with ICER as it works toward 

promoting greater patient engagement and integrating patient perspectives into the value 

assessment process.  

 

We would like to thank you for this opportunity to share our comments. Please do not hesitate to 

contact Eric Gascho, NHC’s Vice President of Policy and 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

