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 Patient-Centered Outcomes Research Institute  
 

• The ACA, Section 6301, created the Patient-Centered Outcomes 
Research Institute to advance comparative effectiveness research and 
help patients, clinicians, purchasers and policy-makers make informed 
health decisions. 
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Patient-Centered Outcomes Research Institute 

• Independent, non-profit organization. 

 

• Governed by a 21-member Board of Governors. 

 

• Created to conduct research to provide information about the best available 

 evidence to help patients and their health care providers make more informed 

 decisions.  

 

• Patient-centered outcomes research is designed to inform health care decisions 

 by providing evidence on the effectiveness, benefits and harms of different 

 treatment options for different patients. The evidence is generated from studies 

 that compare drugs, medical devices, tests, surgeries or ways to deliver health 

 care. 

 

• PCORI’s research will be responsive to the preferences, values and 

 experiences of patients in making health care decisions and the impact diseases 

 and conditions can have on daily life. 
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Mission Statement 

 
 

• The Patient-Centered Outcomes Research Institute helps 

people make informed health care decisions – and improves 

health care delivery and outcomes – by producing and 

promoting high integrity, evidence-based information – that 

comes from research guided by patients, caregivers and the 

broader health care community 
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Patient Centered Outcomes Research helps people make informed health care 

decisions and allows their voice to be heard in assessing the value of health 

care options. This research answers patient-focused questions: 

 

• “Given my personal characteristics, conditions and preferences, what should I 

expect will happen to me?” 

 

• “What are my options and what are the benefits and harms of those options?” 

 

• “What can I do to improve the outcomes that are most important to me?” 

 

• “How can the health care system improve my chances of achieving the outcomes 

I prefer?” 
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To answer these questions, PCOR: 

 

• Assesses the benefits and harms of preventive, diagnostic, therapeutic, or 

health delivery system interventions to inform decision making, highlighting 

comparisons and outcomes that matter to people; 

 

• Is inclusive of an individual’s preferences, autonomy and needs, focusing on 

outcomes that people notice and care about such as survival, function, 

symptoms, and health-related quality of life;  

 

– Incorporates a wide variety of settings and diversity of participants to 

address individual differences and barriers to implementation and 

dissemination; and 

 

• Investigates (or may investigate) optimizing outcomes while addressing burden 

to individuals, resources, and other stakeholder perspectives. 
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Funding  

12 



13 



14 



Comparative Effectiveness Research Fees  

IRS Notice  2011-35 

 

• This notice is how the IRS is implementing Section 630 of the ACA. 

 

• Section 6301 added Section 9511 – a provision creating a Patient-

Centered Outcomes Research Trust Fund — to the Internal Revenue 

Code to provide funding for a new Patient-Centered Outcomes 

Research Institute.  

 

• This is only the first guidance on implementation of the fees and asks 

for comment on several issues.  
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Comparative Effectiveness Research Fees  

Entities that Pay the Fees 

 
• Two new sections in the Internal Revenue Code address the 

comparative effectiveness research fees. 

 

– One section applies to health insurance policies, with the fees paid 

by the issuers of the policies. 

 

– The other section applies to self-insured health plans, including 

self-insured state and local governmental plans, with the fees paid 

by the plan sponsor of the plan. 
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Comparative Effectiveness Research Fees  

For self-funded plans, the "plan sponsor"  is responsible for paying the fee.   

 

• For a plan established or maintained by a single employer, the 

employer is responsible.   

 

• For a plan established or maintained by an employee organization, the 

employee organization is responsible. 

 

• For a plan established or maintained by two-plus employers or jointly 

by employers/employee organizations (i.e., a multiemployer plan), the  

the association, committee, joint board of trustees or other similar 

group of representatives of the parties who establish or maintain the 

plan is responsible.  

 

• For a plan established or maintained by a cooperative or association, 

the cooperative or association is responsible.  
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Effect on Medical Loss Ratios 

• Premium revenue is adjusted to exclude federal and state taxes 

and licensing and regulatory fees.  

 

• The comparative effectiveness research fee meets the definition 

of a federal tax and is therefore deducted from premium revenue 

to appropriately calculate the MLR.   
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Comparative Effectiveness Research Fees  

Effective Date 

 

• The notice states that for calendar-year plans the fee would apply to 

calendar-plan years 2012 through 2018.   

• For plans that do not operate on a calendar-year basis, the fee would 

apply to the first plan year that ends on or after October 1, 2012 (e.g., a 

plan year beginning on November 1, 2011). 

 

• The fees do not apply to plan years ending after September 30, 2019. 

 

• The notice asks for comments on whether guidance is needed on how 

to define “plan year.” 
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Comparative Effectiveness Research Fees  

The Fees 

 

• The fee is $1.00 per covered life for plan/policy year for initial year.  

 

• Thereafter, it is $2.00 per covered life per plan/policy year.  

 

• The $2.00 fee will be adjusted by the percentage increase in the 

projected per capita amount of National Health Expenditures, as most 

recently published by HHS before the beginning of the fiscal year. 

 

• The notice suggests that fees are to be paid annually. 

 

 
20 



Comparative Effectiveness Research Fees  

• The notice asks for comments on reasonable methods to 

calculate the number of covered lives that would reduce the 

administrative burden.  

 

• The notice also asks for comments on whether transition rules 

will be needed for the first plan year the fees are in effect. 

 

• Comments were requested on whether the fees should be 

reported and paid annually rather than quarterly and whether 

they should be due on a fixed date regardless of the plan year. 
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Comparative Effectiveness Research Fees  

Exempt plans 

 

• Dental and vision benefits that are separately insured are exempt. 

• Self-insured dental and vision benefits would be exempt only if they 

are “limited-scope” benefits (i.e., participants elect this coverage 

separately from the medical benefit and pay an additional premium 

if they elect the coverage). 

 

• Notice 2011-35 asks for comments on whether HRAs should be subject 

to or exempt from the fees. 

 

• Retiree-only plans are not addressed. 
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QUESTIONS  
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