
Frequently Asked Questions
Affordable Care Act Mandate for Patient Safety  
(§156.1110 of the Final Rule) Effective January 2017

The Centers for Medicare and Medicaid Services (CMS) finalized its “Notice of Benefit and Payment Parameters” for 
2017 in the March 8, 2016 Federal Register.  In it, they establish new patient safety requirements for hospitals that 
contract with a Qualified Health Plan (QHP).  Hospitals with over 50 beds must engage with a federally listed Patient 
Safety Organization (PSO) or, if not working with a PSO, implement an evidence-based initiative, to improve healthcare 
quality through the collection, management and analysis of patient safety events that reduces all cause preventable 
harm, prevents hospital readmission or improves care coordination.

The new rule goes into effect for plan years beginning on or after January 1, 2017.  QHPs will need to verify that their 
hospitals are in compliance by, for example, seeking evidence of a current PSO agreement or an attestation of the 
hospital’s participation that demonstrates compliance.  

Where can I find these Regulations?   HHS Notice of Benefit and Payment Parameters for 2017, 
81 Fed. Reg. 12204 (March 8, 2016).  Link:  https://www.
federalregister.gov/articles/2016/03/08/2016-04439/
patient-protection-and-affordable-care-act-hhs-notice-of-
benefit-and-payment-parameters-for-2017

What is a QHP issuer? A QHP Issuer is a private insurer who has been certified as 
a QHP and issues insurance through the Marketplace.  QHP 
stands for Qualified Health Plan.

What does a QHP issuer need to do? For plan years beginning on or after January 1, 2017, a QHP 
issuer is required to verify that their contracted hospitals, 
with more than 50 beds, have current agreements with 
PSOs or meet the “reasonable exception.”

The QHP issuer is required to collect materials from their 
contracted hospitals which reflect implementation of PSO 
activities and implementation of a person-centered hospital 
discharge program, or documentation to reflect that the 
hospital meets the reasonable exception.  Examples are a 
copy of a current PSO Agreement or an attestation that the 
hospital is currently participating with a PSO.   

It is the responsibility of the QHP issuer and contracted 
hospital to maintain current documentation and ensure 
compliance with these patient safety standards.
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What does a hospital with 50 or more beds need to do? Hospitals with more than 50 beds must be a part of a PSO 
or meet the reasonable exception, and provide evidence 
of compliance to the QHP.  We are unsure, at this point, 
exactly how QHPs will enforce this obligation. However, 
ECRI Institute PSO will upon request provide an attestation 
or current agreement to you and your QHP to demonstrate 
compliance. 

Likewise, ECRI Institute will provide an attestation for 
hospitals that participate in an ECRI Institute evidence-
based initiative that meets the reasonable exception 
requirements. 

Provide a copy of your CMS Certification Number (CCN) or 
other type of documentation to demonstrate compliance 
with comprehensive person-centered hospital discharge plan. 

How can I obtain an attestation from my PSO? Contact your ECRI Institute PSO Liaison or Regional Account 
Executive.

What is a “reasonable exception”? The Final Rules defines “reasonable exception” as 
implementation of an evidence-based initiative, to improve 
health care quality through the collection, management 
and analysis of patient safety events that reduces all 
cause preventable harm, prevents hospital readmission or 
improves care coordination.

Do PSQIA Protections Apply?   The federal legal privilege and confidentiality protections of 
the PSQIA apply only to engagements with PSOs, not those 
under the reasonable exception.

Are the AHRQ Common Formats required? CMS strongly supports hospital tracking of patient safety 
events using the AHRQ Common Formats (CFs) and 
notes that the use of CFs, and aligning with existing HHS 
recommendations for hospitals is integral. The patient safety 
standards in this rule do not require the use of CFs at this 
time.

1  The Patient Protection and Affordable Care Act (Pub. L. 111–148) and the Health Care and Education Reconciliation Act of 
2010 (Pub. L. 111–152), as amended (the Affordable Care Act) includes the creation of competitive marketplaces called Afford-
able Insurance Exchanges, or ‘‘Exchanges’’ also called Health Insurance MarketplaceSM or MarketplaceSM) through which qualified 
individuals and qualified employers can purchase health insurance coverage. According to healthcare.gov a Qualified health plan 
(QHP) is defined as an insurance plan that is certified by the Health Insurance Marketplace, provides essential health benefits, 
follows established limits on cost-sharing (like deductibles, copayments, and out-of-pocket maximum amounts), and meets other 
requirements. A qualified health plan will have a certification by each Marketplace in which it is sold. 
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