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The 21st Century Cures Act was signed on December 13, 2016, 
with the purpose to promote and fund the acceleration of 

research into preventing and curing serious illnesses; accelerate 
drug and medical device development; attempt to address the 
opioid abuse crisis; and try to improve mental health service 

delivery. The Act includes a number of provisions that push for 
greater interoperability, adoption of electronic health records 

(EHRs) and support for human services programs.



• It is NOT just about information blocking
• Attempted to deal with the Opioid Crisis
• 42 CFR Part 2
• HIPAA
• Behavioral Health and Opioid Crisis Efforts
• Trusted Exchange Framework and Common Agreement 

(TEFCA),

Make Patients the Center of their Care through access, 
transparency, interoperability and more



“Promote health care choice and competition across the United 

States” and “advance interoperability and support the access, 

exchange, and use of electronic health information.”



• This does not pertain to me I do not use a certified EHR.

• I will be in trouble if I do not comply on day 1

• I do use a certified EHR or I am not a certified provider so I 
do not have to comply

• I can not provide the whole set of USCDI data elements 



Cures defines info blocking as business, technical, and 
organizational practices that prevent or materially 
discourage the access, exchange or use of electronic 
health information (EHI) when an Actor knows, or (for 
some Actors like EHR vendors) should know, that these 
practices are likely to interfere with access



What is Information Blocking

• Information blocking means a practice that—
• (1) Except as required by law or covered by an exception set forth 

in subpart B or subpart C of this part, is likely to interfere with 
access, exchange, or use of electronic health information; and

• (2) If conducted by a health information technology developer, 
health information network or health information exchange, such 
developer, network or exchange knows, or should know, that such 
practice is likely to interfere with, prevent, or materially discourage 
access, exchange, or use of electronic
health information; or



What is Information Blocking (cont.)

• (3) If conducted by a healthcare provider, such 
provider knows that such practice is unreasonable and 
is likely to interfere with, prevent, or materially 
discourage access, exchange, or use of electronic 
health information.

(b) Until May 2, 2022, electronic health information for 
purposes of paragraph (a) of this section is limited to the 
electronic health information identified by the data elements 
represented in the USCDI standard adopted in § 170.213



● Principle Objectives

● Enhance interoperability

● Reduce clinical burden

● Support patient access

● Eliminate information blocking

● Redefine certification criteria

● Established implementation timelines



Legislative mandate: 21st Century Cures

● Expand patient access through APIs
● Health information exchange and care coordination across payers
● API access to published provider directory data
● Care coordination through trusted exchange networks
● Improvement in the dual eligible experience 
● Public reporting and prevention of information blocking
● Provider digital contact information
● Revisions to the conditions of participation for hospitals 
● Advancing interoperability



1) Providers; 

2) Health IT Developers; 

3) Health Information Networks (HINs) and) Health Information 
Exchanges (HIEs)

Note: Healthcare provider is expansive and exceeds those required 
to comply with Promoting Interoperability programs



• Any individual or entity that meets the definition of at least one category 
of actor—“health care provider,” “health IT developer of certified health 
IT,” or “health information network or health information exchange” —as 
defined in 45 CFR 171.102  is subject to the information blocking 
regulations in 45 CFR part 171. The information blocking regulations in 
45 CFR part 171 apply to a health care provider, as defined in the Public 
Health Service Act and incorporated in 45 CFR 171.102, regardless of 
whether any of the health IT the provider uses is certified under the ONC 
Health IT Certification Program.

• California Definition 
www.dca.ca.gov/publications/healthcare_providers.shtml#intr
oduction

https://www.healthit.gov/cures/sites/default/files/cures/2020-03/InformationBlockingActors.pdf
https://www.ecfr.gov/cgi-bin/text-idx?SID=4546012e04ae061b03aaac51553c838b&mc=true&node=se45.2.171_1102&rgn=div8


What Makes an Individual or Entity an Information Blocker?

• Elements of information blocking
• Actor regulated by the information blocking provision
• Involves electronic health information (EHI)
• Practice is likely to interfere with, prevent, or materially discourage 

access, exchange, or use of EHI
• Requisite knowledge by the actor
• Not required by law
• Not covered by an exception



HHS defines electronic health information, or EHI, to mean 
electronically protected health information (ePHI) as 
defined in HIPAA, to the extent that ePHI would be 
included in a designated record set. Of note is that 
de-identified data (e.g., such as de-identified patient data 
collected for research purposes) is excluded from the 
definition of EHI and may be exchanged without concern.



This can get somewhat complicated
● Another part of the CURES act marks a shift from Common Clinical Data 

Set (CCDS) to the United States Core Data for Interoperability (USCDI). 
● The deadline for Health IT developers to update their software to the 

USCDI standard is 24 months after publication of the Cures Act in the 
Federal Register. 

● This will mean the USCDI and the CCDS will coexist in some fashion for the 
next two years. The USCDI will receive regular annual updates, expanding 
the data set standard for exchange. 

● The USCCI includes new data classes and elements, including support for: 
provenance of data, clinical notes, pediatric vital signs, address, email and 
phone number



In the Cures Act, ONC provides guidance on Information 
Blocking by defining eight specific exceptions



It will not be information blocking for an actor to engage in 
practices that are reasonable and necessary to prevent harm 
to a patient or another person, provided certain conditions 
are met.



It will not be information blocking if an actor does not fulfill a request 
to access, exchange, or use EHI in order to protect an individual’s 
privacy, provided at least one of the following conditions are met:

• Precondition not satisfied.
• Health IT developer of certified health IT not covered by HIPAA.
• Denial of an individual’s request for their EHI consistent with HIPAA.
• Respecting an individual’s request not to share information. 



It will not be information blocking for an actor to 
interfere with the access, exchange, or use of EHI in 
order to protect the security of EHI, provided certain 
conditions are met.



It will not be information blocking if an actor does not fulfill a request to 
access, exchange, or use EHI due to the infeasibility of the request, 
provided certain conditions are met.
The practice must meet one of the following conditions:
● Uncontrollable events
● Segmentation
● Infeasibility under the circumstances
The actor must provide a written response to the requestor within 10 
business days of receipt of the request with the reason(s) why the 
request is infeasible.



It will not be information blocking for an actor to make 
health IT temporarily unavailable or to degrade the health 
IT’s performance, provided certain conditions are met.



It will not be information blocking for an actor to limit the content of 
its response to a request to access, exchange, or use EHI or the 
manner in which it fulfills a request to access, exchange, or use EHI, 
provided certain conditions are met.
● Content Condition: Establishes the content an actor must provide in 

response to a request to access, exchange, or use EHI in order to 
satisfy the exception

● Manner Condition: Establishes the manner in which an actor must 
fulfill a request to access, exchange, or use EHI in order to satisfy 
this exception.



It will not be information blocking for an actor to charge 
fees, including fees that result in a reasonable profit margin, 
for accessing, exchanging, or using EHI, provided certain 
conditions are met:



It will not be information blocking for an actor to license 
interoperability elements for EHI to be accessed, 
exchanged, or used, provided certain conditions are met:



• The new rules and exceptions: Be familiar with your role as a provide.
 

• Current policies and procedures: Do your practice’s policies and procedures 
include information and data-sharing processes that prohibit or delay sharing 
information with patients? If so, language will need to be modified. 

• Current forms for permission of the release of records: Forms should not 
indicate a delay or language that may persuade a patient to make a decision 
regarding access.

•  EHR data: What information is readily available, and what information is 
embedded in other records or areas? Information that is embedded may 
eventually need separating. Work with Exym staff.














