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 A Request can be:
◦ A direct request from a patient/personal 

representative for their EHI (whether sent to the 
patient/personal rep or directed to a third party)

◦ A request from a third party for access to an 
individual’s EHI (whether pursuant to a patient 
authorization or not )

◦ A request from a third party to establish a 
connection (i.e. an interface or API) through which 
EHI can later be received. 
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• Content and Manner Exception 

• Infeasibility Exception

• Health IT Performance Exception

• Preventing Harm Exception

• Security Exception

• Contracting with Requestors
• Licensing Exception

• Fees Exception
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This exception gives Actors clarity and flexibility with respect to 
the content and manner of access, exchange or use of EHI.

 CONTENT: The content that the Actor must provide prior to October 
2022 is limited to the data elements in the United States Core Data for 
Interoperability (“USCDI”) standard.   As of October 6, 2022, the Actor 
must respond to requests with all EHI.

 MANNER: If the Actor cannot technically fulfill the request as requested, 
or cannot reach agreeable terms with the requestor for the manner of 
fulfillment, the Actor must fulfill the request without unnecessary delay 
in the first of the following that is technically feasible: 

◦ using certified technology as specified by the Requestor; 

◦ using a content and transport standard that has been published by the 
federal government, or an ANSI accredited standard organization; or

◦ using an alternative machine-readable format agreed upon with the 
Requestor.
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This exception applies when legitimate practical challenges limit an 
Actor’s ability to comply with a request because the Actor was 
unable to obtain the requisite technological capabilities, legal 
rights or other means necessary to enable access, exchange or use.

 The actor must, within ten business days of receipt of the request, 
provide to the requestor in writing the reason(s) why the request is 
infeasible.

 For a circumstance to be infeasible one of the following must exist:
◦ the request cannot be fulfilled due to a natural or human-made disaster, public 

health emergency, public safety incident, war, terrorist attack, civil insurrection, 
strike or other labor unrest, telecommunication or internet service interruption, 
or act of military civil or regulatory authority;

◦ the information requested cannot be unambiguously separated from other EHI 
that cannot be released;

◦ the Actor can demonstrate through a contemporaneous written record its 
consistent and non-discriminatory consideration of the factors leading to the 
infeasible circumstance.
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This exception applies to poorly performing health IT that must 
be maintained or improved requiring the health IT be taken 
offline temporarily. 

The practice must be:

 implemented for a period of time that is no longer than necessary;

 be implemented in a consistent and non-discriminatory manner; and 

 be consistent with service level commitments related to health IT.
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This exception applies if the Actor reasonably believes
that the alleged practice will substantially reduce the risk 
of harm to a patient or another person. 

 In utilizing this exception, the Actor must limit its use to be no 
broader than necessary to substantially reduce the risk of harm.

 The risks addressed by this exception include data errors. 
◦ “Data that is known or reasonably suspected to be misidentified or mismatched, 

corrupt due to technical failure, or erroneous for another reason”
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This exception applies when access, exchange or use is denied 
due to a legitimate security concern of the Actor.

 To utilize this exception, the practice must:

◦ directly relate to safeguarding the confidentiality, integrity and 
availability of EHI;

◦ be tailored to specific security risks;

◦ be implemented in a consistent and non-discriminatory manner.

 Additionally, the practice must either implement a qualifying 
organizational security policy or implement a qualifying 
security determination.
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Licensing Exception - This exception permits an Actor to 
protect the value of their innovations and charge a reasonable 
royalty to earn a return on the investment they have made to 
develop, maintain and update the innovations.

 When a Requestor requires an interoperability element to access, exchange 
or use EHI and make a request to an Actor, the Actor must within 10 
business days of receiving the request, begin negotiations for a license and 
within 30 business days from receiving the request negotiate a license.

 Any royalty charged by the Actor for the interoperability element must be 
non-discriminatory and based upon the independent value of the Actor’s 
technology to the Requestor’s product. 

 In addition, an Actor cannot, as part of the license, require the Requestor to: 
◦ not compete with the Actor; 
◦ deal exclusively with the Actor; 
◦ acquire unrelated products or services; or 
◦ license or transfer any intellectual property to the Actor.
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Fees Exception - This exception permits the Actor to charge 
fees that are not opportunistic (not including reasonable 
profits) or exclusionary practices interfering with access, 
exchange or use of EHI.

 Any fees must be:
◦ based on objective and verifiable criteria that are uniformly applied for all 

similarly situated Requestors, 
◦ reasonably related to the Actor’s cost of providing the access, use or exchange 
◦ reasonably allocated among all similarly situated persons.

 Additionally, the fee cannot be based upon: 
◦ the competitive nature of the Requestor; 
◦ the sales, profits, revenues or other value the Requestor derives from the use, 

access or exchange of EHI; 
◦ costs the Actor incurred in designing or implementing the health IT in a non-

standard way; 
◦ intangible asset costs other than actual development or acquisition costs;  and 
◦ opportunity costs unrelated to the access, exchange or use of the EHI.
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And Overcoming Obstacles
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This presentation is solely for educational purposes and the matters presented herein do not 
constitute legal advice with respect to your particular situation. 

Questions
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