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2013 HIPAA Regulation Changes – HITECH Act 

FAQs 

 

What is the impact of the changes on healthcare providers and business associates? 

Providers and their business associates have been awaiting these final regulations which give 

more detail to the expansion of HIPAA obligations – particularly to business associates. Prior to 

the HITECH expansion, many business associates would simply say “not my problem” when 

confronted by providers with HIPAA compliance matters. Other business associates would 

undertake activities to satisfy the provider but had very little infrastructure around those 

activities. These changes provide business associates with the understanding that they are 

expected to have substantive HIPAA compliance programs including the execution of business 

associate agreements with subcontractors. 

 

Who are Business Associates? 

Business associates have become a larger and more integrated part of the quality care delivery 

system, giving them access and control to greater amounts of Protected Health Information. 

Under the new rules, they will now have to give serious attention to the required risk analysis 

and the determination of whether the recommended safeguards are necessary. The extent to 

which this risk analysis was performed will become vital if Health and Human Services’ 

preliminary review of a complaint suggests that a violation occurred due to “willful neglect.” 

Such a finding now requires that the Secretary conduct a compliance review of the business 

associate or provider involved to determine whether it is compliant with the applicable standards. 

A HIPAA compliance program that has been analyzed and properly implemented will be a 

significant factor in the assessment of whether willful neglect exists. 

Business associates must also obtain “satisfactory assurances” in accordance with the rules 

regarding business associate agreements that the subcontractor will appropriately safeguard the 

information prior to allowing its subcontractor to create, receive, maintain, or transmit Protected 

Health Information. 
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What about Business Associate Agreements? 

Providers and business associates must comply with the changes by September 23, 2013. So, 

any business associate agreements entered into after that date must be compliant with the 

changes. If the business associate agreements that a provider has in place currently are compliant 

with 164.314(a) and 164.504(e), it could have until September 22, 2014 to make any necessary 

revisions if no renewal or modification is necessary. 

The transition rules also gave special consideration to limited data set use agreements, allowing 

limited data sets to continue to be shared under those agreements as long as they are compliant 

with 164.514(e) until September 22, 2014, if they are not modified after September 23, 2013. 

Business associates that do not have business associate agreements or data use agreements in 

place with their subcontractors should begin this contracting process immediately. 

What about marketing? 

As patient compliance monitoring is outsourced to business associates and business associates 

engage contractors to assist in the process, the extent to which information can be shared without 

the patients’ specific authorization has been an issue. The new definition of marketing makes it 

clear that the extent to which a profit is made on the service determines whether it is marketing 

for purposes of the rule. It continues to be the case that the sharing of Protected Health 

Information for marketing purposes requires specific authorization. The various entities that have 

begun to provide patient monitoring and analysis services for profit will have to give significant 

thought to the manner in which they obtain authorization for their activities. 

We expect that business associates will be very busy in their efforts to comply with the changes 

while providers will take this opportunity to reevaluate their programs and ensure that their 

practice and contracts are in compliance with the changes. 

What about fundraising?  

The fundraising rule was revised to allow providers to share institutionally or with a related 

foundation not only demographic information generally, but specifically individual information 

including name, address, other contact information, age, gender and date of birth, without an 

authorization. The changes also allow for the use of the department in which the service was 

given, treating physician, outcome information and health insurance status without an 

authorization.  

 

This information can only be shared, however, if the sharing of the individual information is 

included in the Notice of Privacy Practices and the individual is given the opportunity to opt 

out. 

 


