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Disclaimer

This Consent Cover Document is Copyright ( 2002-2004 by the HIPAA Collaborative of Wisconsin (“HIPAA COW”).  It may be freely redistributed in its entirety provided that this copyright notice is not removed.  It may not be sold for profit or used in commercial documents without the written permission of the copyright holder.  This Consent Cover Document is provided “as is” without any express or implied warranty.   This Consent Cover Document is for educational purposes only and does not constitute legal advice.  If you require legal advice, you should consult with an attorney.  HIPAA COW has reviewed this Consent Cover document in relation to Wisconsin Statute 146.81-146.83 preemption issues and has not yet addressed other state pre-emption issues related to Consent.  Therefore, this document may need to be modified in order to comply with other Wisconsin laws.

* * * *

Consent

The August 14, 2002 amendments to the Privacy Rule eliminated one of the most controversial elements of the HIPAA Privacy Rule, the need for consent.  The December 2000 rule required direct care providers obtain the patient’s written consent to use or release protected health information for treatment, payment and health care operations.  The final amendments eliminate this requirement, and substitute a requirement that direct health care providers make a “good faith effort” to obtain a written acknowledgement of receipt of the provider’s Notice of Privacy Practices.  

What Covered Entities Need to Obtain Consent?

No covered entity is required to obtain consent.  Section 164.506 was retitled from “Consent for uses and disclosures to carry out treatment, payment, or health care operations” to “Uses and disclosures to carry out treatment, payment, or health care operations”.  The final amendments make the written consent optional on the part of all covered entities, including providers with direct treatment relationships.  

If a covered entity wishes to obtain consent of the individual to use or disclose protected health information to carry out treatment, payment, or health care operations, the consent cannot permit a use or disclosure that would otherwise require an authorization as identified under section 164.508.  Please see the HIPAACOW documents on authorizations.  

This final Rule allows covered entities that choose to have a consent process complete discretion in designing that process. The Department stated in the comments section of the amended rule, that one consent process and one set of principles will likely be unworkable. Covered entities that choose to obtain consent may rely on industry practices to design a voluntary consent process that works best for their practice area and consumers, but they are not required to do so.

It is unresolved as to what would happen if a covered entity asked for the optional consent and the individual refused to consent. Would the covered entity then be bound to not use any of the individual’s protected health information for treatment, payment, or operations?  There is no guidance on this theoretical question.

All of the December 2000 regulation statements describing the consent requirements were stricken from the August 14, 2002 amended rule.

Written Acknowledgement

Except in an emergency, covered health care providers with a direct treatment relationship with an individual must make a good faith effort to obtain a written acknowledgement of receipt of the notice of privacy practices.  If the written acknowledgement is not obtained, the provider must document its good faith efforts to obtain such acknowledgement and the reason why the acknowledgement was not obtained.

Falling back on the December 2000 rule, such reasons may be:

· This is an emergency treatment situation and the patient is unable to sign the acknowledgement.

· {Name of Covered Entity} is required by law to treat the patient and {Name of Covered Entity} has attempted but is unable to obtain the patient’s written acknowledgement.

· There are substantial barriers to communicating with the patient and {Name of Covered Entity} determines that the patient’s acknowledgement is inferred from the circumstances.

Retention of Records

Covered providers must document and retain the written acknowledgement.   This acknowledgement would be part of the medical record and as such would be kept per record retention policies of the covered entity, or for a minimum period of six years.  
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