
HIPAA and Common Rule/FDA Requirements 

for Authorization and Informed Consent
	
	Common Rule: 45 CFR 46.116
FDA: 21 CFR 50.25
	HIPAA

45 CFR 164.508(c)

	Purpose
	Statement that the study involves research, explanation of the purposes
	Description of purpose(s) of any use or disclosure of PHI

	Procedures
	Description of procedures (identifying any that are experimental) and expected duration of subject’s participation
	Description of information to be used or disclosed; who may release PHI for the research and who may receive it

	Risks
	Description of any reasonably foreseeable risks or discomforts resulting from the research; statement (if applicable) the research may involve unknown risks
	Statement that once disclosed, information may no longer be protected by HIPAA

	Potential Benefits
	Description of any potential benefits reasonably expected from the research
	n/a

	Alternatives
	Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to subjects
	n/a

	Confidentiality
	Statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained (FDA requires disclosure that FDA may access records for FDA-regulated studies)
	n/a [But patients also receive a “Notice of Privacy Practices” from their health care providers at first encounter.]

	Compensation
	For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available in the event of injury
	n/a

	Voluntary
	Statement re: voluntary nature of participation
	· Description of requestor’s ability or not to condition treatment, etc. on granting of authorization (treatment generally may be conditioned in clinical trials)

	Termination
	· Anticipated circumstances where subject’s participation may be terminated without subject’s agreement

· Consequences of a subject’s decision to withdraw and description of procedures for orderly termination of participation
	· Description of subject’s right to revoke authorization and any limits (as permitted by HIPAA)

· Expiration date or event (may be “end of the study” or “none” for research)

	Additional Costs to Subjects
	Any additional costs to the subject that may result from participation
	n/a

	Miscellaneous
	· Statement re: additional information to be provided in case of significant new findings

· Approximate number of subjects involved

· Contact information for questions

· Signature/date of subject or subject’s representative
	· Form must be written in plain language understandable to subject

· Signature/date of subject or subject’s representative (and representative’s relationship to subject)



