
Summary of State/Territory-Specific Variations in Informed Consent for 
Human Subjects Research Participation 
 
Background:  
At the US Federal level, informed consent processes for human subject research are guided by 
the Common Rule [45 CFR Part 46, Subpart A] and overseen by HHS’s Office for Human 
Research Protections (OHRP). The Common Rule contains a non-preemption clause (“This policy 
does not affect any State or local laws or regulations which may otherwise be applicable and 
which provide additional protections for human subjects”) as well as direct recognition of 
additional state-specific informed consent requirements ("The informed consent requirements 
in this policy are not intended to preempt any applicable Federal, State, or local laws which 
require additional information to be disclosed in order for informed consent to be legally 
effective.")  
 
The release of protected health information from covered entities for research (as well as for 
other purposes) is regulated by the Health Insurance Portability and Accountability Act of 1996 
(HIPAA) Privacy Rule [45 CFR Part 160, Subparts A and E; 45 CFR Part 164] and overseen by 
HHS’s Office of Civil Rights (OCR). Unlike the Common Rule, the HIPAA Privacy Rule sets the 
“Federal floor” for privacy protections and allows for state law to preempt it only within a very 
specifically defined and limited set of circumstances unless the state law offers additional 
privacy protections (“The provision of State law relates to the privacy of individually identifiable 
health information and is more stringent than a standard, requirement, or implementation 
specification adopted under subpart E of part 164 of this subchapter.”) [45 CFR Part 160, 
Subpart B].  
 
Below we present a summary of state/territory-specific requirements we have complied for 
informed consent processes for research for the 50 US states, 5 inhabited territories, and 
District of Columbia. We also provide example informed consent templates that can be 
customized for studies across the United States. 
 
Definitions: 

Age of majority: age at which a person can consent themselves to participation in 
research  
Bill of rights: formal declaration of the rights of the research participant (e.g., California 
Experimental Research Subject’s Bill of Rights) 
Date of expiry: forms may require a date or term of expiry be stated within the form 
itself. 
 Date: an actual date of expiry must be specified within the form (e.g., December 
31, 2099) 
 Term: only a term of expiry (e.g., 12 months from signature) is required; no 
specific date must be listed  



Sensitive data confirmation: persons must specifically acknowledge the release of 
sensitive data types continued within their records (e.g., sexual health) 
Access to records: a statement indicating that participants have the right to access 
specific records) 
Witness signature: persons wishing to participate must have a person who can attest to 
their identity witness their signature 

 
  



Summary table: State/Territory-Specific Variations of Consent 
State(s)/Territories Primary Consent HIPAA 

Authorization 
Age of 
Majority 

Bill of 
Rights 

Form 
version 

Form version 

AK, AZ, AR, CO, CT*, DC, FL, GA*, 
HI, ID, IA, KS, KT, MI, MS, MO, NE, 
NV, NH, NJ, NM, NY, NC, ND, PA, 
RI, SC, SD, TN, UT, VT, VA**, WV, 
WI, US Virgin Islands, Guam, 
American Samoa, Northern 
Mariana Islands 

18 none Standard Standard 

AL 19 (unless 
the study has 
been AL-
state IRB 
approved) 

none Standard Standard 

Puerto Rico 21 none Standard Standard 
CA 18 required Standard Date of expiry 
DL, IN, LA, MN, OH, OK, WA 
 

18 none Standard Date of expiry 

MA, OR, TX 18 none Standard Sensitive Data 
Confirmation 

ME 18 none Standard Date of expiry: 
30-month term 

MT 18 none Standard Date of expiry: 
30-month date 

MD, WY 18 none Standard Date of expiry: 
12-month term 

IL 18 none Standard Access to records 
and Witness 
Signature and 
Date of expiry 

*In the states of Connecticut and Georgia, HIPAA Authorizations are valid for one year from 
their date of signature to request of records from insurance providers.  
** In the state of Virginia, HIPAA Authorizations are valid for two years from their date of 
signature for the request of records from insurance providers.  
 
Other notes: 
• In the state of Maine HIPAA Authorizations are only valid for a 30-month term. Every 30 

months, people who receive care in Maryland or Wyoming should be invited to resign the 
same form with a 30-month expiry term specified (but no date of expiry) listed.  



• In the state of Montana HIPAA Authorizations are only valid 30 months and only if expiry 
date is provided. If your study has rolling enrollment, one approach is to update the form 
used in Montana on an annual basis to state a date 30 months from January 1st of the 
enrollment year. At the date of expiry (30 months from January 1st of the enrollment year), 
all persons consented that calendar year would be contacted for re-authorization on a form 
listing a date 30 months hence. For example, the 2018 form will expire on 7/1/2020. Those 
consented in 2018 would be asked to resign a form on 7/1/2020 that would then expire 
12/31/2022. 

• In the states of Maryland and Wyoming HIPAA Authorizations are only valid for one year. 
Annually, people who receive care in Maryland or Wyoming should be invited to resign the 
same form with a 12-month expiry term (but no date of expiry) listed.  

• In the state of Illinois it is the convention to require all HIPAA Authorizations to have a date 
of expiry although the IL statute that requires a date of expiration (the Mental Health and 
Developmental Disabilities Confidentiality Act), relates only to "therapists" as defined as, " 
‘Therapist’ means a psychiatrist, physician, psychologist, social worker, or nurse providing 
mental health or developmental disabilities services or any other person not prohibited by 
law from providing such services or from holding himself out as a therapist if the recipient 
reasonably believes that such person is permitted to do so." 
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