Local Law FAQ
Is Quorum responsible for ensuring that my site is compliant with state/local/provincial laws? 

Quorum Review IRB makes every effort to assist investigators with state, provincial, and local law requirements.   However, investigators ultimately are responsible for ensuring they meet all requirements.   Investigators must rely on their own legal counsel for interpretation of local laws, as it is beyond the scope and charge of an IRB to provide such counsel.

Quorum provides a consent form addendum that addresses local law requirements as well as a model consent form that is state law-compliant.  When reviewing any consent form, sites should confirm whether all local laws have been met.  If not, please contact Quorum’s Site Support Team with any questions or to identify requirements that Quorum’s consent form may not address.  

In addition, Quorum will produce a consent form that addresses California requirements.  Depending on the study, the California requirements will appear in the model consent form for all sites in the United States or in a version specifically produced  for research sites in California. 

Please see the Quorum Handbook, State and Provincial Laws for more information on this topic.
For California sites:  I have received my consent from Quorum; where is the California Bill of Rights? 

As a service to our sites located in California, Quorum provides a hard copy of the California Bill of Rights the first time that a site is sent English or Spanish consent forms.  The California Bill of Rights does not receive a Quorum-approved stamp and is not posted to the OnQ Portal since it is not part of the study-specific approved consent form.

If at any point during the study you need to access another copy of the California Bill of Rights, this document is available on our website 

For California Sites:  My Sponsor has requested a California state law compliant model consent form.  What elements has Quorum included?


Quorum includes the following elements in California state law compliant consent 

forms:

· Placement of the HIPAA section just before the signature page

· A separate signature line and release statement for the HIPAA authorization language

· A specific or particular expiration date of the HIPAA authorization (“This consent to use and share your records expires in 50 years.”).  

· A font increase to 14-point in the HIPAA section

· Language addressing “recovery time” from the study product or treatment included in the model consent form (“Ask the study doctor for the estimated recovery time of your participation in this study.”)

For more information on California laws, see California Civil Code §56.11(h) and California Health and Safety Code 24173.  If you have any questions regarding whether your Sponsor requested a California state law compliant model consent form for your study, please contact Quorum’s Site Support Team.

My site is in Canada.  How does Quorum address the laws of Canada’s provinces and territories?

For research in Canada, Quorum provides model consent form language that is appropriate for all provinces and territories where Quorum may provide research oversight. 
Please see the Quorum Handbook for more information about Quorum’s review of research in Canada.

I just received a Quorum consent form with a state law addendum.  What should I do with it? 

The state law addendum covers specific state-law requirements not addressed elsewhere in the consent form.  All participants should initial and date the bottom of the page of the addendum, whether they are in any of the states covered by the addendum or not.   The addendum is part of the consent form and contains a page number, and if it is present with your consent form it should not be removed even if your site is not in one of the states listed.  If your site is located in any of the states cited on the addendum, participants need to complete the pertinent blanks and sign the addendum.  

For states where the release of study documents expires after a specific time how should our site handle reconsenting? 

If Protected Health Information (PHI) will be released after the expiration event, then the participant will need to re-authorize the future releases of PHI. Therefore, if the HIPAA language is blended in the consent form then re-consent with the entire document would be appropriate. If the HIPAA document is stand-alone, then the participant would only need to sign a new authorization since the consent document should not address expiration dates in this scenario.

 My state requires additional consent forms, such as for HIV testing.  Does Quorum need to review these? 

Quorum does not need to review the separate consent form if it does not contain study-specific information and if the local requirement for consenting applies to a specific procedure or standard of care that is not unique to research.  

Does Quorum review standalone HIPAA documents? 

No.  Aside from HIPAA Authorizations incorporated into consent forms (i.e. compound authorizations) and HIPAA waiver requests, Quorum Review IRB will not review HIPAA compliance documents developed by the investigator.  This includes stand-alone HIPAA authorizations.

Please see the Quorum Handbook, No Board Review of Additional HIPAA Compliance Documents (pg. 16)
My site is in Washington State and I have heard that there are new consenting requirements.  Do Quorum’s consent forms address this?

New legislation was proposed in 2007 which would have affected informed consent for health care by adding the process of “shared decision making” for informed consent. While the initial version of the bill added new elements for legally effective informed consent and mandated the use of the shared decision making process, a revised version of the bill did not change the current consent process and form for health care and made shared decision making optional. In January 2008, the decision was made that the bill would go no further in the legislative process. Based on this decision, there is no change to current Washington State law regarding informed consent that requires changes to Quorum’s consent forms. 
My Quorum consent form does not have a section on HIPAA.  Do I need to have participants sign a separate HIPAA document?

If the model consent does not contain a HIPAA section, your site needs to present HIPAA according to your site’s requirements.   The Privacy Rule of the Health Insurance Portability and Accountability Act (HIPAA) requires investigators who are “covered entities” to obtain a HIPAA Authorization from each participant in a research trial.  Obtaining a HIPAA Authorization from a research participant allows the investigator to use and disclose the participant’s protected health information (PHI) for research purposes.

My site is in Virginia, is an additional witness line needed in my consent form?
There is some question as to whether or not an additional signature line is needed.  Contact Quorum for more information or review the state law section in our handbook.
The age of majority in my state/territory/province is over the age of 18, but the consent form refers to adult participants who are 18.  What should I do?

Quorum Review IRB is aware of a few states, provinces, and territories where the legal age of majority is over 18, such as Alabama, Nebraska, Puerto Rico, British Columbia, New Brunswick, Nunavut, Nova Scotia, Northwest Territories, and Yukon.  For non-pediatric studies Quorum Review IRB will ask the Sponsor if they will enroll participants under 21.  For these studies where the population between the ages of 18-21 (and the possibility of enrolling those considered minors in some states) will be enrolled, the Board will make a subpart D determination at the time of review.

When sites from the locations listed above submit to Quorum Review IRB, they should indicate that they intend to enroll minor participants when completing the “Site Information Questionnaire.”  If the site indicates they will enroll minor participants that have not reached the age of majority, Quorum Review IRB will automatically create a unique consent form for the site by inserting participant assent lines and other minor working changes.

If you have concerns about consenting and any local laws regarding the age of majority, please contact Customer Relations, the Site Support Team, or your Study Manager.  

From my understanding of my state laws, Quorum’s language and guidance do not comply.  What should I do? 

If you are concerned about any particular law, please identify the law and the requirements at the time of initial submission (see Question 18f of the Site Information Questionnaire).  If you determine after your site has been approved that changes may need to be made to your consent form, please update your Site Information Questionnaire (questions 14 and 18f as applicable) and submit to Quorum.  

If you require additional language in your consent form, please request a Unique Consent Form 

Please see Quorum’s Handbook, Submitting Unique Consent Forms (pg. 20) for further guidance.
If you have any questions, please call Quorum Review’s Site Support Team.







