Site Information Questionnaire:  Primary Research Facility (SIQ) workbook
And 

Frequently Asked Questions about Local Laws
This document is intended to answer commonly asked questions and should be used as a guidance document for completing Quorum’s Site Information Questionnaire.  Should you have any additional questions that are not answered in the following pages, please call Quorum Review at (206) 448-4082.

Please complete all questions.  Answer N/A for any question that does not apply.  Please do not leave any blanks on the form.  

	Question description
	What is this information used for?  Why is it being asked?

	Question #1 – Principal Investigator

Principal Investigator full name, license information, sponsor name & protocol number for this study, funding source & email address
	This question seeks information for PI, study and sponsor identification. These identifiers assure that the Board reviews the appropriate investigator for the appropriate study.  If the PI will be overseeing sites in more than one state, be sure the PI provides a medical license number for each of those states.  An email address is optional, but is required in order to set-up a portal account.  
Federally Funded Studies in the United States:  A Federalwide Assurance (FWA) # is generally required for federally funded research.  If your site does not have one please submit either a copy of the FWA application or an explanation.
Canadian Research and the Tri-Council Policy Statement (TCPS 2):  As a matter of policy, Quorum will review Canadian research in accordance with applicable regulations and guidelines, including the Canadian Food and Drug Act regulations and the TCPS 2.  Under TCPS 2 guidelines the IRB/REB must review the site’s trial budget as part of the submission.  If for any reason you believe that the TCPS 2 does not apply to this research, please provide a written explanation as part of your Canadian site submission. 

	Question #2 – Primary Research Facility
Information about the Primary Research facility, business name, address & contact information
	This question requests the name, address and contact information for the Principal Investigator’s Primary Research Facility. The Primary Research Facility is often the main office of the Principal Investigator or where a majority of the study activities will be completed.  The telephone numbers listed in this Question will be placed on the consent form.

	Question #3 – Communication with Quorum Review (Primary Contact)

Primary contact information between Quorum and Principal Investigator
	This question requests contact information for the individual that will serve as the primary Board contact for the study.  All questions from the Board (including follow-up on incomplete documents) and all written correspondence will be sent to the attention of this individual. Only one individual should be indicated.  An email address is requested and will be required if the sponsor has established your site as the Board billing contact.  If you are unsure whether you are the billing contact, please verify with your sponsor to avoid delays in your submission.  An email address is also required in order to set-up a portal account.  

	Question #4 – Information about the PI

#4a - 

Identify whether the Principal Investigator has clinical research experience with human subjects
	This question serves as a reminder of the need to include the Principal Investigator’s clinical research experience with the site’s submission.  The Board is generally interested in understanding the Principal Investigator’s role in previous research, the years the research was conducted, and the areas under study.  If the PI’s clinical research experience is not included in the C.V., or the PI does not have clinical research experience, please include this documentation with the C.V.   The Board will weigh the PI’s background in relation to the protocol and its requirements.

	Question #4 – Information about the PI

#4b - 

Identify whether the Principal Investigator has been audited
	This question requests information about audits of the Principal Investigator conducted within the past 3 years by the Food and Drug Administration (FDA), the Office of Human Research Protections (OHRP), Canadian Ministry of Health, or other regulatory agencies.  Any audits conducted more than 3 years ago do not need to be reported.    It is also not necessary to include audit information on individuals other than the Principal Investigator.  For audits conducted within the past 3 years, please provide audit dates and copies of all documentation and correspondence relating to the audit (including 483s, Establishment Inspection Reports, Site/Investigator Responses, and Good Practices Letters.) 



	Question #4 – Information about the PI

#4c – Identify if a government licensing authority has taken an adverse action against the PI
	This question requests information about any enforcement actions taken against the Principal Investigator by government licensing authorities or other regulatory agencies.  If an enforcement action has been taken, a letter of explanation must be submitted with this form. The Board is interested to learn whether the PI’s license has any restrictions or conditions on it, such as a chaperone requirement or a restriction on the use of controlled substances.   Please note that the Board independently verifies each license, so providing a letter of explanation promptly will help avoid future questions and delays.

	Question #4 – Information about the PI

#4d Identify any prior sponsor or Ethical Review Board suspension/termination of a study at this site or with this Principal Investigator


	This question requests information about any suspension or termination of a study at this facility by a sponsor, a regulatory agency or the Principal Investigator for reasons attributed to the Principal Investigator’s or facility’s management of the study.  If such action has been taken a letter of explanation must be submitted with this form.  The explanation should explain the prior situation and any corrective actions taken by the site to address and remedy the situation.

	Question #5 – Conflict of interest
	This question requests a Conflict of Interest (COI) form be completed if a member of the research staff or an immediate family member has a financial or other relationship with sponsor/study entities.  The Quorum Handbook provides a more complete definition of an actual or potential COI.  Please identify any COI so the Board can review what mechanisms may be necessary to manage the conflict.   Mechanisms for managing conflicts of interest include consent form disclosure and the delegation of study tasks to others without COI.  You must also complete the Investigator Conflict of Interest Statement if you answer in the affirmative for this question, including details of any disclosable financial arrangements and interests along with a description of the steps taken to minimize impact on study participants. Quorum will accept a completed FDA Form 3455 in lieu of Quorum’s form if the investigator is the only individual with a disclosable interest and if the investigator has no disclosable relationships other than those listed in the Form 3455.

	Question #6 – Human Research Participant Protection Training

#6a – Principal investigator courses on human research participant protection
	This question requests information about any research participant protection training the principal investigator has completed within the last 3 years.  If the PI has not completed any training within the last 3 years the last box should be checked and an explanation should be given for how the PI has developed or will develop an understanding of the role of the Ethical Review Board, the importance of the informed consent process, safety reporting obligations, and other aspects of human participant protection.     The Board will weigh the PI’s background in relation to the protocol and its requirements.  If training has not yet occurred, approval will not be granted until the training is complete.

	Question #6 – Human Research Participant Protection Training

#6b – Research staff training 
	This question requests the PI to confirm that the research staff understands the role of the Ethical Review Board, the importance of the informed consent process, and other pertinent aspects of human participant protection.   If the PI cannot confirm this, please describe how staff will be educated. 

	Question #7 – Information about the Primary Research Facility

#7a – Information about study activities to occur at the Primary Facility
	This question requests information about what study activities will happen at the primary research facility. The response to this question helps the Board appropriately assess the adequacy of the physical and personnel resources at this site.

	Question #7 – Information about the Primary Research Facility

#7b – Description of the Primary Facility
	This question requests information about the nature of the primary research facility.  The response to this question helps the Board understand the local setting in which the research will occur.

	Question #8 – Research Resources

#8a – Number of staff that the Principal Investigator is supervising for this study
	This question requests information about the study personnel available to the PI for the study under review.  The response to this question helps the Board assess the adequacy of the resources to conduct research at the site.

	Question #8 – Research Resources

#8b – Total numbers of Principal Investigator’s current research activities
	This question requests information about the total number of research studies the PI is currently conducting and the resources available to support those studies.  This question is not intended to capture precise or conclusive data.  Instead, the response to this question provides a "snapshot" overview of the PI's research workload and helps the Board assess the adequacy of the personnel and physical resources dedicated to manage and conduct the PI's studies.  

If the total number of research studies the PI is currently conducting is over 10, the board would like to know more about the research staff, facilities and participants the PI is working with. 

With respect to personnel, provide a general idea of the number of individuals devoted solely to research activities.   With respect to facilities, provide the number of locations that the PI and the PI's staff use for conducting research activities.  With respect to study participants, provide a rough estimate of the total number of participants actively participating in all the research studies you are responsible for.  A participant is "actively participating" if the participant is receiving study drug, using a test article, coming in for study visits, etc.  You do not need to include participants in long-term follow-up.

The Board understands that many other factors also are important, such as the nature of the PI’s other studies and the extent of the PI’s clinical practice.  The Board will ask the site for more information if the Board has any concerns.  You also may provide a letter of explanation with this submission if you feel that this question warrants a more detailed response.  

	Question #9 – Local Jurisdiction Issues

#9a – Identify if another Review Board have jurisdiction over this study 
	This question asks the PI whether another Review Board have jurisdiction over this study.  For example, is the PI affiliated with an institution that has its own Review Board.  For additional guidance please refer to the Quorum Handbook or call Quorum at 206-448-4082.  Please contact Quorum at 206-448-4082 if the institution insists on a more formal agreement documenting the relationship between the institution and Quorum.

	Question #9 – Local Jurisdiction Issues

#9b – Identify if this study requires a participant to be registered in a hospital or institution for any procedure beyond those considered to be minimally or non-invasive
	This question asks the PI whether study procedures will be conducted at a hospital or other institution and, if so, whether those procedures are more than minimally invasive.  If the PI determines that procedures to be done in the institution are more than minimally invasive, an Additional Site Information Questionnaire must be completed and an Institutional Jurisdiction Waiver form must be executed to document that the institution has been notified of the research and that the institution’s Review Board, if any, has waived jurisdiction.  Examples of procedures that Quorum generally considers to be non-invasive or minimally invasive include magnetic resonance imaging, echocardiography, and ultrasound procedures.  For additional guidance please refer to the Quorum Handbook or call Quorum at 206-448-4082.  Please contact Quorum at 206-448-4082 if the institution insists on a more formal agreement documenting the relationship between the institution and Quorum.

	Question #9 – Local Jurisdiction Issues

#9c – Identify if a participant will be registered in a hospital/institution for a study procedure that the institution requires to be reviewed by an Ethical Review Board
	This question requests the PI to determine if a participant will be registered in a hospital/institution for a study procedure that the institution requires to be reviewed by the institution’s Review Board.  If the institution requires Board review of the procedure, an Institutional Jurisdiction Waiver Form must be executed by an institutional official to indicate that the institution waives their jurisdiction of the study.  Please contact Quorum at 206-448-4082 if the institution insists on a more formal agreement documenting the relationship between the institution and Quorum.

	Question #9 – Local Jurisdiction Issues

#9d – Identify if the PI holds a position in an institution that requires review of research by the institution’s Review Board
	This question asks the PI whether his/her position within an institution requires the review of the proposed study by the institution’s Review Board.  If so, an Institutional Jurisdiction Waiver Form must be executed by an institutional official to indicate that the institution waives their jurisdiction of the study.  Please contact Quorum at 206-448-4082 if the institution insists on a more formal agreement documenting the relationship between the institution and Quorum.

	Question #9 – Local Jurisdiction Issues

#9e – Identify if the protocol has been submitted to another Ethical Review Board for review and if so, what the outcome of the review was
	This question requests information about the submission of this proposed study to another Review Board.  If the PI has submitted this study to another Ethical Review Board, a letter of explanation should be included with this submission and the outcome of the review must be listed on this form.  Quorum requests this information to assure that Quorum has complete knowledge of any previous Board decisions and to alert Quorum if the submission serves as a request to transfer jurisdiction to Quorum.

	Question #9 – Local Jurisdiction Issues

#9f – Identify local community attributes that may adversely impact the research at this facility
	This question asks about the local community’s attitudes about clinical research.  If the community has attributes that would adversely impact research a letter of explanation should be submitted with this form.  An example of a community attribute that might adversely affect the research could be recent negative local media reports of an injury associated with a research study.  The response to this question helps the Board understand the local setting in which the research will occur.

	Question #9 – Local Jurisdiction Issues

#9g – Identify state, provincial or local laws for review and conduct of research at the site
	This question asks the site to identify any state, provincial, or local laws that uniquely affect the review and conduct of research at the site.  Please submit a description of any such laws.  Although the Board is not responsible for the PI or site’s compliance with state, provincial, or local laws, the Board will use this information to assist PIs in developing consent forms and research practices in accordance with state, provincial, and local laws.  Examples of pertinent state laws include the California requirement for an experimental bill of rights and the Alabama and Nebraska laws that define the age of majority at 19 years old.

Quorum has designed the model consent form to comply with local laws of which Quorum is aware.  If you believe your laws require additional consent form modifications, be sure to obtain a copy of the model consent form from your sponsor to evaluate whether or not you will require a unique consent form.

	Question #10 – Privacy of Participants

#10- Affirm that your site will follow the bulleted steps to safeguard participant privacy
	This question helps the Board determine whether the site satisfies the regulatory requirement of ensuring there are adequate provisions to protect the privacy of subjects.  This question requests an affirmation that your site will follow the bulleted steps to safeguard the right of participants to control access to their individual information.  If your site cannot follow the bulleted steps please attach an explanation of the safeguards your site will put in place.  

	Question #11 – Confidentiality of Study Data

#11- Affirm that your site will follow the bulleted steps to maintain confidentiality of study data
	This question helps the Board determine whether the site satisfies the regulatory requirement of ensuring there are adequate provisions to protect the confidentiality of data.  This question requests an affirmation that your site will employ appropriate safeguards to protect the information provided by participants from improper use or disclosure.  If your site cannot follow the bulleted steps please attach an explanation of the safeguards your site will put in place.

	Question #12 – Recruitment of Study Participants

#12 – Identify the methods by which participants will be recruited.
	This question asks the site to identify the methods to be used to recruit participants.  Recruitment is the first step in the consent process.  The question requests that all recruitment materials prepared by the site (such as print advertisements and telephone screens) be submitted with this form.  Recruitment materials that are not submitted for review at the time of this submission may be submitted for review at any time in the study (for an additional fee).  For additional information about advertising materials please see the Recruitment and Participant Study Materials Memo and the Quorum Handbook.

	Question #13 – Compensation of Study Participants

#13a – Indicate if, and how much participant compensation will be provided to participants in this study

	This question requests the details of the participant compensation schedule for this study.  Please assure that the individual visit amounts add up to the total amount if compensation will be provided.  If the site plans to pay differently for a sub-study please attach a description of the sub-study payment schedule.  The Board is requesting details of participant compensation to appraise whether the proposed compensation is unduly coercive, and assure clarity of compensation details in the consent form(s).  The Board discourages excessive completion bonuses and generally will not approve a completion bonus that exceeds 40% of the total compensation.

	Question #13 – Compensation of Study Participants

#13b – Indicate when participant compensation will be provided for the study
	This question asks about when compensation will be given to participants.  The Board is requesting details of participant compensation to appraise whether the proposed compensation is unduly coercive, and assure clarity of compensation details in the consent form(s).  

	Question #14 – Reimbursement of Study Participants

#14a – Indicate if, and how much participant reimbursement will be provided to participants in this study
	This question seeks to identify alternative forms of compensation that will be provided to study participants.  These forms of compensation include reimbursement for costs incurred, travel and parking, gifts, and study equipment that will not be returned at the end of the study.  Generally, all forms of compensation provided to participants should be described in the consent form for the study.

	Question #14 – Reimbursement of Study Participants

#14b – Indicate when participant reimbursement will be provided for the study
	This question asks about when reimbursements will be given to participants.  The Board is requesting details of participant compensation to appraise whether the proposed compensation is unduly coercive, and assure clarity of compensation details in the consent form(s).  

	Question #15 – Consent Form
#15 – Indicate if the site will utilize a model or unique consent form
	This question asks the site to indicate whether it will utilize the model consent form (developed by the Sponsor and Quorum’s Board for this study) “as is” or add unique language to create a “unique consent form.”  If the site chooses the model consent form “as-is,” applicable site specific information (ex. address, phone numbers and compensation)  will be inserted into the consent form.  If the site chooses to create a unique consent form, the site should obtain an electronic copy of the model consent form from Quorum and track the unique changes into the electronic copy utilizing the “track changes” feature in Microsoft Word.  To access the “track changes” feature in Word, go to Tools and click on “Track Changes.” You must also obtain sponsor approval and submit the form with proof of sponsor approval (such as an e-mail) and a brief rationale for those changes.  Reasons sites choose to have unique consent forms are varied.  Two examples include: addressing state laws that may not be in the model consent form, or adding additional descriptions of the study as desired by the Principal Investigator.  The tracked copy of the consent form must be returned to Quorum in electronic format in order for the unique changes to be reviewed by the Board as part of your submission.

	Question #16 – Consent Form Addresses
#16 – Indicate the addresses to appear on the consent form
	This question requests that the site identify if the primary facility address is to be included on the consent form.  Additional addresses can be added to your consent form as described on the Additional Facility Forms (AFSIQ) as applicable.  At least one address must appear on the Consent Form.  All addresses included on the consent form must either have a corresponding Primary Site Information Questionnaire or an Additional Facility Site Information Questionnaire completed and reviewed by the Board.  The Board includes site addresses on the consent form document to provide contact information for the participant.

	Question #17 – Consent Process 

#17a – Affirm the informed consent principles at the site
	This question asks for an affirmation of the informed consent principles for your site.  The bullets included in the question represent consent principles recommended by Quorum’s board.   If your site does not agree to the principles as bulleted an explanation should be attached.

	Question #17 – Consent Process 

#17b – Indicate how participant will have enough time to consider whether to consent
	This question asks you to identify how you will be sure the participant will have enough time to consider whether to consent.  For example, participants should usually be allowed to take the consent form home overnight.

	Question #17 – Consent Process 

#17c – Indicate who will conduct the informed consent process at the site
	This question asks you to identify who will be conducting the informed consent process with the potential participants at your site.  Please identify all individuals who might be involved including 
sub-investigators, coordinators.

	Question #18 – Vulnerable Populations 

#18a – Identify if employees/family members will be enrolled in this study
	This question asks the site to identify if employee/family members of the site or sponsor will be enrolled in the study.  Employee (or family) participants should be protected from the possibility of undue coercion.  Language will be added into your consent form, or provided in addendum format, in order for you to enroll this population.  

	Question #18 – Vulnerable Populations

#18b/bi/bii – Indicate if children or minors will be enrolled in the study 
	This question asks whether children or minors will be enrolled in the study.  For studies that will include children or minors above the age of 7, please affirm the assent principles listed on the form.  If your site does not agree to the principles as bulleted an explanation should be attached.  This question also asks how you will confirm whether an individual can provide permission for research purposes according to your local laws if you are enrolling from this population. 

Age of Majority:   Please check the second ‘Yes’ box if the study will enroll subjects that are below the age of majority in your state, province, or territory.    

In some studies designed for adults, inclusion criteria may anticipate participants that are under the age of majority defined by local laws.  For example, a study may anticipate including participants 18 and older, but your state, province, or territory may not allow independent consenting until the ages of 19 – 21 (For example, in Alabama and Nebraska, the age of majority is 19; in Puerto Rico the age of majority is 21. Similarly, in the following Canadian provinces and territories the age of majority is 19 years:  British Columbia, New Brunswick, Nunavut, Nova Scotia, Northwest Territories and Yukon).  In this situation you may receive an assent/consent form for participants under the age of majority, or the ages noted in the consent form may change.  In any event, Quorum will contact you if any follow-up is necessary.    

	Question #18 – Vulnerable Populations 

#18c/ci– Indicate if participants who cannot read will be included in the study
	This question asks if participants who cannot read due to illiteracy or physical limitations such as blindness, will be enrolled in the study.  Young children are not considered illiterates for the purposes of this question.  For studies that will include participants who cannot read, please affirm that the site employs the additional safeguards bulleted on the form.  If your site does not agree to the safeguards an explanation should be attached.

	Question #18 – Vulnerable Populations

#18d – Indicate if non-English speaking participants will be enrolled in the study
	This question asks if non-English speaking participants will be enrolled in the study.  If non-English speaking participants will be enrolled in the study, Quorum requires an appropriate translated consent form be prepared for the participant.  The site must indicate the language and dialect of the participant to be enrolled.  The dialect and language are requested by the Board to assure that an appropriate translation of the consent document is provided for the site.  The site does not need to identify a dialect if it is unknown.  
If non-English speaking participants will not be enrolled in the study, please check NO and check all of the boxes that apply to identify why you will not enroll non-English speaking participants.

For studies that will include non-English speaking participants, please affirm the safeguard bulleted on the form.  If your site does not agree to the safeguard you should check NO and attach an explanation.

	Question #18- Vulnerable Populations

#18e/ei/eii/eiii - Indicate if your site will enroll adults with diminished decision making capability in this study
	This question asks if adults with diminished decision making capability will be enrolled in the study.  For studies that will include adults with diminished decision making capability please affirm the safeguards bulleted on the form.  If your site does not agree to the safeguards an explanation should be attached.  This question also asks how you will confirm whether an individual can act as an LAR for research purposes according to your local laws if you are enrolling from this population.

	Question #18- Vulnerable Populations

#18f/fi - Indicate if your site will enroll pregnant women in this study
	This question asks whether the site will enroll pregnant women in this study.  Please note that many protocols exclude pregnant women from participation in the study.  Please ensure your protocol allows pregnant women before answering this question in the affirmative.  For studies that will enroll pregnant women please affirm the safeguards bulleted on the form.  If your site does not agree to the safeguards an explanation should be attached.

	Question #18- Vulnerable Populations

#18g/gi - Indicate if your site will enroll economically disadvantaged participants in this study
	This question asks whether the site will enroll economically disadvantaged participants in this study.  If participants will be compensated for their participation in research, the recruitment of economically-disadvantaged participants requires special attention.  For studies that will enroll economically disadvantaged participants please affirm the safeguards bulleted on the form.  If your site does not agree to the safeguard an explanation should be attached.

	Question #18- Vulnerable Populations

#18h/hi - Indicate if your site will enroll physically handicapped participants in this study
	This question asks whether the site will enroll physically handicapped participants in this study.  For studies that will enroll physically handicapped participants please affirm the safeguards bulleted on the form.  If your site does not agree to the safeguard an explanation should be attached.

	Question #18- Vulnerable Populations

#18i/ii - Indicate if your site will enroll any other vulnerable population in the study
	This question asks whether the site will enroll any other vulnerable population in this study.  For studies that will enroll other vulnerable populations please describe the population and attach an explanation of the safeguards your site will put in place.

	Question #19 – Investigational drug or devices 
	This question asks for an affirmation about how the site stores drugs and devices on-site.  The scope of this question includes all drugs/devices involved in the study (including placebos, approved drugs/devices under study and pre-approved investigational drugs/devices.)  Ethical Review Boards perform a role in assessing risk to participants in a study.  The bullets included in the question represent appropriate controls around access and accountability of the drugs and devices involved in the study as recommended by Quorum’s board.   If your site does not agree to the principles as bulleted an explanation should be attached.  

	Question #20 – Emergency Measures

#20a – Emergency care 
	This question is asked to give the Board an approximate sense of the distance to the nearest emergency facility.  Distance can be an estimate and can be given in feet, blocks, or miles.  

	Question #20 – Emergency Measures

#20b – Emergency equipment at Primary Facility 
	This question requests information about the availability of emergency equipment at the site.  In the interest of minimizing risk to participants, the Board assesses the resources that are available at a site to respond to adverse events that require emergency attention. The Board will evaluate the appropriateness of the resources based on the nature of the protocol.

	Question #20 – Emergency Measures

#20c – Emergency staff availability to participants
	This question asks for an affirmation about the availability of research staff in the case of an emergency.  For certain studies it is important that study staff be available 24 hours a day to provide study drug/device information in the event of an emergency. The bullets included in the question represent principles recommended by Quorum’s board with regards to emergency care and if study information is made available to the emergency care worker if it is not a site employee.   If your site does not agree to the principles as bulleted an explanation should be attached. 

	Question #21 – Quorum Web Portal
	The portal allows access to approval documents, you can view study startup reports and also make secure electronic submissions.  This service is provided free of charge.  Checkboxes should only be marked if you do NOT want to automatically be set-up with a portal account.  Be sure you have provided an email address in the applicable contact questions if you do wish to have access.


Frequently Asked Questions:  State Law and Quorum Review

(For addition to SIQ Workbook)

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 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.

Starting in October 2008, Quorum will provide an addendum that addresses some state specific requirements and add other state law-compliant features to its model consent form.  These changes address the relevant local laws of which Quorum is aware.  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 either in the model consent form for all sites in the United States, or in a version produced only for research sites in California. 

Please see the Quorum Handbook, State and Provincial Laws (pg. 13) 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 at http://www.quorumreview.com/investigators.asp under General Forms and Guidelines.  

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 can provide oversight.  As an independent research ethics board, Quorum does not have jurisdiction in all Canadian provinces or territories.  Quorum’s consent form addresses the local laws of which Quorum is aware.

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 (such as Maine and Montana), 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 would have added new elements for legally effective informed consent and mandated the use of the shared decision making process, a revised version of the bill would not have changed the current consent process and form for health care and would have made shared decision making optional. The bill was removed from the legislative process in January of 2008; therefore, there has been no change to current Washington State law regarding informed consent.  Quorum’s consent forms have not needed to be updated. 

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?

Quorum does not feel that this is necessary.  In essence, section 32.1-162.18(A) of the Virginia Code states that informed consent is “subscribed to in writing by the person and witnessed.” It does not include a definition of “witness” nor does it state what “witnessed” means in this context. The common purpose for the addition of a witness signature line on consent forms is for an impartial witness to certify that the consent process took place and/or the signature is that of the person that signed. Therefore, it is important to note that the law does not state that signature must be witnessed by an impartial person. A survey of several policies/procedures and informed consent templates of Virginia research institutions reveals that those institutions follow the research best practice standard of requiring witness signatures only when it is necessitated by the research being conducted (i.e., diminished-capacity individuals; unable to read; etc.). Since VA law does not require an “impartial” witness, the Quorum standard of requiring the signature of the person that performed the consent process with the participant will fulfill the “and witnessed” requirement of VA law.

However, if your site disagrees with our assessment and would like to request an additional witness line, please request a unique consent form.  

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?

At times, Quorum’s Board will review a protocol designed for individuals 18 years and older.  In most jurisdictions, 18-year-olds are considered to be adults and so the Board typically does not make the regulatory determinations required for children.  This can create a problem, however, for those sites in jurisdictions in which 18-year-olds are considered to be children (such as Alabama, Nebraska, Puerto Rico, British Columbia, New Brunswick, Nunavut, Nova Scotia, Northwest Territories, and the Yukon).

As a sponsor or CRO, if your protocol includes participants between the age of 18 and 21, please mark the appropriate box in Question 5d on Quorum’s Central Study Questionnaire.  

If you are a site located in Alabama, Nebraska, or one of the other jurisdictions listed above and if you intend to enroll minors in a protocol for individuals 18 years and over, please let Quorum know when you answer Question 18b on the Site Information Questionnaire. Quorum staff will make sure that the appropriate Board determinations are obtained prior to issuing your site documentation and that you receive the appropriate assent forms.  Please note that this process could delay your site approval.   

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 9g 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 9g, 15 and 17 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.
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