[image: image1.jpg]Quorum @

1601 Fifth Avenue, T| 206-448-4082
REVIEW IRB Suite 1000 T|877-472-9883
Seattle, WA 98101 F | 206-448-4193

www.QuorumReview.com






CONSENTING RESEARCH PARTICIPANTS GUIDELINES
General Requirements

Quorum Review requires that informed consent is obtained from all research participants in accordance with 21 CFR 50.20. All approved consent forms will comply with 21 CFR 50.25 and additional Quorum Review consent form standards as appropriate. A site-specific, Quorum-approved consent form will be provided at the start of any new research study. The Quorum Review approval stamp will appear on each page to indicate the Board’s review and acceptance of the consent document. The use of any consent form other than the most current, Board-approved consent form to enroll participants is not acceptable. 
Informed Consent Process

Quorum Review expects that the consent process will involve not only the signing of the consent form by the participant, but also an oral presentation of the consent form’s content by authorized study staff, as well as an opportunity for the participant to ask and have questions answered prior to giving his/her consent. A copy of the consent form should be given to the participant to take home. A signed copy must be given to the participant only if the consent form specifies that a signed copy must be provided, or if required by state or local law. 

Principal Investigator’s Signature

Normally, the Principal Investigator is expected to sign each consent form as indicated. Where the Principal Investigator’s signature is not specifically requested (i.e. “Investigator Signature” is indicated), it is appropriate for a sub-investigator to sign. If no investigator signature is called for, only the person conducting the informed consent discussion is required to sign. Quorum Review does not require the Principal Investigator to sign each consent form on the same day the participant signs. However, the person conducting the informed consent discussion should sign and date the document at the same time the participant gives consent.

Non-English Speaking Research Participants

Quorum Review requires the provision of a Quorum-approved consent form in the participant’s first language to all non-English speaking participants.  A site may request a non-English consent form either at the time of initial approval or after initial approval has been granted by indicating the enrollment of non-English speaking participants on the Site Information Questionnaire and by providing information in the comments section of the Site Information Questionnaire related to how consent will be obtained from non-English speaking participants. It is not appropriate to translate the English consent form orally.   Additionally, it is expected that the informed consent discussion be conducted in the participant’s first language. A member of the study staff should be fluent in the participant’s first language and available to conduct the initial and ongoing informed consent discussions.
Illiterate Research Participants

Quorum Review approval is required prior to enrolling illiterate participants in a research study. The site is expected to alert the Board to the possibility of enrolling illiterate participants on the Site Information Questionnaire at the time of initial approval.  If the enrollment of such participants is appropriate based on the protocol, Quorum Review will include a witness statement in your site’s Board-approved consent form. The witness statement allows for an impartial third party to be present for the entire consent discussion and to sign the consent form, ensuring that informed consent was obtained appropriately. A witness is required in the event that the participant or the participant and his/her legal representative are not able to read the consent form. The witness must be someone who is not affiliated with the research study. In addition to the witness signature, the illiterate party must mark the informed consent document indicating consent in a manner that is acceptable under state law.
Enrollment of Minors

Quorum Review approval is required prior to enrolling minors in a research study. If the enrollment of minors is appropriate based on the protocol, in general, Quorum Review will require the following: a.) provisions for obtaining permission from one or both parents for the minor’s participation in the research (e.g., an informed consent process with a Quorum-approved consent form, signed by one or both parents, that complies with applicable regulations, laws, guidelines, and other standards) and b.) provisions for obtaining the assent of minors (e.g., an assent process that may involve use of a separate Quorum-approved assent form, signed by the minor, that describes the study in simplified language). In general, Quorum requires the use of a separate assent form in obtaining assent from minors 7 years of age or older. It is not appropriate to enroll minors if no provision has been made for obtaining assent.

Revised Consent Forms

FDA, other regulatory agencies, and Quorum Review require re-consenting of all currently enrolled study participants when a change is made to the consent form that may affect the participants’ willingness to continue participation in the study. The Amended Approval document accompanying any revised consent form will indicate whether re-consenting of all currently enrolled participants is required. It is not necessary to distribute revised consent forms to study participants who have completed the research protocol unless the Amended Approval document specifies otherwise.

Compliance with HIPAA Privacy Protections

Compliance with HIPAA is the sole responsibility of each investigator. The federal HIPAA Privacy Rule and state laws require each investigator to take certain measures to protect the privacy of individuals’ health information. Quorum Review is not responsible for monitoring compliance with HIPAA or other privacy laws. If HIPAA authorization language is included within a consent form approved by Quorum Review then it is the responsibility of the investigator to determine whether such language is adequate for the investigator’s purposes.
The Site Information Questionnaire referenced above may be downloaded from the Quorum website, www.quorumreview.com. Please call our office at 206-448-4082 with additional questions regarding the informed consent process.
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