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INSTITUTIONAL REVIEW BOARD GUIDANCE

POLICY/GUIDELINES FOR THE RECRUITMENT OF RESEARCH PARTICIPANTS

Background

The recruitment of participants for research studies is one of the most challenging aspects of research involving human subjects and is considered to be the first component in the informed consent process.  Federal guidelines require an Institutional Review Board (IRB) to review all research related activities to ensure that appropriate safeguards exist to protect the rights and welfare of research participants.  Further, federal regulations require that the institutional human research protection program and investigators protect potential and current research participants from coercion or undue influence and require investigators to use fair and equitable recruitment practices.  In fulfilling these responsibilities, an IRB is expected to review the methods and material(s) that investigators propose to use to recruit research participants.

At Fox Chase Cancer Center, the IRB Chairperson has designated a Recruitment Subcommittee to review the recruitment process and all direct recruitment material(s).  Upon review, the subcommittee makes a recommendation to the IRB Chairperson.  Via an expedited review process, the IRB Chairperson can either approve the recruitment material(s) or request changes.  The IRB Chairperson cannot disapprove recruitment material(s).  If revised material(s) cannot be approved, review by a convened IRB committee is required. The requirements for the recruitment of research participants and recruitment material(s) are outlined below. 
General Policies
All recruitment material(s) should be submitted for review to the Recruitment Subcommittee after IRB approval of the protocol and informed consent document.
· Most treatment protocols do not include a recruitment section but do utilize materials that must be reviewed.  However, all other protocols should include a section that clearly describes how, when, where, and by whom research participants will be recruited and whether any compensation or reimbursement will be offered.
· Direct recruitment material(s) intended to be seen or heard by potential participants include, but are not limited to, the following: 
· Advertisements

· Telephone scripts

· Brochures

· Pamphlets

· Recruitment letters

· Pre-call letters

· Flyers/Posters
· Newsletters

· Website ads, e.g. Craigslist

· Video streaming via FCCC video monitors

· Posters with tear-off pads

· Indirect recruitment material(s), i.e. intended to be seen or heard by non-participants, e.g. referring physicians or health professionals do not require IRB approval.
· Indirect recruitment material(s) include, but are not limited to, the following:

· Medical society newsletters

· News stories (i.e. public service announcements)

· Publicity intended for other audiences

· Dear colleague/doctor letters, e.g. those announcing the existence of the research
· All recruitment material(s) used or displayed outside of FCCC to recruit participants to a study taking place at FCCC must be approved by the FCCC IRB.

· Recruitment material(s) for FCCC studies for which there is no recruitment at FCCC (e.g. FCCC is the coordinating center) do not require FCCC IRB approval.  In these instances, the review will be performed by the IRB at the recruiting institution.

· Revision(s) to any current IRB approved recruitment material(s) require IRB approval.
· For consistency, any change in recruitment methods submitted as a study amendment may necessitate revisions to the recruitment material(s).

· Only appropriate venues can be used for the display or exhibition of approved recruitment material(s). [Please contact a member of the Recruitment Subcommittee for further guidance.]
Preparation of Recruitment Material(s)
· The IRB strongly encourages new study staff to meet with members of the Recruitment Subcommittee prior to the first-time preparation and submission of recruitment material(s).  The subcommittee members will provide training and guidance upon request.  Contact the Recruitment Subcommittee Chairperson, Joan James, at extension 4750 or Joan.James@fccc.edu.

· All recruitment material(s) must be written in simple language (6-8th grade reading level).  To assess the reading level, use the Flesch-Kincaid tool available with Microsoft Word.

· All recruitment material(s) must include:

· The FCCC logo

· The IRB number and complete study title in small font size within a footer placed at the bottom of the piece.

· Any acronym used within the recruitment piece must be part of the IRB approved study title. [e.g. Study of Tamoxifen and Raloxifene (STAR)]
· Optional information that may be stated in recruitment material(s) includes:

· The name and address of the Principal Investigator.

· The condition under study and/or the purpose of the research described clearly and concisely.  Clearly state that the project is research and includes the use of an investigational drug or device, if applicable.

· The key eligibility criteria.
· A straightforward description of potential benefits to study participation.  Do not overstate the potential benefits.

· A brief list of procedures involved.

· The time or other commitment required (number of visits, duration of study, etc.)

· Any compensation or reimbursement.  Material(s) may state that participants will be compensated, but should not use bold or enlarged print or other means to emphasize compensation or the amount or value.  Do not refer to compensation in the header of the ad.  Do not include the dollar amount or value of the compensation offered.
· Examples of compensation or reimbursement language that are acceptable include the following:

· You will be reimbursed for your time and travel.

· You will receive a small gift to cover travel expenses.

· You will receive a small gift as a thank you for taking part in this study.

· Rather than monetary compensation, the IRB suggests the use of gift cards.

· The location where the research will be conducted and the contact (name and telephone/address).

· Recruitment material(s) may not include any of the following:

· Claims of safety, effectiveness, equivalence or superiority in reference to the drug, device or procedure under investigation

· Use of the term “new” in reference to a drug or device without explaining that the test article is investigational.

· Use of the term “free” in reference to treatment or procedures.

· Use of bold or enlarged print or other means to emphasize compensation.

· Use of exculpatory language.

· A statement or an implication of IRB or other FCCC institutional endorsement of the study. 
· Claims that the participant will receive therapeutic benefit from participation in the study.

· The use of any inappropriate pictures or images that would be inconsistent with FCCC IRB policies or equitable participant recruitment.

· Offers of compensation from a study sponsor that would involve a coupon good for a discount on the purchase price of the product once it had been approved for marketing.
· Flyers with tear offs as seen on dormitory and supermarket postings
· It is important to keep in mind that materials containing the FCCC brand may be considered marketing pieces, and as such, are a reflection of FCCC as perceived by patients and study participants.  While it is important that recruitment material(s) include all components as mandated by the IRB, they must also have a professional appearance and follow the FCCC identity standards.  Additional information is available at http://internal.fccc.edu/departments/mcs/index.html.

Submission of Recruitment Material(s) for Review by the Recruitment Subcommittee

· Recruitment material(s) for review are to be submitted electronically via e-mail to the designated IRB Coordinator (Devon.Zibel@fccc.edu).

· The submission must include:

· A completed Recruitment Subcommittee Review Request Form available at http://staging3.fccc.edu/research/irb/subcommittees.html
· A separate Recruitment Subcommittee Review Request Form is required for each recruitment piece submitted. Up to 3 pieces may be submitted for review at one time.
· The recruitment piece(s) for review.

· The current IRB approved informed consent document.

· The recruitment section of the protocol. 

· Upon receipt of the recruitment submission, the IRB Coordinator will perform a pre-review to determine that the submission is complete, accurate, and in an appropriate format.
· The IRB Coordinator will fill out an Initial Request Pre-Review form to check for complete submissions (an example can be seen http://staging3.fccc.edu/research/irb/subcommittees.html)

· Submissions that do not meet the IRB requirements will be returned to the submitter.

· Reasons for returning the submission include, but are not limited to, the following:


· The piece has not been proofread.  There are numerous typos and/or grammatical errors.

· The information on the Recruitment Subcommittee Review Request Form is incomplete, e.g. the place where the piece will be displayed or distributed or how the piece will be used is missing.

· A phone script contains language or tone that is inappropriate.

· A specific dollar amount is included for any incentive or compensation that is being offered. 

· Submissions that meet the IRB requirements will be forwarded by the IRB Analyst to the subcommittee members for review.

Recruitment Subcommittee Review Process
· The subcommittee members access the documents for review from a shared drive.
· The subcommittee review includes content, appearance, audience, and adherence to the criteria for approval.
· When required, subcommittee members work with an investigator and/or study staff to revise submitted recruitment material(s) so that the recruitment piece is in an acceptable form.  It is expected that the time spent working with the investigator and/or study staff will preclude the need for repeated revisions and additional assistance with future submissions.
· Upon review, the subcommittee chairperson makes a recommendation to the IRB Chairperson to approve or approve with revisions.  The recommendation is recorded on the Recruitment Subcommittee Review Request Form, and the IRB analyst and study PI are advised of the Committee’s decision via email.
· Upon approval, recruitment material(s) are stamped “approved” and an Approval Notice is prepared and forwarded to the investigator.
· Recruitment material(s) submitted in accordance with the requirements described above are usually reviewed within two weeks following receipt by the Recruitment Subcommittee.  The review of submissions which are returned following the pre-review, or those which require extensive revisions will take considerably longer.
Templates
· Will be available soon
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