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Recruitment of Subjects

Introduction:

Recruitment of subjects is one of the most challenging aspects of research involving human subjects.  It is an essential part of the research protocol and must be presented in sufficient detail to allow the IRB to fully assess the investigator’s plan.  Recruitment of subjects must be equitable and include racial, ethnic, educational, socioeconomic, and gender diversity appropriate to the condition that is studied.  Exclusion of any specific group (e.g., women of child-bearing potential) must be justified in the protocol.  Both the benefits and risks of research participation must be equitably distributed.  All recruitment efforts must respect personal rights to privacy and confidentiality and be compliant with HIPAA regulations.  The recruitment plan must avoid coercion of subjects.  Financial compensation, reimbursement for expenses, or other inducement for participation must not be coercive and should be reasonable for the expenses, discomfort, or inconvenience of participating.  In addition to IRB requirements, the HIPAA regulations put further restrictions on research recruitment activities. Details are available in the Appendix, HIPAA Regulations with an Impact on Research.
Definitions:

Finders’ Fees are money paid for recruiting subjects on a per subject basis.

Cold Calling is when a person not known to the potential research subject contacts the subject without an introductory letter sent in advance of the call.

Advertisement is any form of communication aimed directly to potential research subjects and which is under the control of the investigator.

Secondary Recruitment refers to asking a study subject for identifying information about friends or family members with the intent to contact them as potential additional research subjects.   

Policy:

The IRB must review all of the research documents and activities that bear directly on the rights and welfare of the participants of proposed research, including the methods and material that investigators propose to use to recruit participants.  

A) Contacting Potential Subjects

Prospective participants often have their first contact with a research coordinator or third-party who follows a script to determine basic eligibility for the specific study.  The IRB must review these procedures to assure that they adequately protect the rights and welfare of the prospective participants.  The IRB must have written assurance that any information collected about prospective participants will be appropriately handled.

A physician who has a treatment relationship with a prospective research subject may approach that patient about participation in any IRB approved protocol.  The physician may approach the potential subject about participation in his or her own protocol or on behalf of another investigator.  If the protocol is by another investigator, the permission of potential subject is required before identifying information is given to the study investigator.    

For potential subjects who are inpatients the permission of the attending physician must be obtained before the patient is approached about a study.  An attending physician may give permission for all of his or her patients to be approached without asking individually about each patient.
Contacting outpatients for recruitment to research studies is usually allowed but the method of obtaining names and contact information, who will contact the potential subjects, how permission will be obtained from the attending physician, and how data confidentiality will be protected, must be presented in detail in the protocol.

The IRB strongly discourages cold calling of potential research subjects unless the potential subject knows the person making the telephone call.  A letter giving brief information about the study and informing the potential subject that he or she will be receiving a call from the study staff is usually required.

The IRB strongly discourages the use of per patient payment to recruiters (“finders’ fees”) for recruitment or identification of potential study subjects.  If finders’ fees are proposed they must be justified in detail in the protocol including defining the work that is done by the recruiters.  The protocol must also explain what measures are taken to be sure that finders’ fees will not lead to coercion of subjects.  The use of finders’ fees will always be reviewed by the full Board and is not eligible for expedited review.

Payments to physicians, research staff and the institution as an incentive to accelerate the enrollment of subjects (i.e., bonus payments) are prohibited. The IRB requires full disclosure of any financial arrangements that may encourage physician to recruit subjects for research participation that may not be in the subject’s best interests.  In some special circumstances, physicians who are not formally listed on the protocol may be performing specific research related activities (such as conducting screening examinations or tests, or participating in the consent process), but solely in the role of service provider.  These physicians and investigators may be reasonably compensated for their time and effort.
B) Advertisements

Advertising materials are part of the recruitment process and must be approved by the IRB.  Advertisements are directly related to the informed consent process and must be consistent with prohibitions of coercion and undue influence.  The IRB must ensure that appropriate safeguards exist to protect the rights and welfare of research participants.  Advertising or soliciting for study participants is the start of the informed consent and subject selection process.  The IRB reviews the advertising to assure that informed consent is given freely and coercion or undue influence is avoided.  In order to evaluate this, the protocol must state who the subjects will be and what incentives are being offered; and describe how the material will be used, distributed, and/or posted. This is especially critical when a study may involve participants who are likely to be vulnerable to undue influence.

Advertisements should be submitted as part of the initial IRB application. If advertising materials become available after the initial approval or the approved material is changed the advertising must be submitted as an amendment to the study.  The material may not be used until IRB approval is received.  Advertisements submitted as part of a new protocol receive full Board review.  Advertisements submitted as amendments to approved protocols normally receive expedited approval, but can be referred to the full Board for review.      

The IRB pays particular attention to risk and potential benefit information to ensure it is presented in a balanced and fair manner. The information presented should not mislead, for example, by promising benefits or implying a benefit beyond that potentially provided by the research.

The investigator must obtain IRB approval for all television, radio, videotape or print advertisements, posters, flyers, handouts, e-mail solicitations, Internet websites, and other recruitment methods and materials intended for the recruitment of prospective subjects to a research protocol. Final copies of printed materials must be submitted because, in addition to the content, the IRB also reviews the type size and other visual effects.  When advertisements are to be taped for broadcast, the IRB must review the final audio/video tape. The IRB may review and approve the wording of the advertisement prior to taping to preclude re-taping because of changes requested by the IRB. 

In addition, print advertisements may only be posted in designated approved on-campus and off-campus areas (such locations DO NOT include restrooms or elevators); and must possess the IRB Advertisement Approval Stamp. Please contact the Office of Research Compliance for questions regarding designated approved posting locations.
When information about a study is presented on a website, IRB approval of the information is not required if the information is limited to the following:
· Study title. 

· Purpose of the study. 

· Protocol summary. 

· Basic eligibility criteria. 

· Study site location(s). 

· How to contact the study site for further information. 

Inclusion of information exceeding the above basic listing information (including description of risks and potential benefits, mention of incentives, or solicitation of identifiable information) requires IRB review and approval (OHRP Guidance on Clinical Trial Websites).

Clinical trial websites may ask viewers to answer questions regarding eligibility for a specific clinical trial. If identifiable private information is collected via the clinical trial website, the IRB will review plans for protecting the confidentiality of that information and ensure that the website clearly explains how identifiable private information might be used.

The first contact prospective study participants make is often with a receptionist who follows a script to determine basic eligibility for the specific study. The IRB must review the procedures to ensure that they adequately protect the rights and welfare of the prospective participants.  The IRB must have assurance that any information collected about prospective participants will be appropriately handled including the destruction of identifying information if the potential subject is not interested or eligible for participation.

The following do not qualify as an advertisement and do not require IRB review: 

· Communications intended only to be seen or heard by health professionals, such as letters to physicians.

· News stories where reporters or other non-study personnel are responsible for the final content.

Any advertisement to recruit participants should be limited to the information the prospective subject needs to determine eligibility and interest.  When appropriately worded, the following items may be included in advertisements: 

· The name, address, e-mail, and facility/institution of the investigator or study coordinator if applicable.

· The condition under study and/or the purpose of the research in summary form.

· Statement that the study is research.

· If the study includes non-FDA approved medications include the word “investigational.”

· The criteria that will be used to determine eligibility for the study in summary form.

· A brief list of participation benefits, if any (e.g., a no-cost health examination).

· The time or other commitment required of the participants.

· The location of the research and the person or office to contact for further information.

· Compensation may be mentioned, but not as a specified amount or as a benefit.

Advertising materials should not include the following: 

· Claims, either explicitly or implicitly, that the drug, biologic, device or other type of intervention is safe or effective for the purposes under investigation.

· Claims, either explicitly or implicitly, that the test article is known to be equivalent or superior to any other drug, biologic, device or intervention.

· Terms such as “new treatment,” “new medication,” or “new drug” without explaining that the test article is investigational.

· Promises of “free medical treatment,” when the intent is only to say that participants will not be charged for taking part in the investigation.

· Mention of a specific amount of financial remuneration or overemphasize in the materials that remuneration is available.

· Include any exculpatory language.

All Internet recruitment materials directed at potential subjects are considered advertisements and the same rules apply.   Two specific Internet clinical trial listing services (National Cancer Institute's cancer clinical trial listing and the government-sponsored AIDS Clinical Trials Information Service) have been given an exemption to this requirement and do not require prospective IRB approval.   

C) Secondary Recruitment 

Secondary recruitment refers to asking a study subject for identifying information about friends or family members with the intent to contact them as potential research subjects.  While there are important research reasons that secondary recruitment is needed, it must be approached in a manner that respects the privacy rights of the potential subjects.

Investigators must include in the consent form that if a study subject provides a friend’s or relative’s name and address, this may reveal the subject’s medical diagnosis to the friend or relative.  The implications of the disclosure of the medical condition must be included in the consent form.
1) Preferred Method for Contact  


An investigator wishing to obtain the names of potential subjects (e.g., family members for a genetic study) should give a stamped envelope containing the solicitation materials (letter, study brochures, return postcard, etc.) to the subject.   The subject is then asked to address the envelope to his or her relative and mail it.  If the investigator does not receive a response from the secondary recruit it is reasonable to ask the study subject to contact the individual to be sure that he or she received the materials.  

The investigator may contact potential subjects by mail and enclose a card to be returned indicating the desire to be contacted to participate in a study.  Potential subjects may be sent two to three letters, but if the person does not respond the investigator must remove that person from the contact list.  Failure to respond cannot imply consent to contact.  Potential subjects may not be contacted for a different research study.  Initial telephone contact of potential subjects is not acceptable unless specifically approved by the Board.

The IRB must approve letters to be sent to potential subjects prior to sending the letter.  This approval is requested by submitting an Addendum Checklist (A) to the study or in the original protocol submission.
2) Exception to the Standard Method for Contact

The IRB allows investigators to obtain information about potential subjects from enrolled study subjects if ALL the following criteria are met:

· No health information about the relative is shared with the investigator either directly or by implication.  For example, this cannot be used if only relatives with a specific condition are to be contacted.

· Only name, address, email, and telephone number are requested.

· The person is not called without sending an IRB approved letter in advance.

· The rationale for this approach, including how the contact information will be kept confidential, is justified in the protocol.

It is the IRB policy that investigators may ask enrolled subjects in an approved IRB study only for the names and addresses of relatives or other persons who may be contacted by the investigator to participate in the study or an aspect of the study (e.g., genetic screening).  Telephone numbers and other health related information maybe NOT be solicited by the investigator or provided by the study subject to the investigator.  This includes health information by implication (e.g., requesting identifying information to contact the subject’s relatives who have diabetes).  The enrolled subject should be asked to inform the person that their name, address, and/or e-mail have been provided to an investigator.
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