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Radio Announcer: We have a great opportunity for you! I have known this Therapist for years, and she is a fabulous.  She is working on a study—only the best clinicians are selected to work on studies—and you can participate if you call her right now. This is a study based at Boston University which which means that that it is approved and  is completely safe for you to participate in. So hurry and call because if you don’t call immediately, this study will fill up, and you will lose your chance!

Although this commentary may sound ridiculous, similar language has been heard on the radio during morning drive time. The announcer did not intend to provide false information to his listeners, but rather reflected the lack of general knowledge about the appropriate recruitment tactics for clinical trials. It is your job as an investigator to provide the community with accurate information about your study to help prevent false representation of the research. 

Advertising and recruitment of subjects is the first step in the consent process-- it involves presenting potential subjects with information about the study prior to their enrollment and is often the first information that the subjects see in regard to a study. Thus, it is imperative that the information presents an accurate representation of the study. To help ensure this, it is the mandate of the IRB to review the researcher’s plan for recruitment and the materials that will be used for subject recruitment. The IRB’s goal is to ensure that the materials are not unduly coercive and do not promise a certainty of cure. 

The Belmont Principles are a basis for research ethics, and include elements that relate directly to recruitment of subjects. For example, the principle of “Justice” requires an equitable subject selection. In order to ensure that a broad cross-section of the eligible population be asked to participate in your study, the IRB looks closely at where you are placing your recruitment advertisements (high-income vs. low-income areas, Boston Globe, Boston Herald, South End News, etc), the languages and grade level in which you are producing recruitment materials, and the images placed on the ads (African American people vs. Caucasian people vs. a mixture of ethnicities). Similarly, the principle of “Respect for Persons” requires truth in advertising. In order for potential subjects to exercise their autonomy, they must receive accurate information so that they can make their own decisions. To ensure that these ethical principles are achieved, subject recruitment materials need to be forthright, informative, honest, and without coercion. 

This ethical framework is great in concept, but let’s looks at some concrete applications of ethics in human subject recruitment. 
Recruitment Strategies Requiring IRB Approval
As a general rule, any recruitment material that will be seen by research subjects requires IRB review and approval. On the other hand, if the recruitment technique is direct communication with a health care practitioner to develop a referral process, then IRB review of the material is not required. However, please keep in mind that the recruitment plan should be disclosed to and approved by the IRB. Please see the quick-reference table below to help you determine what requires IRB approval: 

	Requires IRB Approval
	Notes /Comments

	Direct advertising, which is intended to be seen by the potential subject.

Includes: newspaper, radio, TV, posters, flyers, and ads on bulletin boards, electronic bulletin boards, the web, and public transportation.
	Investigators may not provide reimbursement for referrals (i.e. finder´s fees).

	"Dear Subject" letters. 

The recruitment letter can vary significantly in the appropriate level of information depending on the target audience, how the person´s name was obtained, the timing of the letter, and the nature of the research. The way that these potential subjects will be identified, (i.e. through various databases) will also need IRB approval.
	Word of Mouth does not require IRB approval but it is unethical to promote misrepresentation of the study

	Press Releases
	News coverage does not require IRB review

	Materials distributed at health fairs (information sheets)
Research recruitment registries and databases developed for recruitment
	

	Web sites 
	  


 Suggested Information for Recruitment Materials 

IRBs have formed the basis for their criteria for recruitment material from the FDA guidelines. The FDA has suggested that information included on advertisements should be limited to information that determines a potential subject’s interest and eligibility. Specifically, the BU IRB recommends that you include: 

1. At statement somewhere indicating that this is RESEARCH  (use the word RESEARCH rather than  “study”, “experiment”, “treatment”, “project”, “program”)
2. Contact Information (the location of the research and the person or office to contact for further information) 

3. The condition under study and/or the purpose of the research; 

4. In summary form, the criteria that can be used by the subject to determine his/her own eligibility for the study  (e.g. age range,  smokers or non-smokers, physical limitations like “normal vision or hearing, etc.) ; 

5. A brief list of participation benefits and risks; 

6. The time or other commitment required of the subjects (e.g. duration of study or total number of visits); and 

7. Compensation/reimbursement (please note: compensation cannot be listed as a benefit.) 

Each advertisement is not required to include all of these elements—the specific information is based on the size of the ad, the target audience, and the nature of the research. At a minimum, all recruitment materials should include information as to where the research will occur and site contact information. 

The IRB will review the materials to ensure that it is written in an appropriate grade level, and contains the appropriate information given the medium used.   Once approved, the IRB will validate the material with an IRB validation stamp. Recruitment materials are not to be used until approved and validated by the IRB.
Suggested Language 

Words convey meaning that can easily be misinterpreted. For this reason, clarity in recruitment materials is critical. Below is a list of important phrases commonly used on recruitment flyers, posters, brochures, or media advertisements. Please keep in mind that you should always use lay terminology rather than complex medical or technical  terms.

	Should Not Say
	Suggested Language
	Justification

	"Treatment"
	"Research Study"
	It is necessary to inform the potential subject that he/she will be participating in a research study. The word research is used among the first several lines of the recruitment material. 


	"New treatment", 
Sign up this study involving “treatment”


	Experimental treatment for XXX

Study treatment for XXX

"Investigational drug" or "research drug"
	If a new behavioral or cognitive “treatment” is being tested it cannot be “advertised” as a “new treatment” as this implies that it is an “accepted” treatment or  “new and improved” treatment or intervention with proven value. 

 Rather, the advertisement must explicitly state that it is an investigational or experimental treatment or therapy or intervention that is being tested. This will help make the potential subject aware that it has not been tested for safety and efficacy. 

	"exciting, fast, or cutting edge"
“promising”
“great”, “fantastic”
	Simply state the  purpose of the research 
	The advertisement should present a straightforward and honest description of the purpose of the study. It should not over estimate the beneficial effect that it will have on the subject because, like the use of "New" above, it implies a level of proven worth that does not exist.

	“Free psychological care”

"Free medical care," 
"$$$" or any other focus on monetary issues
	"You will be paid up to X dollars for your time."
	An advertisement cannot boast free care or treatment when in actuality the investigator means that they will not be charged for participation in this research study. Participation in a research study is not considered medical care. In addition, participation in a research study should generally be free. Advertising research as free medical care is likely to unduly influence those who do not have access to health insurance coverage. The investigator, however, can note that the subject will be compensated for his/her time.

	"Patient"
	"Subject" or "Participant"
	While the study subject may also be a patient, they are participating in research as a subject and bearing risks related specifically to the research. Therefore, using the term "patient" fosters a therapeutic misconception in terms of both the investigator and the subject. It implies a clinician-patient relationship that's not the relationship in the research. By participating in the study, the subject may not be receiving a standard of care treatment or intervention that is in his/her best interest (i.e. placebo) and using the term "subject" helps to emphasize this fact.

	"Normal Volunteers"
	"Healthy Volunteers"
	"Normal" volunteers is a more subjective term than "healthy" volunteer; therefore, "healthy" volunteer is the more appropriate terminology for recruitment materials (if appropriate).

	Overestimating benefits
	If anything, overstate the risks rather than the benefits
	It is far better for a subject to encounter unexpected benefits associated with the study than unexpected risks, both ethically and legally. Researchers should always err on the side of over estimating the risks rather than the benefits.




Information to include with your IRB submission
Along with color versions of the recruitment materials, you should submit a plan for recruitment including the recruitment strategies, places that these materials will be posted, and who will be expected to see these advertisements. Depending on the location that these materials will be posted, you may also need approval from that site or from another IRB. 

Prior to final printing or recording of recruitment materials, a copy of the wording and design should be submitted to the IRB. This could prevent unnecessary costs associated with re-printing or re-recording any advertising materials. In addition, if you are developing recruitment materials in a foreign language, please have the materials translated once the final version of the English-recruitment material has been approve.

The IRB must review the final version of all recruitment materials (print, radio, television) rather than just the text. This is to prevent subtle coercion as a result of bolding certain words or changing the font size. In terms of audio and video ads, subtle coercion could be present in the tone of the voice, the speed of the speech, and the inclusion of soothing background music. 

Advertising can be a powerful recruitment tool. As long as researchers keep in mind the ethical principles behind subject recruitment, “Justice” and “Respect for Persons,” successful and impartial subject recruitment can be achieved. Done properly, such recruitment can benefit researchers, subjects, and the entire research enterprise. 
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