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Guidelines for creating 
Recruitment Flyers and Advertisements 
for 
Human Subject Research
IMPORTANT INFORMATION FOR VA RESEARCHERS
Policy

The Institutional Review Board (IRB) is required to ensure that appropriate safeguards exist to protect the rights and welfare of research subjects [21 CFR 56.107(a) and 56.111].  In fulfilling these responsibilities, and in an effort to apply all regulations consistently across each study, regardless of sponsorship, the IRB has developed guidance for the appropriate applications when designing recruitment materials for human subjects research.  Apply the following procedures when developing recruitment materials in all media.  Direct advertising includes, but is not necessarily limited to: newspaper, radio, TV, audio or video that are intended for prospective subjects.  Prior 

to reproduction, publication, and/or distribution, the VANCHCS Public Affairs Officer must review all direct advertising, including print advertisements, press releases, newsletters, brochures, booklets, pamphlets, posters, flyers, marketing or promotional materials and similar items.
Procedure

Federal guidelines consider direct advertising for study subjects to be the start of the informed consent and subject selection process.  The IRB should review and approve all advertising as part of the package for initial review.  However, when the investigator decides at a later date to advertise for subjects, the advertising may be considered as an amendment to the ongoing study.  The IRB reviews the information contained in the advertisement and the mode of its communication to determine that the procedure for recruiting subjects is not coercive and does not promise or imply a certainty of cure, favorable outcome, or other benefits beyond what is outlined in the consent document and the protocol.  The IRB will review the final copy of printed advertisements to evaluate, among other considerations, the relative size of type used and other visual effects.

No claims should be made, either explicitly or implicitly, that a drug, biologic or device is safe or effective for the purposes under investigation, or that a test article is known to be equivalent or superior to any other drug, biologic or device.  

Advertising for recruitment into investigational drug, biologic or device studies should not use terms such as “new treatment,” “new medication,” or “new drug” without explaining that the test article is investigational.  A phrase such as “receive new treatments” leads study subjects to believe they will be receiving newly improved products of proven worth.

Advertisements should not promise “free medical treatment,” when the intent is only to say subjects will not be charged for taking part in the investigation.  The word “free” should not be included in any advertisement, as this is coercive.  For example, to state that the subject will get a free vitamin supplement for two months is inappropriate.  The more appropriate statement should state that the subject might receive vitamin supplements for two months at no cost to them. 

VA policy prohibits paying human subjects to participate in research when the research is integrated with a patient’s medical care and when it makes no special demands on the patient beyond those of usual medical care.  Payment may be permitted, with IRB approval in the following circumstances:

1. No Direct Subject Benefit:  When the study to be performed is not directly intended to enhance the diagnosis or treatment of the medical condition for which the volunteer subject is being treated, and when the standard of practice in affiliated non-VA institutions is to pay subjects in this situation

2. Others Being Paid:  In multi-institutional studies, when human subjects at a collaborating non-VA institution are to be paid for the same participation in the same study at the same rate proposed.

3. Comparable Situation:  In other comparable situations in which, in the opinion of the IRB, payment is appropriate.

4. Transportation Expenses:  When transportation expenses are incurred by the subject that would not be incurred in the normal course of receiving treatment and which are not reimbursed by any other mechanism

Generally, any advertisement to recruit subjects should be limited to the information the prospective subjects need to determine their eligibility and interest.  The VANCHCS IRB therefore requires that advertisements be limited to the following information:

1. The name and address of the clinical investigator and/or research facility.

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

3. In summary form, the criteria that will be used to determine eligibility for the study.

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

5. The time or other commitment required of the subjects.

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

7. Advertisements may state that subjects will be paid, but should not emphasize the payment or the amount to be paid by such means as larger or bold type.  Approval of the advertisement with or without the dollar amount is the decision of the IRB and will be determined on a case-by case-basis.  Please be reminded that dollar amounts and/or language considered coercive will not be acceptable.

Submit all recruitment material electronically to the IRB Coordinator who will then forward materials to the VANCHCS Public Affairs Office for review and approval prior to IRB committee review.

ADVERTISEMENT FORMAT

FOR THE

RECRUITMENT OF SUBJECTS

Instructions:  

The advertisement must state that this is “research” and should be written at the 8th grade level. 

It must clearly state what the study is about/the condition under study, and the eligibility requirements. 

The time commitment must be included along with a brief list of participation benefits.

The advertisement must include the name and address of the investigator, the research facility where the research will be performed and the person to contact for further information.  

The advertisement may include that subjects will be paid.  The dollar amount may be included in the advertisement and the word “free” is inappropriate in any advertisement.   

Advertisements for studies that are conducted as a collaborative effort between the VA and other entities should include the names of both entities, as appropriate.  

Please use the attached example for reference and contact the IRB Coordinator for additional samples or additional guidance on use of logos, etc.  

VOLUNTEERS NEEDED

FOR A

RESEARCH STUDY

The Department of Veterans Affairs, Northern California Health Care System is conducting a research study at the Sacramento VA Medical Center to compare the effects of two types of insulin in diabetics.

You may take part in this clinical trial if you:

· Have Type-1 Diabetes

· Are between the ages of 18-60 years old

What will you have to do?

· Spend a day at the Sacramento VA Medical            Center located at Mather, CA on two occasions 

· Give blood samples 

· Use insulin provided during the study

You will be paid $X for taking part in this study.

If you are interested in participating in this study,

or if you have questions please contact:

Principal Investigator

Sacramento VA Medical Center

10535 Hospital Way

Mather, CA  95655
Contact Person

Phone Number (916) 000-0000
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