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BIOMED IRB 
Guidance for Reviewing Recruitment Materials

The IRB Chairman or qualified designated member reviews the recruitment materials. This information sheet is to be used as a guide for reviewing and approving recruitment materials (all direct advertisement, including but not limited to, internet web page advertisements, radio/television, and telephone screening) in accordance with Biomed IRB’s procedures and FDA information sheets. 

Subject Information, which is not for the purpose of subject enrollment or to determine eligibility, requires acknowledgment only.   These materials are date stamped “IRB Reviewed” (Examples: Subject Diary, Q&A Fact Sheet, Medication Instructions, diet plans, etc). 

Investigators must submit the following recruitment materials for review: 

· Print Advertisement (newspaper, magazine advertisement, flyer, poster)

· Telephone Screening Script (or any material used to determine eligibility)

· Proposed audio tape/video script for radio or television advertisement

· Final Taped Audio/Video to be reviewed against IRB approved script

· Internet broadcast web site advertisement

Approval of recruitment materials requires that the following criteria is met:

· The advertisement is not misleading or coercive 

Does not promote “therapeutic misconception” by emphasizing “treatment” and/or use of doctors and nurses credentialed specialties, thereby implying that health care providers are conducting the research, and the subject will benefit from the clinical trial;

Advertisements should not promise free medical treatment/care when the intent is only to say subjects will not be charged for taking part in the investigation.


There are not any claims either explicitly or implicitly, stating that the drug, biologic or device is safe or effective for the purposes under investigation (IND)
· The benefits information or outcomes of participation are the same as outlined in the consent document and the protocol

· Phrases like “new treatment, medication or drug” must also include “investigational” and if applicable, states that the test article is investigational and not approved (medication approved for adults but is being studied for a different population or indication is considered investigational)
· Does not use the word “free” if the subjects will not be charged for participation 

(specify that all study related exams and procedures will be provided at no charge during study participation)

· Does not reference approval of the study drug or device as “approved by the FDA” 

· Do not advertise for "patients", advertise for "study subjects or participants"

· Does not emphasize the amount of payment to the subject
Using a font size that is larger than the font size used in the main body of the text or using bold type to emphasize the payment amount;

Amount of payment, the proposed method and timing of distribution is not coercive or present undue influence; Amount of payment reflects the amount of payment stated in the informed consent document

· Appropriately worded advertisement may include name and address of the investigator and or research facility, a brief list of participation benefits if any i.e. (a no cost health exam), time/commitment required of the subjects and person to contact for further information

Biased editorial presentation that makes claims of the study being excessively attractive or being conducted by “facilities” that because of their size or number of studies subjects are receiving an added benefit is considered to be excessive and misleading editorial comment 

· Telephone Screening Scripts are reviewed to determine that Biomed IRB has an assurance from the site regarding how the site handles personal and sensitive information that is gathered from the caller.
A simple statement such as “confidentiality will be maintained” does not adequately inform the IRB of the procedures that will be used.

Provide an explanation regarding how long the personal health information will be maintained and when it will be destroyed.
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