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Recruitment Self-Assessment Tool
Use this tool to perform a review of the recruitment methods and recruitment materials used in your research.  For more information on recruitment, see the OSU Human Research Protection Program policy, Recruiting Methods, Recruitment Materials, and Participant Compensation.
	RECRUITMENT

	Methods used to recruit research participants must be free from coercion or undue influence, respect the privacy rights of prospective participants, and provide for their fair and unbiased selection.  As with the informed consent process, investigators and IRBs must consider the content, comprehensibility, and voluntariness of the methods used to recruit participants.
As a criterion for approval, IRBs are required to assure that selection of participants is equitable, taking into account the purpose(s) of the research and the setting in which the study will be conducted.  This assessment also requires consideration of whether any potential subjects are vulnerable to coercion or undue influence.  Investigators and IRBs will consider the participants likely to respond to the type(s) and location(s) of recruitment efforts, as well as proposed incentives, to avoid potential inequalities in participant selection and to balance protection of participants who might be considered vulnerable with their opportunity to participate in the research.


	When assessing recruitment, consider the following:

	· Who recruits participants?  Individuals involved in recruitment of participants, beyond providing information about the availability of the study and contact information for the investigator, are considered to be “engaged in research” and must have IRB approval to perform this activity.  Have all who recruit participants been identified on the IRB-approved protocol?

	

	· Will the necessary number of participants be able to be recruited to complete the study?  

	

	· How are potential participants identified?  How does the study team gain access to this participant population?

	

	· What are the characteristics of the targeted participant population?  What is the process used to determine participant eligibility?  Is the participant population appropriate, considering the purposes and setting of the research?

	

	· Where does recruitment take place?

	

	· How does the process respect participants’ privacy? 

	

	· Will the recruitment processes, advertisements, or participation arrangements result in the equitable selection of participants?  Will payments or other incentives inappropriately influence equitable selection?

	

	· Are recruitment processes, advertisements, or participation arrangements free from misleading, inaccurate, exculpatory, coercive, or unduly influential methods and language?

	

	· Are the burdens and benefits of the research equitably distributed?

	


	If the recruitment process involves participants who are likely to be vulnerable to coercion or undue influence (e.g., pregnant women, prisoners, children, or adults unable to consent), also consider the following:

	· Have additional safeguards been included to protect these participants?

	

	· Are safeguards in place for other potentially vulnerable populations (e.g., students, employees, terminally ill persons, or homeless persons)?

	

	· Are students recruited by investigator(s) from whom they receive direct instruction?  If so, are procedures in place to ensure voluntary participation? For greater than minimal risk research, is there a prospect for direct benefit?  

	

	· For “student pools”, are incentives and alternatives to participation reasonable?

	

	· Are employees recruited by investigator(s) to whom they directly report?  If so, are procedures in place to ensure voluntary participation?  For greater than minimal risk research, is there a prospect for direct benefit?

	


	RECRUITING METHODS

	Participants may be recruited from a variety of sources including medical centers, businesses, schools, churches, support groups, and health fairs, using a variety of methods, such as referral, telephone solicitation, Internet posting, flyer, and media announcements or advertisement. 


	When assessing recruiting methods, consider the following:

	· Are the research methods designed to ensure that vulnerable participants are not systematically selected solely due to ease of availability, compromised positions, or manipulability?

	

	· Have recruitment efforts resulted in the selection of participants accurately reflecting the question under study and not disproportionately involving participants from groups unlikely to be among the beneficiaries of future applications of the research?

	

	· Are identification and referral of potential participants accomplished without “finder’s fees” being offered or accepted by the study team?  

	

	· Is the recruitment process completed without recruitment bonuses or other incentives being paid or accepted based upon the timing or rate of enrollment or number of enrolled participants?  

	

	· Are participants being identified from privately held sources without the participants’ permission?  Are methods used that avoid direct contact with these types of potential participants, and whenever possible, make use of the “least intrusive” method of contact available?

	

	· Does your study require participant identification or referral by a primary family study participant? If so, how are family members’ privacy interests being protected and their potential coercion being avoided?

	

	· Can you ensure that methods for reviewing and/or obtaining protected health information from medical records or clinical databases during the recruitment of potential participants are compliant with the requirements of the HIPAA Privacy and Security Rules and OSU policy (e.g., University Hospitals Policy 09-11: Use of Patient Information by Hospitals and Medical Staff)?

	

	· Does your study propose the use of student education records for identifying and recruiting potential participants?  If so, are you complying with the requirements of the Family Educational Rights Privacy Act (FERPA)?

	

	· Do you use University computing resources to recruit potential participants?  If so, do you comply with OSU policy (Policy on Responsible Use of University Computing and Network Resources, and Policy on Institutional Data)?

	

	· Do you maintain a screening log with individually identifiable records of individuals who decline research participation or do not meet study entry criteria in order to generate a “do not contact” list?  If so, do you inform the individuals of the list and maintain appropriate confidentiality of the data? 


	RECRUITMENT MATERIALS

	Recruitment materials are considered to be part of the informed consent process and must follow requirements for informed consent described in OSU HRPP Policy Informed Consent Process and the Elements of Informed Consent. 


	When research involves recruitment materials, consider the following:

	· Do your recruitment materials include the research purpose, potential benefits, and compensation (if any); avoid deception and exculpatory language; avoid coercive or misleading font size and visual effects; and use appropriate language and terminology for the intended audience?

	

	· Is the information included in your recruitment materials limited to information prospective participants need to determine their eligibility and interest, such as: name and contact information of the investigator, research facility, and/or the organization conducting the research; the condition being studied and/or the purpose of the research; summary of the eligibility criteria; benefits, time commitment, and research location; whether payment is offered; and who to contact with questions?

	

	· Have your recruitment materials, along with a description of how, when, and by whom the materials will be distributed, been submitted to the IRB?  Have any changes to the original materials been submitted for IRB review and approval prior to use?

	


	Review your research-related records for the following, as applicable to the research:

	 FORMCHECKBOX 

	All versions (current and previous, if any) of IRB-approved recruitment materials

	 FORMCHECKBOX 

	All versions (current and previous, if any) of IRB-approved recruitment scripts

	 FORMCHECKBOX 

	IRB approval letters corresponding with each approved recruitment form, script, or other media used in the recruitment process
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