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	The purpose of this post-approval monitoring checklist is to allow IRB Compliance analysts and/or investigators to conduct a quality improvement assessment of the recruitment tools and procedures used for the study specified below. The checklist is reflective of the elements the IRB takes into consideration during their assessment of the recruitment activities used in your research study.  

Instructions: Please complete this checklist for the selected recruitment tool. If your answers to the questions are "no," please provide a brief explanation in the comments area of each section.
If your response is "no," please briefly explain in the comments area of the corresponding section(s). Additionally, if you select "n/a" and feel that further clarification is needed, please clarify in the comments area of the section.
Please email irbcompliance@northwestern.edu if you have any questions.

	Recruitment Activities

	Principal Investigator
	     

	STU Number
	     

	Research Study Title
	     

	Location of Posting
	     

	Picture of Posting Included
	☐ Yes 
☐ No 
☐ Other (specify):      

	Name of Person Completing Checklist
	     

	Date Checklist Completed
	     

	1   Required Elements: The items referenced below are required to be reflected within the recruitment tool.

	☐ Yes	☐ No	☐ N/A
	1. Study title and/or IRB study number is listed.

	☐ Yes	☐ No	☐ N/A
	2. The word "research" is displayed, and it is apparent that this is a research study.

	☐ Yes	☐ No	☐ N/A
	3. “Northwestern University” is listed.

	☐ Yes	☐ No	☐ N/A
	4. The Principal Investigator’s (PI’s) name is listed.

	☐ Yes	☐ No	☐ N/A
	5. A contact name and either a phone number or e-mail is listed.

	☐ Yes	☐ No	☐ N/A
	6. Eligibility criteria, if applicable are briefly noted, especially if payment depends on meeting these criteria. Examples: "Smoke one or more packs of cigarettes per day," “18 years old and older,” “Must own or have access to a smartphone,” etc.

	☐ Yes	☐ No	☐ N/A
	7. Whether participants will be paid for their time and effort is stated. Acceptable examples:
· "You will be paid for your participation."
· "You will receive a stored value (Visa) card for your participation."
· "Participants will be compensated." 

	☐ Yes	☐ No	☐ N/A
	8. The payment amount may be included but is not the most prominent element on the page (use of bold or enlarged print or other means to emphasize payment or the amount to be paid is avoided). Payment should be stated as a range of amounts or "at least" or "up to" for payments dependent on the amount of participation.

	Section 1
Additional Comments

	     

	2   IRB Policy and Protocol Adherence: Please indicate whether the investigation complies with the applicable items below.

	☐ Yes	☐ No	☐ N/A
	1. Recruitment procedures are performed as described in the IRB-approved protocol.

	☐ Yes	☐ No	☐ N/A
	2. Recruitment tool is IRB approved.

	☐ Yes	☐ No	☐ N/A
	3. There are no claims that state or imply a certainty of a favorable outcome or other benefits beyond what is outlined in the consent document and protocol.

	☐ Yes	☐ No	☐ N/A
	4. Use of the term “free” in reference to treatment or procedures is avoided.

	Section 2
Additional Comments

	     

	3   Recommended Elements: We recommend that the items reflected below are included in the recruitment tool, but it is not required. 

	☐ Yes	☐ No	☐ N/A
	1. The purpose of the research is listed.

	☐ Yes	☐ No	☐ N/A
	2. A brief statement regarding the participants involvement or what is expected of participants is included.

	☐ Yes	☐ No	☐ N/A
	3. The time required to participate in the study is listed.

	☐ Yes	☐ No	☐ N/A
	4. Location of the research study visit(s) is listed.

	☐ Yes	☐ No	☐ N/A
	5. Phrases such as “help needed” or "subjects wanted" are avoided. The recommended wording is "You are invited" or "Participants invited".

	Section 3
Additional Comments

	     

	4   Clinical Trial Elements: The items below are required to be reflected within the recruitment tool for drug and/or device clinical trials. 

If this section is N/A, check here and move to the next section ☐

	☐ Yes	☐ No	☐ N/A
	1. Whether or not the investigational agent is FDA-approved for the given indication is listed.

	☐ Yes	☐ No	☐ N/A
	2. Indication that the study participant may receive a placebo is included.

	☐ Yes	☐ No	☐ N/A
	3. There are no offers for a coupon for a discount on the purchase price of the drug/device product once it has been approved for marketing.

	Section 4
Additional Comments

	     

	For IRB Use Only: Specify Next Actions

	☐ Yes	☐ No	☐ N/A
	1. PI has been informed of this activity.

	☐ Yes	☐ No	☐ N/A
	2. Modification is required. Specify reason:      

	☐ Yes	☐ No	☐ N/A
	3. Reportable New Information application is required. Specify reason:      

	For IRB Use Only Additional Comments
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