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Participant Recruitment -1207- Procedure
Responsible Office:		YCCI
Policy Sponsor:		Yvette Strong, Manuel Avedissian
Effective Date:			02/21/2024
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This Standard Operating Procedure (SOP) applies to all studies in which the Yale Center for Clinical Investigation (YCCI) provides clinical research support when Yale is a study site. 
2.0 Purpose 
Studies being conducted with Yale Center for Clinical Investigation (YCCI) clinical research support will ensure that the Principal Investigator (PI) and research team members assisting in the conduct of clinical research fulfill the regulatory and clinical requirements involved in the study participant recruitment for clinical research conducted at YCCI. 
3.0 Definitions and Abbreviations
Clinical Research - as defined by the National Institutes of Health (NIH), research performed on human subjects or on material or information obtained from human subjects as part of human experimentation.
Electronic Health Record (EHR) - a collection of medical information and health history about a person that is stored in digital format on a computerized system or web-based platform.
Sponsor - An individual, company, institution or organization that takes responsibility for the initiation, management and arrangement of the financing of a clinical trial. A clinical trial may have one or several sponsors where permitted under regulatory requirements. All sponsors have the responsibilities of a sponsor set out in this guideline. In accordance with applicable regulatory requirements, sponsors may decide in a documented agreement setting out their respective responsibilities. Where the documented agreement does not specify to which sponsor a given responsibility is attributed, that responsibility lies with all sponsors.
The terms “subject” and “participant” where applicable are interchangeable.
4.0 [bookmark: _Toc425171621][bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure 
4.1 [bookmark: B._Screening_Procedures][bookmark: C._Recruitment_Procedures][bookmark: A._Development_of_Screening_and_Recruitm]Development of Screening and Recruitment Plan
4.1.1 Before activating a research protocol, the Principal Investigator (PI) and delegated clinical research team member assigned to the protocol will identify the target population for potential research study subjects and begin to discuss recruitment strategies.
4.1.2 An appropriate screening and recruitment plan will be developed before the IRB submission for each protocol.
4.1.3 All screening and recruitment plans will be outlined in detail in the IRB submission materials for review and approval before implementation. If at any time additional or alternative strategies need to be implemented, the PI or delegated research team members will develop the plan and submit it to the IRB for review and approval before implementation.
4.1.4 Examples of recruitment methods include, but are not limited to:      
· Clinic patients’ electronic health records (EHRs)
· Trial participant/provider referrals
· YCCI Recruitment Call Center and the Help Us Discover Program
· Joint Data Analytics Team (JDAT) recruitment
· Recruitment call center/telephone recruitment
· Recruitment letter	
· Advertisements, posters, and recruitment packets
· TV and radio advertisements
· Internet postings	
4.1.5 If an appropriate Partial or Full Waiver of Health Insurance Portability and Accountability Act (HIPAA) Authorization has been approved for the research study, there is an IRB approved recruitment protocol, or the potential research subject has provided written HIPAA Authorization, then covered entities may use and disclose PHI to researchers to aid in study screening and recruitment.
4.2 Screening Procedures
4.2.1 Based on the inclusion/exclusion criteria for a study, the delegated clinical research team member will identify the target population for finding potential trial participants. They will also identify participants who meet all criteria that can be assessed prior to informed consent (e.g., lab values needed to determined eligibility that are not drawn as standard of care).
4.2.2 Patient information from approved Yale entities may be used in screening for IRB-approved research protocols if one of the following is met:
· An appropriate Partial or Full Waiver of HIPAA Authorization has been approved for the research study.
· There is an IRB approved recruitment protocol.
· The potential research subject has provided written HIPAA Authorization
4.2.3 If a screening log is not provided by the sponsor, the delegated research team member may develop a screening log based upon the study inclusion/exclusion criteria to collect screening information on all potential subjects. 
4.2.4 If a potential subject declines to enroll in a study, identifiable information may not be retained on that individual except in the following specific instances:
· If the study or study sponsor requires a record of individuals who were screened but not consented or enrolled. The record should not include any identifiable information. 
· If identifiable information is required, a waiver of HIPAA Authorization from the IRB or appropriate review board is required.  All identifiers must be destroyed at study termination.
4.3 Recruitment Procedures
4.3.1 [bookmark: D._Determining_Eligibility]Responsible personnel will work with the PI, Sub-Investigators, referring physicians and other clinical team members to implement an appropriate recruitment process as outlined in the examples below and ensure that appropriate institutional approvals are in place.
4.3.2 Responsible personnel, in collaboration with the clinical team, will be responsible for discussing the details of participation in the clinical research study. Informed consent and HIPAA authorization will be obtained from the participant prior to performing study specific procedures.
4.3.3 Recruitment: Without an Existing Patient Care Relationship
a. If an investigator or research team member does not have an existing patient care relationship (direct line of care) with a potential participant, the investigator or research team member may be permitted to access patient information of potential participants for recruitment purposes by either of the following processes:
· Obtaining a partial waiver of individual HIPAA authorization for recruitment purposes from the IRB before accessing clinical patient information to identify or recruit potential research subjects to that specific IRB approved study.
· Through an IRB-approved recruitment protocol that describes how research team members will access the patient information of potential subjects for screening and recruitment purposes.
4.3.4 Recruitment: Existing Patient Care Relationship
a. If the investigator is a credentialed clinical care staff member and has an existing patient care relationship with a potential participant, then the investigator and members of the clinical treatment team (clinical care employees) who are under the direct supervision of the investigator may access patient information for identifying and contacting potential subjects for the protocol that has been approved by the IRB.
b. When possible, a member of the clinical care team that has an existing patient care relationship with the potential subject should introduce research team members that may not be members of the clinical team or clinical care employees to the patient and bridge the gap to discuss possible research study participation. This can be accomplished by in-person introduction or by sending an IRB approved joint letter regarding potential participation in the study to the individual. This can also be accomplished by an IRB approved phone script.
4.4 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP and Yale policies and applicable governing regulations. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.

· Sub-investigators (SIs) and appropriately qualified study personnel are able to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP and Yale policies and applicable governing regulations. The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Advanced Practice Registered Nurse (APRN)
· Clinical Research Coordinator (CRC)
· Nurse Clinical Research Coordinator (NCRC)
· Research Assistant 
· Clinic Staff
· Other Research Staff
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance, and policies related to this procedure.
7.1 Code of Federal Regulations
· OHRP Code of Federal Regulations Title 45 Part 46
7.2 Good Clinical Practice
· ICH E6 (R3) Good Clinical Practice
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Yale University Human Research Protection Program Policy and Standard Operative Procedure Manual, Section 14 Obtaining Informed Consent from Research Subjects
9.0 Version History
· 01/30/2024: New document (no prior history)
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