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Purpose

To define procedures for recruiting potential MTN-020 participants.

Scope

This procedure applies to all staff involved in conducting and/or overseeing participant recruitment for MTN-020. 

Responsibilities

[MTN-020 staff members delegated by the Investigator of Record to conduct MTN-020 recruitment] are responsible for understanding and following this SOP.  In the remainder of this SOP these staff are referred to as “Recruitment Staff.”

[MTN-020 Study Coordinator, Recruitment Coordinator or other designee] is responsible for training study staff to recruit potential participants in accordance with this SOP, and for day-to-day oversight of recruitment staff.

[MTN-020 Study Coordinator, Recruitment Coordinator or other designee] are jointly responsible for tracking recruitment rates, assessing the effectiveness and efficiency of recruitment strategies, and for working with Recruitment Staff to modify recruitment strategies as needed to meet the site-specified participant accrual targets to ensure that the site goals are met within the accrual time period.  

MTN-020 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-020 staff members follow this SOP.  The Investigator of Record also has ultimate responsibility for ensuring that the MTN-020 participant accrual targets are met. 

Introduction

1.0 MTN-020 study staff will recruit sexually active women who are between the ages of 18-45 [site to update upper age limit as needed], HIV uninfected, and non-pregnant (See protocol section 5.2 and 5.3 for full listing of inclusion/exclusion criteria).  
2.0 Accrual must be completed within 12 months from the time the first participant is enrolled into MTN-020. [Sites can update timeline to be specific to their site based on activation date]

Procedures

1.0 Recruitment Activity

1.1. The [Study Coordinator or other designee] will develop (and update as needed) a listing of recruitment methods, materials and venues to be used in MTN-020.  Initial and ongoing input on recruitment methods and materials to be used will be sought from the site [Community Educator and Community Advisory Board/Group]. 
1.2. Current recruitment methods and materials are provided in Attachment X. 
1.3. [Sites to identify at least one back-up plan, should accrual rates be lower than initially expected, as well as operational triggers and implementation plans.]
1.4. All written recruitment and participant information materials as well as recruitment strategies involving incentives or the media will be reviewed and approved by all responsible IRBs/ECs prior to use (See Site SOP XXX-XX, Communication with Responsible IRBs/ECs).  [Note to sites:  if your IRBs/ECs also require that other materials such as community education and recruitment scripts also be reviewed and approved, specify that here as well.]  
2.0 Accrual targets
2.1. The current accrual target for the [Site] is [XXX] total participants enrolled as of [insert date].

2.2. Accrual targets will be reviewed periodically by the Protocol Team and adjusted/updated as necessary (see Section 4.1 of SSP).  The [Study Coordinator or other designee] will review site specific targets and adjust recruitment plans as necessary each time site targets are updated.  
2.3. Based on the current accrual target listed for this site [sites can choose to use any of these examples, or other measureable goals that are not listed below]: 
· [Site] will aim to enroll [XX] women within [X] months of activation.

· [Site] anticipates accruing [XX] participants per [week/month]

· A screening to enrollment ratio of [X:X] is anticipated. To achieve these accrual targets [site] will aim to screen [XX] participants per week. 
3.0 Screening Activity

3.1. Prescreening Activity  [Note to sites:  Pre-screening activities are defined as those that take place prior to a participant presenting to the study site for a screening visit and providing informed consent.  The MTN-020 protocol specifies that pre-screening activities, such as explaining the study to participants and ascertaining presumptive eligibility, may be undertaken either on site or at off-site locations. Pre-screening information may be recorded and stored in the absence of written informed consent, provided the information is collected in such a manner that it cannot be linked to participant names or other personal identifiers. Please use this section of the SOP to identify any pre-screening procedures that you plan to undertake in the context of recruitment contacts, and how these will be handled and documented. This section may be removed from the SOP if pre-screening activities are not anticipated. Also see SSP section 4.3.2]

3.2. Potential participants will receive a PTID as soon as the Screening ICF is signed and the screening process begins (See MTN-020 SSP Section 4). The [Study Coordinator or other designee] will update the PTID-Name Linkage log that is provided by SCHARP when the PTID is assigned. This document links the participant name to PTID and must be kept in hardcopy. This log will be stored [site to insert location; storage location must be double locked with limited access]. 
3.3. [Insert methods for identifying and documenting the recruitment source of participant who present to site for screening, including staff responsibilities]

3.4. Participants may only screen a total of 2 times for MTN-020. [Insert site specific procedures for determining/confirming screening attempt number.]  Note: Only one PTID will be assigned to a participant.  
4.0 Tracking and Evaluation Activity

4.1. The [Study Coordinator or other designee] will develop materials and methods (e.g., Screening and Enrollment logs) to document the following accrual information [See Attachment X for Screening and Enrollment Log]:  

· MTN-020 PTID; screening attempt number, date screening informed consent signed; date of enrollment/enrollment IC signed; if not enrolled in MTN-020: reason not enrolled

· The Screening and Enrollment log will be maintained in hardcopy and stored [insert where this will be stored].  

· [Insert responsible staff] will be responsible for updating and maintaining the screening and enrollment log.

4.2. [Insert staff responsibilities and procedures for maintaining electronic participant tracking database (either SCHARP provided or site-specific system).  Include procedures for entering new participants and updating scheduled and actual visit dates.  Responsibilities for producing reports for retention teams can be outlined in site SOP for Retention.]

4.3. Screening and enrollment data will also be captured on case report forms (CRFs) and submitted to MTN Statistical and Data Management Center (SDMC) by Datafax (see SSP section 4.1).  [Insert responsible staff] are responsible for completing and faxing screening and enrollment CRFs in a timely manner, as this data will provide the basis for screening and enrollment numbers into ASPIRE.  [Insert responsible staff] are responsible for periodically reviewing accrual reports available on Atlas based on this data for their site and reconciling with hardcopy screening and enrollment logs and the electronic participant database to ensure that all screening and enrollment information has been submitted to SCHARP.  This review will be conducted [insert as applicable: weekly, biweekly, monthly].
4.4. [Insert staff responsibilities and procedures for comparing actual versus targeted accrual] 
4.5. [Insert procedures and responsibilities for evaluation of the utility and yield of different recruitment methods and venues]
4.6. All tracking information as described in this section will be discussed with [Recruitment Staff] in weekly meetings and used as a basis to modify recruitment methods and materials as needed to reach the study accrual goals.  Recruitment and screening and enrollment rates and activities also will be discussed with all study staff in monthly staff meetings. [Site to update accordingly with respect to type and frequency of meetings with which these issues are discussed].

List of Abbreviations and Acronyms

EC

Ethics Committee

ICF

Informed Consent Form

IRB

Institutional Review Board

MTN

Microbicide Trial Network
PTID

Participant Identification
SOP

Standard Operating Procedure

SSP

Study-Specific Procedures

[Insert additional as applicable]

Attachments

Attachment X: Recruitment Materials and Methods

Attachment X: Screening and Enrollment Log

 [List any additional as needed]
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