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Purpose

To define procedures for recruiting potential MTN-016 participants.

Scope

This procedure applies to all staff involved in conducting and/or overseeing participant recruitment for MTN-016. 

Responsibilities

MTN-016 staff members delegated by the Investigator of Record to conduct MTN-016 recruitment are responsible for understanding and following this SOP.  In the remainder of this SOP these staff are referred to as “Recruitment Staff.”

[MTN-016 Study Coordinator or 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-016 Study Coordinator and MTN-016 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 MTN-016 participant accrual targets.  

MTN-016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-016 staff members follow this SOP.  The Investigator of Record also has ultimate responsibility for ensuring that the MTN-016 participant accrual targets are met. 

Introduction
1.0 Accrual Targets

1.1. MTN-016 study staff will recruit all women who become pregnant during participation in HIV prevention trials or who have or had planned exposures in pregnancy safety studies (provided pregnancy outcome was less than 1 year from the date of the enrollment/screening visit). There is no time limit for accrual into MTN-016; accrual will remain open for the duration of MTN funding, which currently is expected through May 2013. All infants born to women enrolled in MTN-016 are to be recruited as well.

1.2. Eligible participants may be enrolled in MTN-016 up to one year from the time of diagnosis of the outcome of pregnancy.  Infants may be enrolled in MTN-016 provided that they have not reached their 1 year birth date.  During the course of the trial, it is possible that a participant may have multiple eligible pregnancies, if she has participated in MTN protocols at the time of conception for each infant.
Procedures

1.0 Recruitment Activity

The [Study Coordinator or other designee] will develop and update on an ongoing basis a listing of recruitment methods and materials to be used in MTN-016.  All written recruitment and participant information materials will be reviewed and approved by all responsible IRBs/ECs prior to use (See MTN-016 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.]  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]. 

2.0 Screening Activity

Potential participants will be recruited into MTN-016 as soon as possible after confirmed diagnosis of pregnancy and/or the pregnancy outcome is made by staff of the parent protocol (see MTN-016 SOP XXX Eligibility Determination).  For microbicide trial participants who become pregnant prior to site-specific activation of MTN-016, study staff will retrospectively contact the participants for possible enrollment in MTN-016 (unless the participants have refused further contact with study staff). For microbicide trial participants who become pregnant after activation of MTN-016, study staff will contact the participants for possible enrollment in MTN-016 as they become eligible.
2.1. 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 and enrollment visit and providing informed consent.  The MTN-016 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.]

3.0 Tracking and Evaluation Activity

3.1. The [Study Coordinator or other designee] will develop materials and methods (e.g., Screening and Enrollment logs) to document the following accrual information [See Attachments 1 and 2 for Screening and Enrollment Logs]:  

For women:
· Potentially eligible participants (i.e. VOICE participants with one positive pregnancy test)

· MTN-016 screening and enrollment information: MTN-016 PTID; date informed consent signed; date of enrollment; if not enrolled in MTN-016: reason not enrolled
· Subsequent pregnancies (note: participants will maintain the same PTID for all subsequent pregnancies)
· Number of live births 
For infants:

· MTN-016 enrollment information: MTN-016 Infant PTID; date informed consent for infant enrollment signed; if not enrolled in MTN-016: reason not enrolled

· Birth date
The [Study Coordinator or other designee] will routinely review this documentation in the course of day-to-day supervision of Recruitment Staff.

3.2. 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. 

List of Abbreviations and Acronyms

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures
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Attachments

Attachment 1: Screening and Enrollment Log: Woman
Attachment 2: Enrollment Log: Infants
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	MTN-016 Women Screening and Enrollment Log

	Site Name and Location: 

	No. (ex. 1, 2, 3)
	Parent Study PTID*                                    (ex. VOICE PTID)
	Date IC signed (if not signed, specify reason and complete Staff Initials column)
	016 PTID
	Eligible?
	Subsequent

Pregnancy?
	Enrollment date
(dd MMM yy)
	If not enrolled, specify reason
	Number of Live Births
	Staff initials
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*Parent Study PTID should be entered into log upon first positive pregnancy test.  Participant should not be enrolled on MTN-016 until confirmation of pregnancy per MTN-016 protocol section 5.2

	MTN-016 Infant Enrollment Log

	Site Name and Location: 

	No. (ex. 1,2,3)
	016 Infant PTID
	Date enrollment IC signed (if not signed, specify reason and complete Staff Initials column)
	Eligible?
	Birth date
dd-MMM-yy
	If not enrolled, specify reason
	Staff initials
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