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Purpose

To define eligibility determination procedures for MTN 016.

Scope

This procedure applies to all staff involved in eligibility determination for MTN 016. 

Responsibilities

MTN 016 staff members delegated by the Investigator of Record to perform eligibility determination and/or confirmation procedures for MTN 016 are responsible for understanding and following this SOP.  

MTN 016 Study Coordinator [or other designee] is responsible for training study staff to determine and/or confirm participant eligibility for MTN 016 in accordance with this SOP, and for day-to-day oversight of staff involved in eligibility determination.

MTN 016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN 016 staff members follow this SOP, and for ensuring that only participants who meet the protocol-specific eligibility criteria for MTN 016 are enrolled in the study.
Introduction

1.0 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). 
2.0 Potential participants will be recruited into MTN-016 as soon as possible after confirmation of the diagnosis of pregnancy and/or the pregnancy outcome is made by staff of the parent protocol.  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 (see MTN-016 SOP XXX for Participant Accrual)

3.0 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. 
Procedures
1.0 The term “screening” refers to procedures performed to determine whether a potential participant is eligible to take part in MTN-016. The study eligibility criteria are defined in Protocol Section 5 and SSP Section 4.

2.0 Written informed consent, utilizing the appropriate consent [Mother and/or Infant or Infant Testing], will be obtained by [staff roles indicated on Site Delegation of Responsibilities/Signature Log] prior to initiation of any MTN-016 study visit procedures (see MTN-016 SOP XXX for Obtaining Informed Consent.)
3.0 A [site staff indicated on Site Delegation of Responsibilities/Signature Log] who is trained and familiar with the MTN-016 Study will review eligibility criteria with the participant or parent(s) for infant enrollment.  Both inclusion and exclusion criteria (see Attachment 1) will be reviewed and documented [indicate where your site will document eligibility requirements, i.e. chart note or visit checklist] by the [list staff roles indicated on Site Delegation of Responsibilities/Signature Log] reviewing the eligibility criteria.  
3.1 Mother: [Sites to specify review and confirmation procedures for women here.  Include staff responsibilities and how review/confirmation will be documented for each criteria listed in Attachment 1].
3.1.1. Informed Consent: see MTN-016 SOP XXX for Obtaining Informed Consent
3.1.2. Participation in parent study: [insert site specific procedures for review/confirmation/documentation]
3.1.3. Confirmed pregnancy: [insert site specific procedures for review/confirmation/documentation]
3.1.4. Adequate Locator: Locator information first will be collected at MTN-016 Women Screening and Enrollment visit (Visit 1), using [list site specific form name where locator information will be logged].  For co-enrolled participants, certified copies of the locator form of the parent study will be used in MTN-016.  In order to be eligible for the study, potential participants must be willing and able to provide “adequate” locator information, which is defined in MTN-016, SOP XXX for MTN-016 Participant Retention.  
3.1.5. Has no condition that would complicate interpretation of study outcome data, make participation unsafe or would otherwise  interfere with achieving study objectives:  [insert site specific procedures for review/confirmation/documentation]
3.1.6. Pregnancy outcome was diagnosed 1 year ago or less: [insert site specific procedures for review/confirmation/documentation]
3.1.7. After confirming eligibility, [list staff roles indicated on Site Delegation of Responsibilities/Signature Log] will complete eligibility information on the Women Enrollment CRF.
3.2 Infant:  [Sites to specify review and confirmation procedures for infant here.  Include staff responsibilities and how review/confirmation will be documented for each criteria listed in Attachment 1].
3.2.1. Informed Consent: see MTN-016 SOP XXX for Obtaining Informed Consent
3.2.2. Born to EMBRACE participant mother from pregnancy concurrent with participation in parent study: [insert site specific procedures for review/confirmation/documentation]
3.2.3. Has no condition that would complicate interpretation of study outcome data, make participation unsafe or would otherwise  interfere with achieving study objectives: [insert site specific procedures for review/confirmation/documentation]
3.2.4. Is less than 1 year of age: [insert site specific procedures for review/confirmation/documentation]
3.2.5. After confirming eligibility, [list staff roles indicated on Site Delegation of Responsibilities/Signature Log] will complete eligibility information on the Infant Enrollment CRF.
4.0 Any questions related to eligibility criteria or determination will be directed to the Site Principal Investigator and/or Medical Officer for the study.

5.0 Key study staff who are involved in determining eligibility for this study will be required to read and understand the sponsor protocol and attend trainings such as study site training, internal study start up meeting and mock subject enrollments to ensure that they understand the eligibility requirements.

6.0 Study site staff will document screening and enrollment activity on a screening and enrollment log; a template is posted for your use on the MTN-016 website. (see MTN-016 SOP XXX Participant Accrual Procedures)

7.0 Should study staff identify that an ineligible participant has been inadvertently enrolled, the IoR or designee will contact MTN-016 study management team at mtn016mgmt@mtnstopshiv.org for guidance on action to be taken.
List of Abbreviations and Acronyms

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures
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Attachments

 Attachment 1: Inclusion and Exclusion Criteria 
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Attachment 1: MTN-016 Inclusion and Exclusion Criteria 

(from SSP Section 4-Accrual Figure 4-1)

	Inclusion and Exclusion Criteria Assessed at Screening and Enrollment Visit (Mother)

	Be willing and able to provide written informed consent

	History of participation in an HIV prevention agent trial OR planned exposure to an HIV prevention agent in a pregnancy safety trial

	During participation in parent trial has or had known pregnancy confirmed by: 

A: two consecutive monthly study visits with positive pregnancy tests OR

B: one or more of the following:

· Auscultation of fetal heart tones

· Positive pregnancy confirmed by clinic staff in the presence of a clinically confirmed enlarged uterus

· Positive pregnancy confirmed by clinic staff in the presence of a missed* menses by participant report

· Clinical assessment of fetal movement

· Demonstration of pregnancy by ultrasound

	Able and willing to provide adequate locator information

	Has no condition that would complicate interpretation of study outcome data, make participation unsafe or would otherwise  interfere with achieving study objectives

	Pregnancy outcome was diagnosed 1 year ago or less 

	

	Inclusion and Exclusion Criteria Assessed at Initial Visit (Infant)

	Informed consent for participation provided by parent(s)/guardians 

	Born to EMBRACE participant mother from pregnancy concurrent with participation in parent study

	Has no condition that would complicate interpretation of study outcome data, make participation unsafe or would otherwise  interfere with achieving study objectives

	Is less than 1 year of age


* Missed menses is defined as no menses occurring at least 60 days from the first day of last menses.  For amenorrheic or irregularly cycling women, two consecutive positive hCG tests (criterion A) or any of the other clinical signs of pregnancy included under the criteria B listing will be used to confirm MTN-016 eligibility.
