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Purpose

To define eligibility determination procedures for MTN-020.

Scope

This procedure applies to all staff involved in eligibility determination for MTN-020 (per responsibilities section below).

Responsibilities

MTN-020 [staff members delegated by the Investigator of Record per the Delegation of Authority log] to perform eligibility determination and/or confirmation procedures for MTN-020 are responsible for understanding and following this SOP.  

MTN-020 [Study Coordinator or other designee] is responsible for training study staff to determine and/or confirm participant eligibility for MTN-020 in accordance with this SOP, and for day-to-day oversight of staff involved in eligibility determination.

MTN-020 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-020 staff members follow this SOP, and for ensuring that only participants who meet the protocol-specific eligibility criteria for MTN-020 are enrolled in the study.
Introduction

1.0 The term “screening” refers to procedures performed to determine whether a potential participant is eligible to take part in MTN-020. See protocol section 5.2 and 5.3 for full listing of inclusion/exclusion criteria, and SSP Section 4 for additional details on Screening and Enrollment.    
2.0 Each inclusion and exclusion criterion must be source documented per DAIDS Source Documentation SOP, found on the ASPIRE website under Resources.
3.0 Enrollment (defined as the act of randomization by assignment of prescription) must be completed within 28 days from the signing of the screening informed consent.  

Procedures
1.0 Written informed consent for screening will be obtained by [staff roles indicated on Site Delegation of Responsibilities/Signature Log] prior to initiation of any MTN-020 study visit procedures (see MTN-020 SOP for Obtaining Informed Consent)
2.0 Inclusion and exclusion criteria will be reviewed and documented as listed below.  [Insert responsible staff] are responsible for administering Screening and Enrollment Behavioral Eligibility questionnaires.  Staff responsibilities and procedures for assessment of other criteria are specified within each listed criteria below.  
Inclusion Criteria: 

2.1 Age: Assessed at Screening Visit [insert site specific age range and procedures for review/confirmation/documentation, including staff responsibilities]
2.2 Informed Consent: [Insert procedures and staff responsibilities for confirming that the participant has provided informed consent for both screening and enrollment]. See also MTN-020 SOP for Obtaining Informed Consent.
2.3 Adequate Locator: Locator information first will be collected at MTN-020 Screening Visit, then updated at Enrollment.  [Insert site specific procedures, staff responsibilities and list site specific form name where locator information will be recorded.].  In order to be eligible for the study, potential participants must be willing and able to provide “adequate” locator information, which is defined in the MTN-020 SOP for Participant Retention.
2.4 HIV uninfected at Screening and Enrollment: HIV status will be assessed using the algorithm provided in protocol Appendix II and documented on [insert name of site-specific lab results document and staff responsibilities for confirming HIV status]. 

2.5 Sexually active: Defined as vaginal intercourse at least once in the 3 months prior to screening and determined per participant report.  Assessed by and documented on interview-administered Screening Behavioral Eligibility questionnaire. 
2.6 Effective contraception at enrollment and intention to continue use of method for duration of study participation: [Describe how effective contraceptive use will be verified and documented, including staff responsibilities.] Intention to continue contraceptive use throughout the trial is based on participant report and documented on the interview-administered Enrollment Behavioral Eligibility questionnaire. Note: Vaginal rings or diaphragms are excluded from the list of effective methods for this protocol. Contraceptive use is not required if the participant has been sterilized.  [Insert site specific requirements for verifying sterilization here]. Reference the [Site SOP XXX on Contraceptive Counseling] for more information as needed.
2.7 Agrees not to participate in other research studies involving drugs, medical devices, or vaginal products for the duration of study participation: Per participant report.  Assessed by and documented on interview-administered Screening Behavioral Eligibility and Enrollment Behavioral Eligibility questionnaires. 

Exclusion Criteria: 

2.8 Plans to become pregnant, relocate, or travel away from study for more than 8 consecutive weeks during study participation: Per participant report.  Assessed by and documented on interview-administered Screening Behavioral Eligibility questionnaire.
2.9 Is pregnant:  Per participant report if pregnant, [insert where this would be documented, i.e. chart notes, and staff responsibilities]. Pregnancy tests will be conducted for all potential participants not reporting to be pregnant to verify eligibility.  Pregnancy test results will be documented on the [site-specific pregnancy testing log] by [insert responsible staff] and reviewed by [insert responsible staff].   
2.10 Currently Breastfeeding:  Documented on interview-administered Screening Behavioral Eligibility questionnaire through participant-report. Note that any breastfeeding (regardless of frequency) is an exclusionary but women should be encouraged to follow the WHO guidelines around infant and young child feeding. [Insert responsible staff] may exclude a participant under criteria 16 (has any other condition) if she self-reports not breastfeeding, but per their clinical discretion they feel that she is currently breastfeeding.
2.11 Diagnosed with UTI: Participants diagnosed with a UTI during screening should be clinically managed per the Site SOP for Clinical Management of UTIs/STIs/RTIs.  Participants who are otherwise eligible can be enrolled if treatment is completed and symptoms have resolved within 28 days of obtaining informed consent for screening. [Insert staff responsibilities for UTI determination/treatment and insert where documented i.e. chart note, Baseline Medical History Questionnaire, Pre-existing Conditions form, site-specific lab results form if tested, and Concomitant Medication Log if treated]. 
2.12 PID/STI/RTI requiring treatment per WHO guidelines: Manage per site SOP for Clinical Management for UTIs/STIs/RTIs, but note that asymptomatic BV and asymptomatic candidiasis should not be treated.  As with UTIs, participants who are otherwise eligible can be enrolled if treatment is completed and symptoms have resolved within 28 days of obtaining informed consent for screening.  Genital warts requiring treatment must also be treated prior to enrollment. Genital warts requiring therapy are defined as those that cause undue burden or discomfort to the participant, including bulky size, unacceptable appearance, or physical discomfort.  [Insert staff responsibilities for STI/RTI determination/treatment and insert where documented i.e. chart note, Baseline Medical History Questionnaire, Pelvic Exam Diagram CRF, Pre-existing Conditions log, site-specific lab results form, and Concomitant Medication Log if treated]. 

2.13 Grade 2 or higher pelvic exam finding (observed by study staff): These findings do not include cervical bleeding associated with speculum insertion or specimen collection (i.e. expected non-menstrual bleeding).  If a finding has improved to below Grade 2 or resolved within 28 days of Screening, the participant may be enrolled. [Insert staff responsibilities for pelvic exam findings determination/grading/treatment and insert where documented i.e. chart note, Pelvic Exam Diagram CRF, Pre-existing Conditions log, site-specific lab results form, and Concomitant Medication Log if treated].
2.14 Participant report and /or clinical evidence of any of the following: 

· Known adverse reaction to any of the study products (ever)
· Chronic vaginal candidiasis (4 or more episodes in the last year). 
· Non-therapeutic injection drug use in the 12 months prior to Screening

· Post-exposure prophylaxis (PEP) for HIV exposure within 6 months prior to enrollment

· Last pregnancy outcome 90 days or less prior to enrollment

· Gynecologic or genital procedure (e.g.,  tubal ligation, dilation and curettage, piercing) 90 days or less prior to enrollment
· Participation in any other research study involving drugs, medical devices, or vaginal products 60 days or less prior to enrollment 
· Participation in the MTN-003, Vaginal and Oral Interventions to Control the Epidemic (VOICE) clinical trial. or any other HIV prevention study using systemic or topical antiretroviral medications, within 12 months of enrollment. [If prior enrollment in VOICE, or other known ARV-based prevention trials are a concern for your CRS describe how non-participation will be verified (participant self-report, or another measure)].
· As determined by the IoR/designee, any significant uncontrolled active or chronic cardiovascular, renal, liver, hematologic, neurologic, gastrointestinal, psychiatric, endocrine, respiratory, immunologic disorder or infectious disease, including active tuberculosis 
Items bulleted above will be assessed by and documented on interview-administered Screening Behavioral Eligibility and Enrollment Behavioral Eligibility CRFs (if by participant report) and/or [insert where documented i.e. chart notes, Baseline Medical History Questions, Physical Exam CRF, Pre-existing Condition CRF] if noted by [insert responsible staff i.e. the Medical Officer].. 
2.15 Any of the following lab abnormalities at the Screening visit per the Division of AIDS Table for Grading the Severity of Adult and Pediatric Adverse Events Version 1.0, December, 2004 (Clarification dated August 2009): 

· Aspartate aminotransferase (AST) or alanine transaminase (ALT) Grade 1 or higher.
· Creatinine Grade 2 or higher
· Hemoglobin Grade 2 or higher 

· Platelet count Grade 1 or higher 

· Pap result Grade 2 or higher (according to the Female Genital Grading Table for Use in Microbicide Studies Addendum 1 to the above listed Table) 
Source documentation for the lab results bulleted above will be reviewed by [insert designated staff]; this review is documented by [insert site specific procedure i.e. signing lab report].  This will occur [insert when this review occurs, i.e. between participants screening and enrollment visit.]
Note:  Otherwise eligible participants with an exclusionary test may be re-tested during the screening process.

Note:  Women with a documented normal result within the 12 months prior to enrollment need not have Pap smear during the screening period. Women with a Grade 1 abnormal Pap smear can be enrolled upon completion of the initial phase of evaluation if no current treatment is indicated (based on local standard of care for management of abnormal cervical cytology). Need for a repeat Pap within 6 months does not preclude enrollment prior to that result becoming available.
2.16 Has any other condition that, in the opinion of the IoR/designee, would preclude informed consent, make study participation unsafe, complicate interpretation of study outcome data, or otherwise interfere with achieving the study objectives.  [Insert site-specific procedures, staff responsibilities, and documentation] 
3.0 [Insert responsible staff] will document the status of each eligibility criteria at screening and enrollment (as applicable, some are only assessed at a single time point) by checking “Yes” or “No” on the MTN-020 Eligibility Checklist (available on the ASPIRE website under Study Implementation Tools).  

4.0 After confirming eligibility by reviewing the status of all criteria at Enrollment, [insert responsible staff] will sign item 1a on the Eligibility Criteria CRF.  [Insert responsible staff] will verify the status of each eligibility criteria and sign item 1b on the Eligibility Criteria CRF.  

5.0 Any questions related to eligibility criteria or determination will be directed to the [insert responsible staff] for the study.

6.0 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.]
7.0 Study site staff will document all screening and enrollment activities on a screening and enrollment log [insert name of site specific tool: a template is posted for your use on the MTN-020 website, any modifications to this tool should be reviewed by FHI prior to implementation]. (see MTN-020 SOP Participant Accrual Procedures)

8.0 Should study staff identify that an ineligible participant has been inadvertently enrolled, the IoR or designee will contact MTN-020 study management team at mtn020mgmt@mtnstopshiv.org for guidance on action to be taken.
List of Abbreviations and Acronyms
BV

Bacterial Vaginosis

HIV

Human Immuno-deficiency virus

MTN

Microbicide Trial Network

PEP

Post Exposure Prophylaxis

PID

Pelvic Inflammatory Disease

RTI

Reproductive Tract Infection

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures

STI

Sexually Transmitted Infection

WHO

World Health Organization

[Insert additional as applicable]
Attachments
Attachment 1: MTN-020 Eligibility Checklist
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