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Purpose

To define procedures for retaining MTN-016 participants in follow-up.

Scope

This procedure applies to all staff involved in the conduct and oversight of participant retention activities for MTN-016. 

Responsibilities

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

[MTN-016 Study Coordinator or Retention Coordinator or other designee] is responsible for training study staff to retain study participants in accordance with this SOP, and for day-to-day oversight of Retention Staff.

[MTN-016 Study Coordinator or Retention Coordinator or other designee] is responsible for tracking retention rates, assessing the effectiveness and efficiency of retention strategies, and working with Retention Staff to implement retention strategies required to meet the MTN-016 participant retention targets.

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

Procedures

1. MTN-016 Retention Targets
A participant retention rate of at least 95% at each required follow-up visit will be targeted.  Note: Retention will be reported separately for women and infants, and the 95% retention goal applies to both groups. 

2. Retention Activities

[Note to sites:  Included in this entire section is illustrative text.  Please adapt/tailor to local needs.]

2.1 Community Input

Initial and ongoing input on retention methods and materials will be sought from the site [Community Educator, Community Advisory Board/Group, Community Education Coordinator, PI, Community Educators, Research nurses, Community Advisory Board, current and previous study participants.]
2.2 Informed Consent

During the informed consent process, study participants will be informed of planned retention procedures, so that they are aware of all efforts that will be undertaken to contact them in the event that they miss a scheduled study visit.  See SOP MTN 016-XXX-XX, Obtaining Informed Consent. 

2.3 Collection of Locator Information/Definition of Adequate Locator Information

Locator information first will be collected at potential participants’ study screening and enrollment visit, using the [insert name of site-specific locator form].  In the context of collecting locator information, study staff will negotiate with participants how they will identify themselves when locator sources are contacted; participant preferences will be recorded on the Locator Forms.

For co-enrolled participants, certified copies of the locator form of the parent study (e.g., MTN-003 or MTN-008) will be used in MTN-016. Study staff will verify with the participant whether this information has changed or not and for participants who exit the parent study, a new MTN-016 locator form will be completed. 
In order to be eligible for the study, potential participants must be willing and able to provide “adequate” locator information, which is defined as provision of all of the following items:

[Each site to specify locally-relevant items, the following is an example.]

· Participant’s legal name

· Participant’s home address (with detailed instructions/map for locating the residence)

· Other participant contact information (e.g., telephone numbers, work address/location)

· Name and address/contract information for at least one family member who does not live with the participant and is not expected to leave the area within the next [XX] months

· Name and address/contract information for at least one friend or community contact who does not live with the participant and is not expected to leave the area within the next [XX] months

· Name and ages of participant’s children, name of children’s schools, name of children’s health care providers/facilities.  For the infant, also may be helpful to obtain contact information on other care providers: grandmothers, aunts, siblings.
At all study follow-up visits, study staff will verbally review each participant’s locator information to determine whether previously provided information is still current and to probe for additional information that the participant may not have been willing or able to provide previously.

3 Follow-up Visit Scheduling and Reminder Methods
3.1 Follow-up Visits for Women
· Women enrolled while still pregnant will have follow-up visits scheduled on a quarterly basis up to and including the outcome of the pregnancy (pregnancy loss or labor and delivery).

· Women enrolled after the outcome of their pregnancy will have no additional follow-up visits; if she enrolls her infant, the child will be followed up to 1 year of life.
· Quarterly visit target dates are based on the woman’s MTN-016 enrollment date.
· The allowable visit windows are contiguous between visits. This means there is a +/- 45 day window before and after each target follow-up visit date.
3.2 Follow-up Visits for Infants
· Enrolled infants should be scheduled for follow up to conform as closely as possible to the target dates of within 10 days of birth and 1, 6,and 12 months of age.
· Target dates for infant visits are determined by the infant’s date of birth.
· For infants, the allowable visit windows are as follows:

· Newborn/initial visit: within 10 days of life

· Month 1 visit: +/- 2 weeks

· Month 6 visit: +/- 1 month

· Month 12 visit: +/- 1 month

Note the Month 12 visit window does NOT apply to enrollment.  Infants must be enrolled prior to their first birthday.
3.3 Visit Scheduling and Reminder Methods

· [Insert responsible staff] will review the target dates and allowable visit windows for both the parent study and MTN-016 when scheduling visit dates with the participant. Staff should make every effort to schedule visits to minimize duplication of procedures across studies when possible and make every effort to schedule and complete MTN-016 visits on the same day as the parent protocol. 
· After a participant enrollment is confirmed, [designated staff person] will generate an MTN-016 follow up schedule using the MTN-016 visit calendar provided by SCHARP and place in the front of the participant’s study notebook.  

· The time and date of subsequent visits will be confirmed at the prior visit by [designated staff person], who will enter the scheduled visit date/time in [insert where documented, i.e. participant chart notes, visit table at front of participant binder.] 
· Visits will be scheduled for the target date whenever possible, however all dates within the allowable visit window are acceptable.  For participants identified as frequent “defaulters” on scheduled visit dates, the [designated staff person] may request that visits purposefully be scheduled toward the beginning of the allowable visit window, to all more time for missed visits and re-scheduling within the window.  

· [Specify site specific procedures for contacting participants between scheduled visits in order to facilitate high levels of retention.  Sites may do this through various methods e.g., home visit, phone, letter, etc]
4 Identification and Follow-up of Missed Visits

· At the beginning of each workday, [designated staff person] will generate a list of participants who have missed scheduled visits.  Retention Staff will use this list to guide day-to-day follow-up activities as described below.

 [Each site to specify locally-relevant items, the following is an example.]

· Within 24 hours of a missed visit, [designated staff person] will [specify activities; make reference to use of type of contact attempts and use of all contact information from participant Locator Forms].

· For participants with visits still not completed 1-3 days after the scheduled date, [designated staff person] will [specify activities; make reference to type of contact attempts to be undertaken and use of all contact information from participant Locator Forms].
· For participants with visits still not completed one week after the scheduled date, [designated staff person] will [specify activities; make reference to type of contact attempts to be undertaken and use of all contact information from participant Locator Forms].
· For participants with visits still not completed two weeks after the scheduled date, [designated staff person] will [specify activities; make reference to type of contact attempts to be undertaken and use of all contact information from participant Locator Forms].
· For participants with visits still not completed 3 or more weeks after the scheduled date, [designated staff person] will [specify activities; make reference to type of contact attempts to be undertaken and use of all contact information from participant Locator Forms].
· [Designated staff person] will assign responsibilities to the above-listed activities on a daily or weekly basis to maximize study retention rates.  Highest priority will be given to women who are at or near their estimated time of delivery.  For infants, highest priority is for those who may be undergoing HIV testing and for infants who have been identified as having an abnormality on physical exam or in developmental testing.  Thereafter priority will be given to participants who are nearing the close of allowable visit windows, particularly those nearing the date of delivery.
 [Note to sites, instead of or in addition to the above, you may find it helpful to present follow-up activities in a flow chart format.]

· All efforts to contact participants will be documented [explain how]. [For example in participant chart notes, on outreach worker logs/worksheets, etc.  Attach copies of any logs/worksheets.  The DAIDS SOP for Source Documentation requires that this information be recorded for each participant, so think through how you want to do this on a day-to-day basis.] 

· For participants who do not complete a scheduled visit within the allowable visit window, [designated staff person] will complete a Missed Visit DataFax form as specified in the MTN-016 Study-Specific Procedures Manual.

5 Human Subjects Considerations

As described above, all study participants will be informed of the retention efforts that study staff will undertake to contact them should they miss a scheduled follow-up visit.  When conducting retention efforts, study staff will identify themselves as agreed upon with the participant. 

Regardless of having provided informed consent to take part in the study at enrollment, participants are free to withdraw their consent and/or the consent for their infant and discontinue study participation at any time.  All study staff will inform the [designated staff person] of any participant who states that she would like to discontinue participation, and the reasons why.  After consultation with the [Study Coordinator and Investigator of Record], the [designated staff person] will oversee any further action to be taken with the participant, including negotiation of any reduced level of participation that the participant may be willing to continue.  As a final effort, participants will be asked if they are minimally willing to complete a final visit if pregnant, and a final visit for the infant, if she chooses to withdraw after delivery.  Participants who choose to discontinue study participation will be informed that they may return to the site and re-enter follow-up as originally scheduled.  
[Add any other local considerations here.]

6 Tracking and Evaluation Activities

· The [designated staff person] will develop methods and materials (e.g., log sheets) to document locator/retention efforts undertaken by Retention Staff.  [Include relevant materials as attachments.] The [designated staff person] will routinely review this documentation in the course of day-to-day supervision of Retention Staff, to ensure that all efforts are documented and that the specifications of Section 4 are followed.  
· The [designated staff person] will track participant retention rates, based on SCHARP retention reports and/or [insert site-specific tracking reports]. 
· In the event that retention rates fall below target, the Investigator of Record is responsible for working together with the [designated staff person, Study Coordinator, Retention Staff, Community Educator/Liaison, and Community Advisory Board] to enhance/modify retention procedures and/or mobilize resources to meet protocol-specified retention targets.

· All tracking and evaluation information as described in this section will be discussed with Retention Staff in weekly meetings and used as a basis to enhance/modify retention methods and materials as needed to reach the study retention goals.  Retention 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
[Insert additional as applicable]

Attachments

Attachment 1:  

 [Insert as applicable]
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