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Introduction
The purpose of this plan is to ensure that retention strategies are designed, implemented and assessed by the Community Liaison Officer (CLO) and the study management team (led by the Project Director and assisted by the Study Coordinator). [Define which team members will be responsible for study retention.]
Elements of the Retention Plan
Retention Goals

Once a participant enrols in this study, the study site will make every effort to retain them in follow-up to minimize possible bias associated with loss-to-follow-up. An average annual retention rate of 90% is targeted. [Clear targets should be set, and levels of retention periodically assessed for compliance.]

Participants who have a missed visit will not be counted as retained for that visit. That is, retention is not only dependent on having participants remain in the study, but also by ensuring that participants make as many of their scheduled clinic visits as possible. [Retention can be defined in varvious ways, and there may be targets for each kind of retention defined.]
Tracking Retention Goals

An Excel spreadsheet [or similar specified documentation] has been set up by the Study Statistician. This will be used to track the numbers enrolled, the numbers screened, the numbers eligible but not yet enrolled, the reasons for screening failures as well as the numbers of participants that have been terminated and reasons for terminations. [Specify indicators as appropriate for your study.]

This study management data will allow the study team to track the number of participants enrolled in the study. The Study Statistician and Study Data Manager will also track the number of missed visits from data provided by the study staff (logs, data management system, visit scheduler etc) so as to determine the extent to which participants are making their scheduled clinic appointments. This data will be used to assess how well the study team is meeting its stated retention goal of 90% per annum. 
This data is presented at the weekly study visits, sent out monthly in the study progress report, and discussed monthly on the study management conference call by the Study Statistician and the Study Data Manager. [Specify when and where retention data will be presented, and by whom.]
The term “retention” refers in general to completion of study follow-up visits and procedures as specified in the study protocol.  This definition must be operationalized for any study, and operational definitions usually reflect the primary objectives and endpoints of a study.  For the [specify your study], two different retention measures will be used, one during the study and one at the end of the study [use these indicators or create new ones as required]:  

· During the study, for monthly visits, retention is defined based on whether participants complete scheduled visits within the allowable visit window.  Participants who complete their monthly visits within the allowable visit window will be considered “retained” for those visits.

· At the end of the study, retention is defined based on whether participants complete their last expected study visit within the allowable visit window. Participants who complete their last expected visits within the allowable visit window, will be considered “retained.” 

As indicated above, during the study participants who do not complete a particular scheduled visit within the allowable window, but then complete the next scheduled visit, will not be considered retained for the missed visit, but will be considered retained for the next scheduled visit.  Thus retention rates can fluctuate over time and across visits.  Importantly, retention shortfalls can be made up by ensuring that participants return for their next scheduled visit after missing a visit. [This approach will depend on whether or not this is relevant to your study. The measures listed here were for a longitudinal cohort study, and may not be appropriate for randomised trials, for example.]
The Data Manager and Study Statistician [specify responsible persons] will generate retention reports during the study presenting retention rates for key study visits designated by the Protocol Team.  The Study Data Manager will generate a final end-of-study retention rate for the site after the study is completed.
Locator Information Completion and Updating

Locator information is collected for participants who screen eligible and it is checked at the enrolment study visit, and filled out on the Locator Form used for the study. This form will be kept in the front of the participant source documentation file ease of checking and updating at each subsequent clinic visit. The locator information is collected by the Research Nurses or the clinic Nurse Administrator, as per the patient flow diagrams in the study standard operating procedures [Specify SOP names and numbers, create as possible]. The locator information will be checked by the study counsellors at each subsequent visit, and updated as necessary. [The documentation described here is all useful for maximising retention. Create/modify as necessary].
Procedures to ensure adequate locator information

When the locator information is first collected from the participant, the contact number provided will be checked by the Research Nurse [Specify responsible person]. If the number given is the participant’s own cell/mobile phone number, this will be called while the participant is present to make sure it is correct. If the number is not the participant’s own cell phone number, this will be called and the identity of the person and their relationship with the participant will be verified whilst the participant is still at the clinic, with the person’s consent. This is to ensure that the number is correctly recorded, and is a number that is still in use.
In any event, the nurses must attempt to get at least two contact numbers for each participant, as one contact number may not be adequate or always in service. The content of the message to be given when calling should be cleared with the participant while they are in the clinic, especially if the number is not the personal number of the participant. This should be recorded in the source documentation.
At each visit the counsellor will check with the participant that the contact details provided are adequate and that the numbers are still working. Both the address given, as well as the contact numbers will be checked again. This will be done by eliciting the contact information from the participant and checking this against the information that is on file. All changes will be made immediately at the visit, with the same confirmation of numbers given as outlined above. If the locator information remains unchanged, the counsellors note this on the source documentation.
Visit Reminders

At the end of each clinic visit, the clinic administrator will give to each participant a clinic visit card, or update their existing card from their previous visit. This card will clearly indicate the date for the next visit. The participants will be encouraged to keep this card with them at all times, and to bring it to each clinic visit to be updated with their next visit date. This method of visit reminders is similar to that used in the public health service, and most participants will be familiar with it.

On the day prior to a clinic visit the Nurse Administrator will send a short message to the cell phone number of all participants who are due to come to the clinic the next day and have a cell phone to remind them of their clinic appointment. A web-based SMS/text service has been set up for this purpose [source locally appropriate reminder service].

On the clinic day, by noon [or appropriate cut off time for clinic visits], the clinic nurse administrator [specify appropriate responsible person] will immediately call the contact number to determine why the participant has not arrived at the clinic. If they cannot contact the participant directly, they will contact the community liaison person or any other person identified as a contact on the participant’s locator information form. In any event, if the participant has been contacted a new clinic date will be scheduled and the participant will be notified of this date. The SMS/text reminder will be sent out the day before this new clinic date [source locally appropriate reminder service].
Missed Visits

The protocol states that a visit is missed if a participant does not come in to the clinic within the visit window for any visit. The visit widows specified in the protocol are:

Allowable Visit Windows by visit [examples – modify as relevant]:

Study visit 1




+/- 2 weeks

Study visit 2




+/- 1 week

Study visit 3




+/- 2 weeks

Study visit 4




+/- 1 month
When participants have to be scheduled outside of the visit window deliberately (due to public holidays, or lack of available clinic appointment days, for example) this will not be considered a missed visit. This will be recorded in the source documentation for that participant as a deliberate deviation from the protocol schedule. [This may not be appropriate for all study designs; confirm with study management].
Tracing efforts

A participant will be determined as not having made a clinic visit if: (i) they are not at the clinic by 11am without advance warning that they will be late, (ii) they have sent a message to that effect via the community liaison person, the community liaison officer or another participant or acquaintance, or (iii) they have contacted the clinic directly to indicate that they are not going to be able to present themselves at the clinic for their scheduled visit.

As soon as it becomes clear that a participant has not arrived for a clinic visit, the nurse administrator will immediately call the contact number of the participant, an alternative contact number or, failing that, the contact number of the community liaison person. All calls will be recorded in the contact log of the source documentation for that specific participant. [create all documentation as relevant] 
A new visit date will be agreed on with the participant. It is important that this visit falls near the beginning the prescribed visit window for that visit in order to minimise unnecessary missed visits.
At the end of the day the nurses will note in the computer database scheduler and the clinic paper diary that someone has not attended the clinic, and a new date will be entered if a new visit has been scheduled. If the participant has not been contactable during the day, the nurse administrator will attempt to contact them again at the end of the day.
The nurse administrator will continue to attempt to call for the first 3 days after the clinic visit. An SMS/text indicating that a participant has missed a visit, with the clinic contact number will also be sent out once a day for the 2nd and 3rd days. All these contact efforts will be recorded in the contact log in the participants source documentation file.

If these tracing efforts are not successful by the second week, the community liaison officer or designate will travel to the site from which the participant was recruited to try and locate them. The locator information will be used for this purpose.
These tracing efforts will continue until the participant has been contacted, the participant has indicated that they no longer want to take part, or has been deemed un-contactable. This will be recorded in the participant’s source documentation, and the participant will be terminated. If they have been traced and do not want to continue in the study, the participant will be encouraged to come to the clinic for an exit visit so that the reasoning behind their non-arrival and wish to cease participation can be documented.

Retention Tips
At all clinic visits and during the informed consent process the clinic staff will at all times emphasise to the participants that their attendance at the clinic on scheduled days is very important. During the informed consent process the responsibility of the participants to adhere to the visit schedule will be highlighted by the person conducting the informed consent process.
Several additional tips for successful retention are as follows:
· Adequate staff time and effort dedicated to retention efforts. The Community Liaison Officer (CLO), with guidance from the Study Coordinator, is ultimately responsible to ensure good retention rates throughout the study. The study administrator is also responsible for ensuring that participants who do not turn up for their visit are contacted on the same day. 
· Continuing education to the Community Liaison Persons (CLPs) with regard to cohort maintenance. The CLPs will be trained by the CLO, Study coordinator and Project Director on how to maintain the cohorts.
· Working with members of the community advisory committee (CAC) to identify the most applicable contact and retention strategies for the study population, including the type and amount of participant incentives.
· Keeping participants and CAC members up-to-date on study progress to foster a sense of partnership and ownership of the study (through the use of participant newsletters, for example).
· Emphasizing the value of the participant’s involvement in the study during the study informed consent process and subsequently at follow-up visits.
· Implementing a tracking system to easily identify when participants’ scheduled visits are due. Establishing routine mechanisms to remind both study staff and participants of upcoming scheduled visits. This is facilitated by the use of a computerised scheduler developed to schedule participants’ visits, and the hardcopy clinic appointment diary.
· Scheduling subsequent visits at the participant’s Enrolment Visit.  Thereafter, at each visit, confirming the scheduling of the next visit and giving the participant an appointment card with the scheduled visit date and time noted. At least two visits should be scheduled in advance of the current visit.
· Preparing a calendar of scheduled visits for each enrolled participant, based on his/her enrolment date (or offering a planner/calendar as an incentive and noting all study appointments) and noting the dates of all scheduled visits in the participant’s file for easy reference.
· Allowing for some flexibility as to when participants are seen at the clinic. Specifically this may mean having at least one early clinic per week to allow participants to visit the clinic prior to going to work.

· For participants who demonstrate a pattern of late or missed appointments, follow-up visits will be scheduled at the beginning of the allowable visit window allowing maximum time for re-contact and re-scheduling if needed.
· Paying close attention to the allowable visit window and prioritizing retention efforts for participants nearing the end of the window, particularly for visits at which primary study endpoints are ascertained. Organizing daily caseloads and work assignments based on these priorities.
· Following up on missed appointments with an attempt to re-contact/re-schedule within 24 hours (preferably on the same day). Continuing these efforts per the strategies listed here in the retention plan until contact is made.
· Keeping locator information up-to-date and maintaining thorough documentation of all efforts to contact the participant. Keeping all this information in an organized manner, so that different staff members can easily review the information and contribute to re-contact efforts when necessary.
· Making use of all information collected on the participant’s locator form. Even if a locator source is not useful or successful on one occasion, it will be tried again later.
· Making use of all available, approved contact methods (e.g. phone, mail, home visits, community outreach, etc).  Also making use of other available locator information sources, such as phone and post office directories and other public registries.
· Attempting contact with the participant at different times during the day and the week, including evenings and weekends.
· The CLO will set up support groups (including income generating groups, information or educational groups, and therapeutic support groups, for example) which should make the clinic visits more meaningful for the participants and serve to enhance retention rates. At a minimum, regular educational sessions must be organised for the clinic to make use of the time that participants are waiting to be seen, or for results of laboratory tests. [health education or other support group activities can be conducted. All should be listed in a standard operating procedure, and approved by the relevant ethics committee]
· The Community Liaison Officer will retain a presence in the community by overseeing a condom and educational materials distribution programme. [or similar relevant and approved activity]
· Community meetings will be organised by the CLO at a site that is accessible to the community of enrolled participants as well as those who have not been enrolled. This consistent presence in the community will ensure that we keep contact with participants, develop credibility as well as facilitate with tracing participants.
If a participant reports that he/she wishes to discontinue participation in the study, ask if he/she would be willing or interested to at least a final assessment at the end of the study. If the participant refuses this level of involvement, explain that he/she is always welcome to come back if he/ she wishes. Always make sure to emphasize that participants have the right to discontinue. [Be extremely cautious to avoid coercive language or activity]
Assessment of the Retention Plan

The retention of participants will be reviewed at the weekly study meetings, as well as on the monthly protocol team conference calls with the Protocol Chair and the Principal Investigator. The nurse administrator, nurses and counsellors will report at every weekly study meeting regarding the retention of participants, and any problems identified with this. The study statistician and study data manager will report on retention statistics. They will generate reports on the number and percentage of participants completing the quarterly follow-up visits at which the primary endpoints will be assessed. The study management team (lead by the Project Director and Study Coordinator) will track retention rates closely and work with cohort managers as needed to address below-target accrual or retention rates. [In this section you should list all responsible team members, all reports to be generated, and all relevant timelines.]
Ethical Issues
Statistical power calculations are based on the projected number of participants enrolled in the study, and the projected number of participants for which the required measures have been collected at the specified study visits. Adequate retention rates, therefore, are essential to ensure that the study is adequate powered. It would be unethical to pursue research that is underpowered and unlikely to be able to test the primary objectives adequately. High retention of the cohort is thus an ethical issue.
The way in which participants are traced and contacted also has to include ethical concerns. The participants will be asked only to provide contact details for individuals who they wish to have contacted should they not attend the clinic. The message that they are happy to have left for them is also recorded in the locator information. This is also the message that will be used in the SMS/text that is sent to them to remind them of their clinic visit. As far as possible, the clinic staff will determine in advance that the participants are willing to receive SMS/text reminders for their clinic visits.
Staff Training Requirements

All staff who have contact with participants or confidential locator information will have Human Subjects Protections training. Clinic staff that perform study procedures will additionally have Good Clinical Practises (GCP) training.
All staff will have protocol specific training, and access to all SOPs, the Manual of Procedures (MOP) and this retention plan. Specific training on the retention plan will also be provided to the clinic staff, the nurse administrator and the Community Liaison Officer.
The CLO will inform the community liaison persons who are recruited to recruit participants about the contents of the retention plan. The community liaison persons (CLPs) will also receive training in human subjects research, and this will be coordinated by the CLO.
Staff Responsibilities

The overall responsibility for the implementation and monitoring of the retention plan lie with the study management team, principally with the Project Director and assisted by the Study Coordinator.
All study staff have the responsibility of ensuring that the clinic visits are pleasant and worthwhile for participants. This will ensure a willingness and commitment to attend on the part of the participants.
The Community Liaison Officer will be responsible for the recruitment and monitoring of the community liaison persons, as well as conveying to them the contents of this plan. The community liaison person will also be responsible for going to site to find missing participants if the SMS/text or calling fails to trace a participant. The community liaison person will also be responsible for the maintenance of community contacts, the setting up of community meetings and the general implementation of retention strategies.
The study Nurse Administrator will be responsible for the daily reminder cards, the SMS/text reminders and the calls to the participants. They will also be responsible for maintaining the contact logs in the source documents of the participants. The nurse administrator will bring the weekly study meetings a list of non-arrivals and report to the team on all attempts to trace non-arriving participants. The Nurse Administrator will also be responsible for keeping the hardcopy clinic appointment diary up-to-date, and for receiving clinic participants at the clinic.
The Study Nurses will be responsible for originally recording and verifying the locator details for each participant. The nurses will also be responsible for informing the study nurse administrator when to trace a participant, and for keeping the clinic computerised scheduling system up to date.
The Study Statistician and the Study Data Manager will be responsible for maintaining the study statistics, and for reporting on the study retention rate. This retention rate includes not only enrolled participants that have not been terminated, but will also include an assessment of the number of ‘completed’ visits versus missed visits, which impacts on the constant retention of participants throughout the duration of the whole study.

The Health Educators/Counsellors will endeavour to provide quality counselling services that will make the clinic visits more meaningful for the study participants, enhancing study retention and increasing the number of participants who make their scheduled visits. This includes, but is not limited to, facilitating the formation of support groups (which could include income generating groups, informational and educational groups, and therapeutic support groups), referrals to governmental and non-governmental sources of support for participants, and the development of a plan to provide ongoing educational services.
QA/QC Procedures

Documentation regarding retention (e.g. source documentation of tracing efforts, missed visit documentation) will be checked during the quality assurance check as per the Quality Assurance Plan.
Essential Documentation

Tracing notes and contact details will be entered into the participant’s source documentation by the study clinical staff and the nurse administrator. Specific contact forms will also be generated and included in the participant source documentation file. All attempts to trace a participant will be recorded in this manner. If a participant is lost to follow-up, the tracing and retention efforts will be recorded in the source documentation to support that adequate tracing and retention efforts were implemented as outlined in this plan.
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