Linking HIV-Prevention and Postpartum Care: Safety, Efficacy and Feasibility of Cabotegravir-LA PrEP in a High-Risk Breastfeeding Population in Botswana:
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PRINCIPAL INVESTIGATOR: Dr Rebecca Zash
KEY INFORMATION
You and your child are being invited to take part in a research study related to the prevention of Human Immunodeficiency Virus (HIV) because you live in a part of the world where women have a high risk of becoming infected with the virus. This study will be offered to about 500 women who live in Botswana and have just delivered a baby.

Before you decide whether to join the study, we will explain the purpose of the study, the risks and benefits, and what is expected of you.  This form includes all of that information in the later pages.  A description of this study will be available on www.ClinicalTrials.gov, as required by US law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.
Before you learn more about the study, it is important that you know the following:
Your participation is voluntary. You do not have to participate in the study.
If you join the study and later on want to stop participating, you may leave the study at any time. You will continue to receive the same services that you would normally get at local clinics.  
If you decide not to take part in this study, you can join another study at a later time if one is available and you qualify for it.
You cannot join this study if you are taking part in another study using drugs, HIV vaccines, or medical devices. You are asked to tell the study staff about any other studies you are taking part in or thinking of taking part in. This is very important for your safety.  
So that you can make an informed decision about participating in this study, we will explain all of the possible risks and benefits of this study. It is important that you understand the possible risks and benefits to participating in this study.  The information included in this form will be discussed with you and you may ask as many questions as you wish after you review it. 
Once you understand the study, and if you decide to take part, you will be asked to sign your name or make your mark on this form. You will be offered a copy of this form to keep. 
BACKGROUND AND PURPOSE OF THE STUDY
Women in Botswana are at high risk for getting an infection with HIV--especially young women, pregnant women and women who have recently delivered a baby.  Current HIV prevention methods for women include condoms and/or pre-exposure prophylaxis (PrEP). Taking medication to prevent getting HIV is called “PrEP”.  Botswana has been using medications taken by mouth (oral) for PrEP called tenofovir (TDF)/ emtricitabine (FTC) (also called “Truvada”).  When taken every day, TDF/FTC can be more than 90% protective against HIV infection. However, some people have a hard time remembering to take a daily pill, and so researchers looked for other ways to give PrEP. A recent study done among more than 3000 women living primarily in sub-Saharan Africa (including in Botswana) called ‘HPTN 084’ found that getting an injection of a drug called cabotegravir (CAB) was about 9-times more effective in preventing women from getting HIV than oral PrEP (TDF/FTC).  In the course of this study, only 4 women in the group getting CAB got HIV compared with 36 women in the group getting TDF/FTC.  Oral PrEP (TDF/FTC) is a pill that had to be taken every day while the injection of CAB was given about every 2 months. Both oral PrEP (TDF/FTC) and CAB injections are approved by the US Food and Drug Administration (FDA).

Researchers want to study CAB injections as a method of HIV prevention in women who have just delivered a baby. We know that the post-partum period is a time when women are at higher risk of getting HIV.  It is also a time when it can be particularly difficult to remember to take a daily pill, so it may be preferable and more effective to take long-acting injections for PrEP.  Only a few of the participants in the previous research studies of CAB injections were pregnant or breastfeeding, so researchers also want to gather more data on the safety of CAB injections in this group. 

In this study, we want to find out whether starting CAB PrEP immediately after delivery is a good strategy for preventing HIV infection in women in Botswana and if the injection form of CAB is acceptable and safe in people who are breastfeeding.  There is just one study group and everyone will receive the same medication. Each person in this study will get injections of CAB that are given in the buttock. In this study, we will start the CAB injections within a few days after you have delivered your baby, after confirming you do not have HIV infection. The injection is given over time like this: you get one injection soon after you deliver your baby, then 1 month later you get another injection, and then after that you get an injection every 2 months for 24 months .  Over the course of the study, most people will receive 13 injections. 

The injection form of CAB is “long-acting” which means that it stays at a high level for a longer time in the body. The drug also takes a long time to leave the body completely.  This research study will evaluate how feasible and acceptable it is to start injectable CAB PrEP soon after delivery and continue it during the post-partum period.  We will measure how many participants in the study get HIV during the follow up period and look for any side effects of the medications. 

One thing to know is that CAB will not protect you from getting sexually transmitted infections (STIs), like gonorrhea, chlamydia, syphilis, warts, or herpes.  CAB also will not prevent pregnancy. One of the best things you can do to protect yourself from getting HIV and other sexually transmitted infections during sex is to use a condom every time you have sex. 

STUDY PROCEDURES
After completing the screening procedures and you qualify to be in the study, after you read, discuss and understand, you will be asked to sign this form. We will help you understand the form and answer all of your questions before you sign it. The procedures done at enrolment and during the course of the study are as described below:
Visit 1:  Screening and Enrollment Visit (month 0) Activities
This visit will last about 2-3 hours. This visit will usually take place in a private room near the maternity ward. During the visit, the study staff will: 
· Confirm where you live and how to contact you.
· Talk with you about HIV and STIs and ways to protect yourself from getting them
· Talk to you about contraception and your options to prevent pregnancy. This study does not require you to be on contraception.
· Perform an HIV test and give you the result.  We will be using the type of HIV test that gives a result in less than 30 minutes.  If for some reason this type of test is not available, we will send your blood to our lab to perform the HIV test and get the results within 24 hours. This study requires a negative HIV test for enrolment
· Ask you some questions about yourself, like your age, how far you went in school and your sexual behaviours.
· Ask you questions about whether you are experiencing any symptoms of depression. 
· Ask you questions about your opinions about taking PrEP and getting injections.
· Measure your height, weight, and blood pressure, ask you about any other medicines you are taking, and whether you use alcohol or drugs.  
· Measure your infant’s weight and length
· Collect ~16 mL (about 1.5 tablespoons) of blood for:  HIV testing, to check how much cholesterol is in your blood (a fatty substance in your blood), to check the average sugar in your blood, to check your blood counts, to check the health of your liver, and for storage for study-related testing and long-term storage (if you provide consent) 
· Collect a few drops of blood from your infant and put it on filter papers, this is called a dried blood spot (DBS) for study related testing (e.g. to test to see when the infant got HIV in any case where the infant becomes infected).
· The first injection of CAB will be given in your buttock. 

Visits 2-13:  Injection visits
These visits will take place at month 1,3,5,7,9,11,13,15,17,19,21,23 (all participants).
These visits will last up to 1 hour. This visit may occur in a private room at your local clinic or it may occur at the BHP research clinic. During the visit the staff will:
· Talk with you about HIV and STIs and ways to protect yourself from getting them.
· Talk to you about contraception and your options to prevent pregnancy. 
· Perform an HIV test and give you the result. This study requires a negative HIV test before you can get your next CAB injection We will be using the type of HIV test that comes back with a result in less than 30 minutes.  If for some reason this type of test is not available we will use another form of the rapid HIV test (with results in about 30 minutes) that is being used at the local clinic. You can receive your injection if this rapid HIV test is negative but we will also send blood to the BHP lab to test for HIV to confirm the result 
· Ask you questions about whether you are experiencing any symptoms of depression or have any new medical problems. 
· Measure your height, weight, and blood pressure, ask you about any other medicines you are taking, and whether you are using alcohol or drugs.  
· Measure your infant’s weight, length and head circumference
· Collect ~16  mL (about 1.5 tablespoons) of blood for:
· Check your blood counts and the health of your liver at month 3,,7 and 13 
· Testing to see how much cholesterol is in your blood and the average sugar in your blood (month 13). For the cholesterol test, you will be instructed to not eat or drink anything other than what the study staff tell you is acceptable for 8-12 hours before your blood is drawn.   

· Collect an infant dried blood spot (DBS) for study related testing (e.g. to test to see when the infant got HIV in any case where the infant becomes infected).
· Collect a strand of hair from you and from your infant (if your infant is breastfeeding)
· An injection will be given in your buttock. 
Visit 14: Final Study Visit (month 24)
· Perform an HIV test and give you the result.  We will be using the type of HIV test that gives a result in less than 30 minutes.  If for some reason this type of test is not available, we will send your blood to our lab to perform the HIV test and get the results within 24 hours. Ask you questions about whether you are experiencing any symptoms of depression or have any new medical problems. 
· Measure your height, weight, and blood pressure, ask you about any other medicines you are  taking, and whether you are using alcohol or drugs.  
· Measure your infant’s weight, length and head circumference
· Collect ~16  mL (about 1.5 tablespoons) of blood for:
· Check your blood counts and the health of your liver 
· Testing to see how much cholesterol is in your blood and the average sugar in your blood. For the cholesterol test, you will be instructed to not eat or drink anything other than what the study staff tell you is acceptable for 8-12 hours before your blood is drawn.   

· Collect an infant dried blood spot (DBS) for study related testing (e.g. to test to see when the infant got HIV in any case where the infant becomes infected).
· Collect a strand of hair from you and your infant (if your infant is breastfeeding)
· We will ask you about your preferences for continuing PrEP or not and will help link you to services for PrEP available within your healthcare system, if you would like.
· We will explain procedures for continuing to give you study updates and final study results.
We are also interested in women’s experiences with taking study medication. Some study participants interested in sharing their experience about the study will be invited for a small study to evaluate their experiences with taking study medication.  A separate consent form for the sub-study will be provided and only those who agree and sign will take part and arrangements will be done as to when the discussion will take place.
Pharmacokinetic (PK) Sub-Study in breastfeeding participants and their infants
A subset of approximately 30 participants who choose to breastfeed their babies, will be invited to join the PK Sub-Study.  The PK sub-study will help researchers find out if the levels of CAB in the body are any different in people who are breastfeeding compared to people who aren’t breastfeeding.  We will also find out how much CAB gets into the infant through breastmilk by testing for the levels of CAB in the infant blood, in the mother’s breastmilk and using hair samples.   There are 4 study visits for this sub-study.  Two of the study visits are at the same time as the routine scheduled visits (month 1 and month 5). Two additional visits are required for this sub-study (1 week before the 1 month visit and 1 week after the month 5 visit).  At all of these visit’s blood will be drawn and a strand of hair will be taken from the mother and the infant, and we will collect a sample of breastmilk.    We will collect ~6mL (less than 1 tablespoon) of blood from the mother, ~2mL (less than 1 teaspoon) of blood from the infant. We will collect breastmilk by asking you to express ~5mL ( about 1 teaspoon) into a collection container.  
Procedures if you become infected with HIV during the study
If you have any positive HIV test during the study, you will stop CAB-LA injections. We will do confirmatory testing to make sure this was not a false positive result.  We will also test your infant for HIV if you are breastfeeding or if you have stopped breastfeeding less than 3 months before your positive HIV test.  In previous studies of people who got HIV while taking injectable CAB for PrEP, the diagnosis of HIV was delayed, or took longer than expected to confirm.  This is probably because the CAB was keeping the level of the virus very low, sometimes so low that the tests couldn’t pick it up very well.  Eventually, the virus level did come up, despite the CAB, so that the HIV tests were positive, but this took a few months in some cases.
If you are confirmed to have HIV, you will be referred for local care and treatment of HIV according to the national program guidelines. If you get infected with HIV while on the CAB, it is possible that HIV may be resistant to CAB and other HIV drugs that are like it, called integrase inhibitors. This means these HIV drugs may not work to fight the virus. Testing will be done to see if your HIV is resistant to any drugs that are used to treat HIV infection. This testing will help select the best drugs to treat your HIV infection. If your infant is confirmed to have HIV, they will also be referred for local care and treatment and we will do testing to see if their HIV is resistant to any anti-HIV medications.
If you get HIV, you and your infant will still be part of our study, and will continue to come for study visits about every 3 months for 1 year or until you have completed the study (whichever is longer).  These will be different than the study visits for participants who do not get HIV. During these visits we will take about 60mLs of blood to check your immune system, the amount of HIV in your blood, the health of your blood and liver, and for storage. We also will give you a brief physical exam during these visits, check your weight and blood pressure, and ask you about any other medications that you are taking.  We will screen you for depression. We will also update your contact information.
Permanently Stopping Your Study Product
There may be certain situations that occur where you will no longer get CAB-LA injections while in the study.  For example, you may decide you do not want to take study drug any more, you may get HIV, or we may find out the drugs are no longer safe for you to take. We will ask you to continue to come to the study visits even if you are not getting injections and continue with other study procedures, including HIV testing and blood draws. We will fully explain to you what will be expected if you permanently stop taking the study drugs.

USE OF STUDY SAMPLES
In addition to the laboratory tests performed at each study visit, and the testing to confirm HIV diagnosis if you get HIV during the study, further study-related testing may be performed on samples. This will include testing related to HIV and other infections, including testing for the drugs used in this study and other anti-HIV medications. If you get infected with HIV, some of the stored blood may also be used to study the HIV virus to try to help understand how you got infected, test the medication levels in your blood, and the body’s response to these infections. Hair samples will also be used to test the medication levels for those who are taking part in the PK study and those who get infected with HIV.
The samples used for this testing will be labeled with your study number and will be tested at special laboratory facilities that may be located in the US and other countries outside of Botswana. Results of this specialized testing will not be returned to you as they are done for study purposes only.  You may still take part in the study even if you decline sample storage for future testing
RISKS AND/OR DISCOMFORTS
Study Medications
The side effects of CAB include:  
With the CAB-LA that you get as an injection, people in other studies have said they had pain, irritation, skin redness, bumps, swelling, itching, and bruising where they got the injection. Other reported side effects include muscle aches, irritated nasal passages, runny nose, sore throat, upper respiratory tract infection, difficulty sleeping, abnormal dreams/nightmares, increase in the level of enzymes in the muscle (creatinine phosphokinase), nausea, vomiting (being sick), flatulence (gas or wind), fever and dizziness.  
In some prior studies of HIV prevention, including a small number of study participants in HPTN 084 (the previous study of CAB injections in women), a few participants have reported feelings of depression and have thoughts of hurting themselves (suicide).  At this time, it is not known if these feelings can be attributed to participation in the study or to the study drugs or some other reason.  Please tell the study team if you have a history of mental health illness.  If you have thoughts of hurting or killing yourself or have any other unusual or uncomfortable thoughts or feelings during this study, you should tell the study nurse or the study doctor, or go to the nearest hospital right away.

There have been some people who were taking this medicine who have had liver side effects.  Some of these people were HIV-infected (HIV positive) and some, but not all, had damage to their liver before taking the CAB study medication. While taking the study medication, their blood tests showed that their liver was irritated, although they felt well. The medications were stopped, and the liver blood tests returned to normal. In this study, anyone with HIV-infection will not be allowed to be in the study.  
There are some medications that interact with CAB in the body.  These includes some medications for epilepsy (seizures) and some medications used for the treatment of TB.  You will not be allowed to join the study if you are receiving these medications.  If you develop a condition during the study that requires you to take these medications, you should tell the study staff and we may ask you to stop getting CAB injections. 
The injections you receive in this study are long acting, meaning they can potentially stay in your body as long as a year or more. For most people the levels of the CAB in the body slowly goes down to zero within 6 months. So, when you stop getting CAB injections or when you miss your scheduled injections, you will still have CAB in your body but the levels may not be high enough to be effective in preventing you from getting HIV.  If you get infected with HIV while the CAB is still in your body, there is a risk that the HIV may be resistant to CAB and other HIV drugs called integrase inhibitors. This means these integrase inhibitor HIV drugs may not work to fight the virus and you will have to use different anti-HIV medications. For this reason, whenever you stop CAB or miss injections, we will recommend that you take other measures to prevent HIV infection, which may include getting oral PrEP pill from your local clinic, using condoms or abstaining from sex. 
We will update you on any new side effects that we see in this study and other on-going studies, if those side effects appear to have come from the drug. If you have questions concerning the additional study drug side effects, please ask the medical staff at your site. As stated above, some of these risks are seen in HIV-infected people taking these medications. It is not known if these side effects will occur as often and it could be that some of these side effects might be more or less serious in HIV-uninfected people.
Blood Draws
Taking blood samples may cause some pain, bruise your arm, or make you feel lightheaded.  In rare cases you may faint. There is also a slight chance of infection when blood is drawn. You may be nervous while you are waiting for your test results, particularly your HIV tests. You will receive counseling before and after these tests to help address your concerns.
Possible Injection (Shot) Side Effects
The injection will be given in the muscles of your buttocks (bottom “cheeks”). The injection could be given too deeply or not deep enough, missing the muscle and entering your skin, blood or a nerve. The risk of this is unknown, but may result in higher or lower levels of the injected study medication in your body/system.
Getting an injection could also cause some people to feel lightheaded or feel like they might faint or pass out. People may also see black spots, sweat, or feel sick to their stomach. This reaction is called a “vasovagal reaction”, it can occur with many medical procedures and usually passes quickly.
Sensitive Questions
The questions we will ask you about your sexual behavior may make you feel uneasy. However, you do not have to answer any question that you do not want to and you can stop answering the questions at any time.
Risks of Social Harm
There may also be some social risks to participating in this study. You may feel embarrassed or uncomfortable with some of the questions you will be asked, some of the procedures that will be done, or some of the test results that you will receive. You may also experience stigma as a result of being involved in a study about HIV because people may assume that you are HIV-infected. In addition, there may be uncommon or previously unknown risks that might occur. You should report any problems to the researchers immediately.
It is possible that others may learn that you are part of this study and they may think that you are infected with HIV or are at high risk for infection with HIV. Because of this you may be treated unfairly at work if you are employed or have trouble finding a job.  You could also have problems with your family, friends and community. Please talk with the study staff if you have any concerns about this. Study staff will protect your confidentiality to prevent you from being discriminated against.
Pregnancy and breastfeeding
We think that CAB will be safe for your baby while you are breastfeeding, but there is not much information yet. This lack of information is one of the reasons why we are doing this study. We do know that in studies of another drug, called dolutegravir, which is very similar (but not same thing) to CAB nursing babies did not have any problems. These babies were breastfed by mothers who had HIV and were taking dolutegravir as treatment.  Small amounts of dolutegravir were found in the breastmilk.  Since 2016 in Botswana, most nursing mothers who have HIV are taking dolutegravir for treatment and there have not had any reports of any problems with their babies.  It is possible some CAB may pass to a baby through breastmilk.  One of the goals of our study is to find out how much CAB is found in the baby (in the PK sub study) and if this causes any problems.


During the study, you will receive counseling about your options for preventing pregnancy. You can be referred to the local sexual and reproductive health (SRH) clinic for contraception. There are no requirements in this study about contraception (birth control medications) or becoming pregnant.  However, while we think that CAB will be safe in pregnancy, we have only limited data on how CAB might affect a baby.  In the HPTN 084 study, there were 29 people who became pregnant while taking CAB.  All of them stopped CAB after finding out they were pregnant.  There were no adverse effects related to the CAB injection in these pregnant women and the outcomes of the pregnancy was similar to pregnant women taking oral PrEP (TDF/FTC).  This is reassuring but it is important to note that this is a relatively small number of people, and they didn’t continue to receive CAB injections during all of pregnancy so we can’t say with certainty that CAB doesn’t cause any adverse effects on pregnancy or the infant.
In 2018, a different study in Botswana (called Tsepamo) reported preliminary results that pregnant women living with HIV who were receiving treatment with dolutegravir when they conceived may have an increased risk of a severe birth defect called neural tube defects (like ‘spina bifida’).  Dolutegravir is a similar kind of medication to CAB, in the same family called ‘integrase inhibitors.  This initial concern with dolutegravir made researchers worry that other integrase inhibitors could have the same effects. But as the Tsepamo study collected more and more data, it seems that the initial concerning safety signal has almost gone away.  In 2021, this birth defect occurred in 1.5 per 1000 births with exposure to dolutegravir at conception compared with 1.0 births per 1000 with other ART regimens. These rates of birth defects are essentially the same.  Now Botswana, the World Health Organization and countries like the United States all recommend dolutegravir as first-line for pregnant women and women who are trying to conceive.  There were no birth defects seen in any of the babies born to the 29 women who became pregnant receiving CAB in HPTN 084, but this is only a small number and we don’t know for sure if there could be any birth defects caused by CAB.
If you become pregnant during the study, we will let you choose whether to continue CAB injections or stop them.  We can help you make this decision by talking to you about the risks and benefits of CAB in your individual situation.  For example, you may feel that the most important thing for you is to avoid getting HIV infection during your pregnancy and so you may want to stay on CAB while pregnant even though we don’t yet know much about the risks of this medication in pregnancy.  Or, you may feel most worried about the unknown risks of CAB and decide that you would rather use another HIV prevention method during your pregnancy (like condoms or oral PrEP).  Regardless of your choice, you will continue to come to scheduled study visits while you are pregnant.  If you complete the study (24 month visit) and you are still pregnant at that time, we will ask you or your antenatal clinic (ANC) provider to provide updates on the progress of your pregnancy and its outcome for the first year of the baby`s life. The study doctor will make this information available to the study sponsor for safety monitoring follow-up.  
It is important to remember that for most people CAB stays in the body for about 6 months and for some people CAB could remain in the body for a year.  So, if you do become pregnant while taking CAB, your baby will be exposed to some CAB during the majority of your pregnancy even if you stop the injections at the beginning of pregnancy.  Also, if you are avoiding pregnancy while taking CAB because you don’t want to exposure your baby to this medication, we recommend you delay becoming pregnant after your last injection, for at least 52 weeks (1 year) to be sure all the CAB is gone from your body. 
BENEFITS
The main benefit in taking part in this study is the possibility of reducing your chance of getting HIV infection.  Another benefit is that if you don’t get an HIV infection while you are breastfeeding, then your baby can’t get HIV from your breastmilk.  CAB injections for PrEP are known to protect women who have sex with men from getting HIV when taken as directed. The recent results from the HPTN 084 study comparing CAB to oral PrEP (TDF/FTC) conducted in women who have sex with men showed that participants given daily TDF/FTC pills for PrEP had about nine times the number of HIV infections compared to participants getting injections of CAB. 
During the study you will also have other tests to check on the health of your blood, and liver and we will be monitoring the growth of your baby. If any health problems are found, you will be referred for care. 
You or others in your community may benefit from this study later. The information gathered during this study may help us figure out how the best way to set up programs to provide CAB injections to more of the population, and do it in a way that is acceptable to people. This may be beneficial to you and your community.  
NEW INFORMATION
You will be told of any new information learned during this study that might affect your willingness to stay in the study. For example, if information becomes available that shows that the medication may be causing bad effects, you will be told about this. You will also be told when the results of the study may be available, and how to learn about them.  
WHY YOU MAY BE WITHDRAWN FROM THE STUDY WITHOUT YOUR CONSENT
You may be withdrawn from the study without your consent if any of the following occur: 
· You are unable or unwilling to follow all of the study procedures or instructions.  
· The study is stopped or cancelled.
· The study staff feels that staying in the study would be harmful to you.
· You are not able to attend clinic visits or complete all of the study procedures.
· Other reasons, as decided by the study staff. 
ALTERNATIVES TO PARTICIPATION
Oral PrEP with Truvada (TDF/FTC) is an approved HIV prevention method in Botswana which may be available or accessible to you.  If you prefer to take Truvada (TDF/FTC) instead of joining the study where you will receive CAB, study staff will refer you for HIV prevention medical services available. 

There may be other studies going on here that you may be eligible for. If you wish, we will tell you about other studies that we know about. There are also other places where you can go for HIV counseling and testing like in public health facilities and other organizations in Botswana for free which you can access.

COSTS TO YOU
There will be no cost to you for study related visits, study products, physical examinations, laboratory tests, or other procedures specifically related to the study.   
REIMBURSEMENT
You will receive P100.00 for your time, effort, and travel at each scheduled visit. 
CONFIDENTIALITY
To keep your information private, your samples will be labeled with a code that can only be traced back to your study clinic. Your name, where you live, and other personal information will be protected by the study clinic. Every effort will be made to keep your personal information confidential, but we cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law.
Efforts will be made to keep your study records and test results confidential to the extent permitted by law.  However, we cannot guarantee absolute confidentiality. You will be identified by a code, and personal information from your records will not be released without your written permission. Any publication of this study will not use your name or identify you personally. 
However, your records may be reviewed, under guidelines of the United States Federal Privacy Act, by the:
· United States Food and Drug Administration (FDA)

· The sponsor of the study (United States National Institutes of Health [NIH]), 

· The US Department of Heath and Human Services (DHHS), Office of Human Research Protection (OHRP)
· Other U.S, local and international regulatory entities
· The two overseeing Institutional Review Board (IRB) or Ethics Committee (EC) which are: Health Research and Development Committee (HRDC) at Ministry of health Botswana and Beth Israel Deaconess Medical Center IRB
· Other national regulatory authorities (e.g.  Botswana Medicines Regulatory Authority, BOMRA)
· Study staff
· Study monitors
· Companies that makes the study drug (ViiV Healthcare)
If during the course of the study, we find out that you have any notifiable or reportable diseases according to the Botswana Ministry of Health guidelines, we must report it to the local District Health Team. 
Also, during the study, if we think that you are at risk of harming yourself or others, we must take action.  This may include reporting to appropriate authorities with or without your consent.  
Unanticipated events meeting reporting requirements will also be reported as appropriate when the need arises.
Study staff may if needed use your information to verify that you are not taking part in any other research studies conducted here at Botswana Harvard Partnership (BHP) or other researchers locally. This will be done under strict confidential procedures. 
During your participation in this study, study personnel may need to review and where necessary make and keep copies of some of your medical records (for example, records of hospitalizations). Any medical records information requested for this study will be kept confidential in the same manner as your other study records

RESEARCH-RELATED INJURY
It is unlikely that you will be injured as a result of study participation. If you are injured, the study site personnel will give you immediate necessary treatment for your injuries and refer you to the local hospital for further care as necessary. You will not have to pay for treatment provided through the public health facilities. There is no program to pay money or give other forms of compensation for such injuries either through Botswana Harvard AIDS Institute (BHP) or the NIH. You do not give up any legal rights by signing this consent form.
PROBLEMS OR QUESTIONS
If you ever have any questions about the study, or if you have a research-related injury, you should contact:
Dr Joseph Makhema 

Tel: 3902671 Ext 2201
Botswana-Harvard AIDS Institute Partnership
Princess Marina Hospital
Northring Road
Plot 1836
Gaborone,
If you have questions about your rights as a research participant, you should contact 
Chief Research Officer
Ministry of Health
Private Bag 0038
Gaborone, Botswana
Tel:3914467

SIGNATURE PAGE
Linking HIV-Prevention and Postpartum Care: Safety, Efficacy and Feasibility of Cabotegravir-LA PrEP in a High-Risk Breastfeeding Population in Botswana:
The “Tshireletso” Study

ENROLLMENT CONSENT
If you have read this consent form, or had it read and explained to you, and you understand the information, and you voluntarily agree to join the study with your child, please sign your name or make your mark below. Samples will be stored from all study participants for study-related testing. 
Also put your initials to indicate your choice on the below:
_________
I agree to allow my blood to be stored to be used in future research.
_______
I do not agree to allow my blood to be stored to be used in future research.
_____________________________________________________________


Participant Name (print)
 Participant Signature              Date     Time 24 Hr.
______________________________________________________________

Witness Name (print)
Witness Signature                     Date      Time 24Hr
(As appropriate)
*Witness is impartial and was present for the consent process

________________________________________________________________
Study Staff Conducting


Study Staff Signature Date   Time 24 Hr.
Consent Discussion (print
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PK Sub Study CONSENT
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