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1. INTRODUCTION:

This consent form gives you information about this study after which you can freely choose to participate or not. You are free to ask questions at any time. If you agree to participate in the study, we will ask you to provide your signature or thumbprint on this consent form. You will get a copy of this consent form to keep.
This study is being conducted by researchers at Makerere University, at the Kawempe National Referral Hospital and at Kisenyi Health Centre IV in collaboration with UK investigators from St George University London, and the Uganda Principal Investigator is Dr Eve. Nakabembe.

Whooping cough also known as pertussis is one of the five major killer diseases of children less than five years against which immunization is done. This disease is now being seen more and moreworldwide despite the fact that children are vaccinated against it. In Uganda babies are immunized against whooping cough at six, ten and fourteen weeks after birth however, in the developed countries like the UK, pregnant women receive a vaccine against whooping cough during pregnancy and in addition to this the babies also receive the vaccine after birth. This increases the level of protection a baby has against whooping cough. 
There are many things which can affect the way immunity is passed from mothers to babies through the placenta, one of these is HIV infection

 In Uganda the number of women who are pregnant and are carrying the HIV infection is much bigger than many countries around the world. HIV infection has been known to interfere with the way immunity is passed from mother to the child. It is not known if HIV infected women who are vaccinated against whooping cough, will be able to pass on the same level of protection to their unborn babies compared to the HIV-uninfected. It is also important to understand how this vaccine continues to help babies on top of the vaccines they receive against whooping cough after birth. 
The combined pertussis containing vaccine Tdap is not yet used in Uganda due to;

i) Lack of information on how this vaccine works in a Ugandan setting where there are many other factors like HIV which can affect the way immunity is passed on from mother to baby.

ii) Lack of sufficient information on whether the immunity received by babies against pertussis following their vaccination at 6,10 and 14 weeks is sufficient to protect them against this disease especially in cases where the mother is HIV positive.
iii) Logistical issues: concerns that there is no information on what it would cost to use 
     such a vaccine in Uganda.
2. WHY IS THIS STUDY BEING DONE?
In this study we seek to find out the nature and strength of immunity passed on from pregnant mothers to their babies if the mothers receive a combined pertussis vaccine (vaccine against whooping cough) especially in cases where mothers are infected with HIV. In particular we are interested in finding out if on top the usual vaccines we give to mothers during pregnancy, if we added a pertussis containing vaccine and then immunized babies after birth, there will be a difference in protecting babies against whooping cough.  Mothers would on top of the first dose of tetanus diphtheria (Td) vaccine received in pregnancy get a second dose containing a combined pertussis vaccine, if received we would like to know if it is beneficial in protecting the babies against whooping cough by the passing on of the immunity got after vaccination from the mother to her unborn baby. This immunity is passed on through the blood via the placenta which connects the mother to the baby and after birth additional immunity is passed on through breast milk. 
We would also like to know if the usual vaccines we give to babies against pertussis would work differently if a mother earlier received the combined pertussis containing vaccine in pregnancy. 
3. How many people will take part in this study?
This study will recruit 200 pregnant women who are attending the antenatal clinic at Kawempe National Referral Hospital,  Kisenyi Health Centre IV when their pregnancies are four months (16 weeks) old.
4. What will happen if i agree to participate in the study?
When you agree to participate in the study, the study team will go through an informed consent with you to confirm that you have understood and agree to participate in the study, so will sign an informed consent.
In total, you will have nine visits.

i) Screening and Enrollment, which may take about 40 minutes
· After you sign this consent form, the study doctor will perform a physical exam and ask about your medical history. 

· You will give at least two telephone numbers on which you can be reached including one for your next of kin. 
· You will have an ultrasound scan done to confirm the gestational age to be 16 weeks. 
· A blood sample of 5mls of blood will be taken from you to do some tests including HIV, Hepatitis and Syphilis. For mothers who are HIV positive an additional blood sample of 5mls will be taken off to do a Viral load and CD4 count tests 

ii) Other Visits
· The second visit will be at 24 weeks of the pregnancy, during this time you will get the routine vaccine given to all pregnant women called Tetanus diphtheria (Td).
· Four weeks after, you will come back for a second dose of the vaccine, at this point some people will receive the routine vaccine-Td which protects against two diseases tetanus and  diphtheria however other will receive the trial vaccine-Tdap which protects against three diseases-Tetanus, 
· Diptheria and whooping cough(pertussis). The study team will not know which vaccine you would have gotten. 
Four weeks after the second dose of the vaccine you will come back and we will take off another blood sample of 5mls to measure how your body responded to the vaccine you received.
· At birth after you have delivered, a blood sample will be taken from the placenta cord which connects you to the baby and at birth 5mls of blood will be removed from the mother. In case of failure to get cord blood, a blood sample (2ml – less than half a teaspoon) will be taken from the baby within 7 days of delivery. 
· A sample of breast milk will be taken away to measure and compare the antibodies passed on from mother to baby through blood with those passed on via breast milk. The breast milk will be taken off after the mother has delivered before discharge from the hospital. Other two samples of breast milk will be taken from you when your baby is 18weeks old and ten months old. These will also be the times you bring back your baby for other study related activities as outlined below.
After delivery your baby will then receive the routine vaccines given by the ministry of Health in all hospitals. This is given when the baby is 6, 10 and 14 weeks respectively.
· Following the completion of the routine vaccinations, you will bring back the baby four weeks later when the baby is 18 weeks. During this visit, 2mls of blood from the baby will be withdrawn to measure how the baby responded to the vaccine vaccine and 2mls of breast milk will be taken from you.
· The last active visit will be four weeks after completion of the measles vaccination, at this point your baby will be ten months old, 2mls of blood will be drawn from your baby to measure how much protection your baby has in his/her blood and 2mls of breast milk will be taken from you as well. 
· There will be three telephone call follow up visits at 6 months, 9 months and 12 months of age to assess your health and of your baby. 
5. How long will I be in the study?
You will be in the study from the time you have been enrolled at four months (16 weeks) of pregnancy up to the time when your baby is one year old.
6. What side effects or risks can I expect from being in the study?

There are no anticipated major risks associated with your and your baby’s taking part in this study since this is part of routine antenatal care. We are going to give you a second dose of the vaccine which may either be the routine care tetanus diphtheria (Td) vaccine or the vaccine under trial-Tdap, we will not know which one you have received. As for all vaccines, there is a small risk of reaction but this reaction is minimal.  All the vaccines used in this study are deep muscular injections which following their administration may cause some pain, swelling at the injection site and low grade fevers but these subside without treatment.
 The routine care given during pregnancy would be the same even if you are not      taking part in this study.
For more information about the vaccine risks, please ask any study doctor or nurse or study staff. Expressing breast milk doesn’t have any side effects except for some discomfort and tolerable pain which you may experience while expressing pain on the first day.
7. Are there benefits to taking part in the study?

Taking part in this study has no direct benefit although for this study in particular if you end up getting the new vaccine (Tdap), there is evidence that your baby will be having more protection against whooping cough. 
          But more importantly it is through clinical research studies such as this one that doctors and researchers are able to determine the best way of preventing diseases like whooping cough in babies especially when mothers have conditions like HIV infection. Your participation in this study may benefit the community, scientists and doctors who work to reduce the burden of pertussis in children. 
8. NEW INFORMATION

We will tell you of any new information about vaccines or changes in the study that may affect your health or your willingness to continue in the study.
9. What other choices do I have if I do not take part in this study?
You are free to decide whether or not to be in this study.  If you decide you do not want to participate or decide to stop being in the study at any time and for any reason, this will not affect your routine care given during pregnancy at the hospital.
10. What are the costs of taking part in this study?
There will be no cost for you to take part in this study. 

11. Will I be paid for taking part in this study?
You will not be paid for participation in the study. You will receive 20,000 Uganda shilling as a transport refund each time you come to participate in the study.
12. Why would I be withdrawn from the study early?

You may decide to stop participating in the study at any time and for any reason. Tell the study doctor or nurse if you are thinking about stopping or deciding to stop. He or she will tell you how to stop participation safely. 

The study may be stopped at any time by the study doctors, funding agencies, or the regulatory agencies that oversee this research. 

13. WHAT INFORMATION WILL BE KEPT PRIVATE AND WHAT INFORMATION MAY BE GIVEN OUT?

All data will be handled in accordance with the Uganda Data Protection and Privacy Act 2019 and Good Clinical Practice (GCP). Data and samples will be securely transferred between collaborators using only the unique study identifier that will not be linked to your identifiable information.
Study staff will not be allowed to discuss your medical information outside of the study clinic. You will be allocated a unique study identifier, and only study staff will be able to link your medical records and the unique identifier. The exception will be if it has never been found that you have syphilis, hepatitis B or HIV infection at point of care screening. If this is the case, you will be informed and your results shared with the clinical team in order to provide the necessary care and follow up required.
Your study records may be reviewed by:

· The study sponsor, St George’s, University of London, Paediatric Infectious 
· Diseases Research Group, Institute of Infection & Immunity.

· Makerere University School of Medicine Research and Ethics Committee  

            (SOMREC)
· Uganda National Council for Science and Technology (UNCST)

· Uganda National Drug Authority (NDA)

· Study monitors 
· Any other authorized persons
Guarantees of confidentiality and anonymity given to you will be honoured, unless there are clear and overriding reasons (such as criminal offences) to do otherwise. The study team will practice in accordance with the 'duty of confidentiality' and not pass on identifiable data to third parties without your consent.
14. What happens if I AM injured because I took part in this study?

 We do not expect any major injuries as a result of your participation in the study but if you have any additional or particular questions Contact the study PI, Dr. Eve. Nakabembe on 0772 914240
15. What are my rights if I take part in this study?

You are free to decide whether or not you want to be in this study.  You have the right to stop participating in the study at any time without penalty or loss of regular benefits.  You can still get your routine care from the Hospital.

16. Who can answer my questions about the study?
If you have any questions related to this study you may ask them now or later. The questions can be directed to the following person:

1. Dr. Eve Nakabembe the Uganda Principle Investigator on telephone number XXXX XXX XXX
17. QUESTIONS ABOUT PARTICIPANTS’ RIGHTS

If you have any problems, concerns, or complaints concerning the conduct of study please contact Associate Professor Ponsiano Ocama, Chairperson Makerere University School of Medicine Research and Ethics committee (SOMREC) on telephone number XXXX XXX XXX 
18. WHAT YOUR SIGNATURE OR THUMBPRINT MEANS

PARTICIPATION IN RESEARCH IS VOLUNTARY.  You have a right to decline to allow your baby and to take part or to withdraw from taking part at any point in this study without penalty or loss of benefits to which you are otherwise entitled.
Your signature or thumbprint below means that you have had this study explained to you, had the opportunity to ask questions and get answers. You understand the information given to you about the study in this consent form.  If you sign or put a thumbprint, it means that you agree to join the study.  You will not give up your legal rights by signing this consent form. 

STUDY STAFF WILL OFFER YOU A COPY OF THIS CONSENT FORM.
Do not sign after the expiration date of:    _______________________


Statement of Consent:
 I have read (or someone has read and explained to me) this consent form.  I understand why the study is being done, the study procedures, the risks and benefits as described in this consent summary and Information Sheet.  I agree by my own choice and allow my baby to join this study.

Name of Participant/ Caretaker (printed)

Signature or Thumbprint* of Participant

 



Date

For Illiterate Volunteers:
Mother/Caretaker’s name and date written by:

 _____________________________________                       _______________________

Name of Study Staff Administering Consent and EMPID                                                  Date        
FOR ILLITERATE PARTICIPANTS
*If the participant is unable to read and/or write, an impartial witness must be present during the consent discussion. After the written informed consent form is read and explained to the participant, and after consenting to participate in this study by signing or  putting a thumbprint, the witness  signs and personally dates the consent form.  By signing the consent form, the witness attests that the information in the consent form was accurately explained to the participant, and apparently understood the purpose, procedures, risks and benefits of the study; and that consent is freely given.

I attest that the participant who states that her name is 

__________________________________________________ has placed her thumbprint on 

this consent form on her own free will on this day of ________________________________.

Name of Witness

Signature of Witness







Date

FOR ALL PARTICIPANTS
I have explained the purpose of the study to the volunteer and have answered all of her questions.  To the best of my knowledge, she understands the purpose, procedures, risks and benefits of this study.

Name of Study Staff Administering Consent (printed)





Signature of Study Staff Administering Consent




Date

NOT VALID WITHOUT THE IRB STAMP OF CERTIFICATION
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