[bookmark: _Toc455035484][bookmark: _Toc455062333]Appendix III: CONSENTING INFORMATION FOR TBRF STUDY PARTICIPANTS:
Introductions:
Thank you for agreeing to take part in this study. I am
Dr./Mr./Mrs./Miss______________________. I am a practicing clinician in this hospital, and I
will give you a brief introduction and scope of the study that your child is being considered for.
If you have any questions or require any clarifications, please feel free to raise them at any time as we proceed. I will try to answer all your questions, and should you require further information not at my disposal, I will put you in touch with someone who can address your concerns.
Do you have any questions at this point?
Background Information:
The study you are being considered for is about tick‐borne relapsing fever (TBRF). This is a disease that has been previously reported in this area and commonly affects young children around the same age as your child (generally less than 5 years old). The study is being conducted between this hospital and Kilimanjaro Christian Medical University College, in Moshi‐Tanzania.
Affected children will usually have REPEATED bouts of moderate to high fever and you may notice night sweats; they may complain of headache, stomach or joint pains and will usually appear weaker or less active than normal. They may also develop a rash where they may have been bitten by a soft tick, the major vector of relapsing fever. This will usually be located on the arms, legs, trunk or face and appear circular with a reddened centre. The symptoms may persist for a few weeks or suddenly disappear within 3‐5 days even without any treatment. This does NOT mean the disease is cured.
Do you have any questions or require any clarification regarding this study or disease?
Study Procedures:
Your child has been shortlisted for this study because he/she is of the appropriate age group (2‐59 months) and has a moderate to high fever. Should you consent for him/her to take part in this study you will be asked some questions concerning your child’s history, your family and home environment. These questions will not be asked of your child but to you.
You are free to decline to answer any of these questions or request clarification if they are not clear to you. The information will be useful in determining if your child has been exposed to the vectors of the parasite or may be suffering from relapsing fever.
If at any time during the interview or later, you do not feel like proceeding with the study, you are free to remove your child as a participant. This will not affect the way you or your child will be treated or attended to. You can also choose to join again at any time in the future.
If you agree to participate, some blood (illustrate estimate quantity) will be drawn from your child’s mid‐arm or back of the hand (ILLUSTRATE) and collected in a purple top tube like this (ILLUSTRATE).
The blood will be used to test for malaria, another common childhood disease in this region, using the recommended rapid test. The rest of the blood will be subjected to a series of further laboratory tests to determine whether your child is infected with the parasite causing relapsing fever. THESE TESTS WILL BE DONE FREE OF ANY COST TO YOU. The preliminary results from these tests will be obtained over the course of 3‐5 days.
Do you have any questions about what will be done to your child during this study or why?
Study Expectations:
If your child is found to have malaria or relapsing fever, the appropriate medication will be prescribed for their treatment. THE COST OF THIS TREATMENT HOWEVER, IS NOT COVERED BY THE STUDY.
The information you give during the interview and results of these laboratory tests will be coded for your privacy and later used to prepare a report on relapsing fever.
This will help raise awareness of this disease in our community and assist other members of your community and society at large who may also suffer from relapsing fever.
Do you have any questions about what this study offers or hopes to achieve?


