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APPENDIX 4A: INFORMATION SHEET – MAIN TRIAL & CLINICAL OUTCOMES 
 
Federal Ministry of Health, Ethiopia 
Fred Hollows Foundation, Ethiopia 
Oromia Regional Health Bureau, Ethiopia 
London School of Hygiene and Tropical Medicine, UK 
 
Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

INFORMATION SHEET – MAIN TRIAL & CLINICAL OUTCOMES 

 
What is the purpose of this study?  
Trachoma is an eye disease caused by a germ called Chlamydia that many people catch in Ethiopia. It can 
cause people to go blind. Trachoma is transmitted from eye to eye in a number of different ways. We believe 
we can help prevent trachoma by giving everyone in the community antibiotics to treat infection, combined 
with measures designed to stop trachoma from spreading between people. These include personal hygiene 
and fly control measures. We are interested in studying the best ways to remove trachoma from your 
community by implementing double-dose (two weeks apart) antibiotic treatment. We hope that we will be 
able to use the information we learn from this study to improve trachoma control in Ethiopia. 
 
What will I be asked to do if I participate in these studies?  
(Field Worker to tick the box of sections relevant to each participant.) 
 

 
Household census and household survey 
Should you agree to participate, we will record the names, ages and gender of all the people who live 
in your household at the beginning of the study. We will give you individual identification numbers. 
You should keep these safe. We will look at your house and compound and note things like the 
materials, number of rooms and latrines. We will ask you questions about your occupation, religion, 
education, and wealth, and about your daily life, for example how you collect and use water in your 
household. We will come back later in the study to check if there have been changes to your 
household, for example births or deaths. 

 
 
Eye and face examination with digital photographs and conjunctival (eye) swabs  
Should you agree to participate; a nurse will examine both eyes in certain children aged 1-9 years in 
your household. We will take a photo of each eye that we examine using a special camera. We will 
also take one sample with a cotton swab to test for the presence of the trachoma germ (Chlamydia). 
These swabs will be tested in laboratories in Ethiopia and the UK. The examination takes a few 
minutes to complete. We will put a drop of anaesthetic medicine on the surface of the eye to avoid 
any discomfort while taking the swab sample. This examination has been carried out in many 
countries including Ethiopia without any problems. Our researcher will observe the faces of you and 
certain children aged 1-9 years. They will take a photograph of the child’s face. They will then wipe 
each forehead with a cloth wipe and will take a photograph of this wipe. We will look at the amount 
of dirt or dust that comes off on to the wipe. This is not uncomfortable and will not cause any pain. 
 
Azithromycin  
Your entire household will be given one or two doses of treatment with the antibiotic tablet (or 
syrup), Azithromycin, every year. This is the same antibiotic that is usually given in this community, 
and you will probably have been offered this before. The decision on whether your household will 
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receive one or two doses will be random (as if picked out of a hat). If you receive two doses these 
will be given about two weeks apart. The antibiotic tablets can occasionally cause some mild stomach 
ache a few hours after taking them. We do not expect that you will experience any serious side effects 
from azithromycin but you will receive instructions from the team about who to contact if you have 
any concerns or questions after taking the treatment.  
 
Household hygiene and fly control  
Your household might be given some support to improve personal hygiene and to reduce nuisance 
from flies. The decision on whether your household will receive this support will be random (as if 
picked out of a hat). You might receive: 
 
(1) A fly trap: flies are attracted to a chemical that makes them go inside the trap, where they die. 

Traps are designed to be built using locally-available materials, so that you can build and look 
after their own trap. We will provide these materials and training at the beginning of the dry/hot 
season. However, if you need to replace parts of the trap during the hot/dry season when you 
are using it, you may need to replace those yourself. We will provide the chemical that attracts 
the flies.  

(2) A scarf or cap (‘repellent headwear’): these items contain a chemical that flies do not like, called 
“Permethrin”. It may stop flies going to children’s eyes. The repellent headwear is for children 
aged between two and nine years old, as these children are the most bothered by flies and the 
most at risk of trachoma. Children in this age group should be encouraged to wear the repellent 
headwear when they are outside, and they are being bothered by flies. The amount of 
permethrin in the repellent headwear is low and safe for children to use. However, children 
should be discouraged from putting the repellent headwear into their mouth, eyes, or nose. 

(3) Visits to your household or community from a health worker or a member of our team. They 
will share information, messages and materials about hygiene. 

 
General Information  
 
Why have I been selected for this study? 
You have been invited to participate in this study because the area you live in has trachoma.  
 
How long is this study and how often will I need to participate?  
This study visit will take approximately 5 minutes per child to complete. Following this visit, we might visit 
you between one and seven times over the next three years to examine children’s eyes and faces. These 
subsequent visits will take less than one hour. If your household receives hygiene and fly control measures, 
we will visit you more frequently, especially at the beginning of the study and during the dry season. We will 
visit before the dry season starts, to help you set up the fly trap, and we may visit more often over the dry 
season to check if you need help or advice about the trap. We will also visit your community every two to 
four months for information sessions or events about these interventions. If you choose to participate in the 
study initially you do not need to continue to participate on other occasions if you do not want to. 
 
Where are these studies taking place?  
This research is taking place in communities in Oromia. Around 88 communities will participate in the study. 
After the first round of data collection we will select a random sample of children aged 1-9 years in each 
community. 
 
Do I have to take part? 
No. Your participation is voluntary. Our researcher will help you understand this form and answer your 
questions. It is up to you to decide to take part or not. If you don’t want to take part, that’s ok.  You can 
withdraw from any part of the study at any time, for any reason. If you do agree, you are still free to withdraw 
yourself and your family at any time without any consequences to you or your family.  Should you withdraw 

 



 

Stronger SAFE – Phase 3 – Information Sheets and Consent Forms – V1 – 25/04/2019 3 

from the study, you will continue to obtain the regular benefits of any health care services you normally get 
at the clinic. Should you choose to participate now, you do not need to participate again in a future round of 
data collection. 
 
What are the possible benefits to being in these studies? 
Research is designed to benefit society by contributing new knowledge which will help shape future health 
programs. You may, however, receive no direct benefit from the study. As part of the assessment we will 
examine your eyes and if any significant problems are identified we will arrange for you to be referred for 
help. Azithromycin medicine has been shown to be effective at reducing the amount of eye infection, in 
addition it has been shown to reduce illness and deaths in young children. If your house receives personal 
hygiene and fly control measures, it is possible that there will be fewer flies in and around your house, and it 
is possible that while your child/children use the repellent headwear, they may experience less irritation from 
fly contact to their face. Improved personal hygiene might lead to you and your children experiencing fewer 
illnesses.  
 
What could go wrong?  
Our researchers are trained to respect your emotions. The collection of the eye swabs is associated with a 
few seconds of mild discomfort. Azithromycin is a safe and well-tolerated antibiotic that has been used in 
Ethiopia (several hundred million doses) and many other countries in the world for this purpose. There should 
be no risks associated with changing personal hygiene habits or any of the items you might receive for your 
home, but our team will explain what you should do if you do experience any discomfort. 
 
If your house receives fly control measures, there is a small risk that your child will experience skin irritation 
or a reaction during or after wearing the repellent headwear. If this happens, please immediately take it from 
them, wash the area with soap and water, and contact someone in our team. If this happens to your child, 
they will be withdrawn from the study. Because the repellent headwear has a chemical in it, it is best that 
these items don’t contact the eyes, nose or mouth of the child, as this may not be good for them. However, 
even if this happens, it is unlikely that it will lead to problems. Flies caught in the fly traps present a small risk 
to people, as flies are unhygienic. Therefore, only those who have been trained in using the trap should touch 
it. The lure inside the trap does not contain bad chemicals, it is composed of food-based substances including 
yeast. For these hygiene reasons, it is important that children are discouraged from touching the trap and 
specifically the lure (bait) or the flies trapped inside. 
 
If you feel uncomfortable with the researcher being in your house or carrying out any of the activities you 
should inform them immediately or ask to speak to their supervisor, who will do his best to answer your 
questions (Mr Oumer Shafi, Tel: +251912048181). The London School of Hygiene and Tropical Medicine holds 
insurance policies which apply to this study. If you experience harm or injury as a result of taking part in this 
study, you may be eligible to claim compensation. 
 
What will happen to the information you collect? 
All information collected about you, including videos/photos taken and geolocations, will be kept private and 
secure on password-protected computers or in locked cabinets. Only the people organising the study will 
have access to it. Reports and presentations summarizing the information collected in the study may be made 
publicly accessible. However, we will not include your name or any personal details that could identify you as 
a participant in any information we publish about the study. The photographs of faces and face swabs will 
mainly be used for independent verification, and the people verifying will not know your name. If you give us 
permission, the face swabs, photographs of these swabs and photographs of your family’s faces will be used 
to support other research in the future, and may be shared anonymously with other researchers, for their 
ethically-approved projects.  
 
What if I still have questions about this study or my rights as a participant? 
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All research on human volunteers is reviewed by both the National and Oromia Health Bureau Ethical Review 
Board and LSHTM Research Ethics Committee that works to protect your rights and welfare.  You have the 
right to ask, and have answered, any questions you may have about this research and your participation. If 
you have questions, complaints, or concerns please contact Mr Oumer Shafi. 

 
Who is carrying out this study? 
This study is being conducted through a partnership between the Ethiopian Federal Ministry of Health, the 
Oromia Regional Health Bureau, the Fred Hollows Foundation Ethiopia and the London School of Hygiene & 
Tropical Medicine, UK. The London School of Hygiene & Tropical Medicine will act as the trial sponsor. The 
trial is funded by the Wellcome Trust (UK). 
 
Further information: If you would like any further information, please contact  
 
 
Contact Information 
If you have any questions please ask us:  

• if you have any questions about this study or your part in it,   

• if you feel you have had a research-related injury or an adverse effect from the surgery or the drug,  

• if you have questions, concerns or complaints about the research 
 
Mr Oumer Shafi Tel: [telephone number] 
Prof. Matthew Burton at [telephone number] or [email]  
 
 
NRERC: NRERC Secretariat  
Tel: [Telephone number] 
Email: [email] 
 
EFDA: Medicine Registration and License Directorate 
Tel: [telephone number] 
Email: [email]  
Email: [email]  
 
 

You will be given a copy of the information sheet and a signed consent form to keep. 
Thank you for considering taking the time to read this sheet. 
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APPENDIX 4B: CONSENT FORM – MAIN TRIAL & CLINICAL OUTCOMES 
 
Federal Ministry of Health, Ethiopia 
Fred Hollows Foundation, Ethiopia 
Oromia Regional Health Bureau, Ethiopia 
London School of Hygiene and Tropical Medicine, UK 
 
Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

CONSENT FORM – MAIN TRIAL & CLINICAL OUTCOMES 
 
TO BE COMPLETED BY ALL ADULTS IN ALL STUDY HOUSEHOLDS  
 

Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

Statement  Please  initial or 
thumbprint* each box 

I have read/been read the information provided above and I have understood 
it. I understand the activities that are to take place, and I have asked all the 
questions I have at this time.  

 

I give permission for researchers to visit my household at up to seven other 
occasions over the next three years to perform eye and face examinations of 
my children aged 1-9, with conjunctival (eye) swabs. 

 

I understand that everyone in my household will be offered one or two doses 
of treatment with the antibiotic tablet (or syrup), Azithromycin, every year, 
and that we will record whether or not you take this. 

 

I understand that if I receive fly control measures, I will be given the materials 
and shown how to build a fly trap, and I will be asked to maintain the fly trap. 
I understand that the research team may visit up to once per month during 
the dry season (Dec-March) to answer any questions about the trap.  

 

I understand that if I receive fly control measures, children in this household 
aged 2-9 will be given repellent headwear (scarf or cap) to wear to protect 
them against flies. I understand that this repellent headwear contains a 
chemical that makes flies go away, but the repellent headwear should not be 
given to children aged less than two years. 

 

I understand that if I receive hygiene activities, my home and community will 
be visited on several occasions, and I might be given information, messages, 
or household items to make it easier to maintain personal hygiene.  

 

I understand that it is my right to withdraw from the study at any time 
without giving any reason, without my medical care or legal rights being 
affected. 

 

I understand that data collected during the study may be looked at by 
authorised individuals from the London School of Hygiene and Tropical 
Medicine, Fred Hollows Foundation, I give permission for these individuals to 
have access to my records. 
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I understand that data/photos may be shared via a public data repository or 
directly with other researchers, and that I will not be identifiable from this 
information.  

 

I give permission for my data to be reported anonymously to communicate 
the findings of this research, to analyse this research, and for teaching 
purposes. I understand that samples and information collected in this study 
could potentially be seen by researchers and students in the UK and beyond, 
and by health professionals and decision-makers in Ethiopia/UK and beyond. 

 

Primary caregiver only: I give my consent for all household members under 18 
for whom I am the parent or guardian to participate in the study.  

 

 
 
Photos and videos of me (and my children if primary caregiver) may be taken to document the research (circle one):   

Yes      No 
 

 

I give permission for photos and videos to be used as follows: 
YES  NO  

As part of this study report   

In other reports, campaigns and publications by LSHTM or affiliated partners and donors   

On the LSHTM website or in other media about this study   

As part of a public data repository   
 

 

 
________________________________________________________________________________________________ 
Signature / Thumbprint of Participant                                      Name                                                                           Date 

 
 
 
 

________________________________________________________________________________________________ 
Signature of Researcher                                                              Name                                                                           Date 

 
 
 
________________________________________________________________________________________________ 
Signature of Impartial Witness*                                                 Name                                                                           Date 
*Note to researcher: Witness signature and date are required on this consent form only when the consenting volunteer is not able to read 
(illiterate). The researcher may be able to sign their name but still require a witness.  
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ASSENT FORM – MAIN TRIAL & CLINICAL OUTCOMES 
TO BE COMPLETED BY INDIVIDUALS AGED 10-17 YEARS IN ALL HOUSEHOLDS 
 

Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 
Your parents / guardians have agreed for your household to part of a research study, but I also need to ask 
you if you are happy to take part. The study is to learn more about trachoma and how we can best deliver 
antibiotics to prevent it from spreading from the eye of one person to the eye of another person. 
 
If you agree to take part then researchers may wish to visit your household on several occasions over the 
next 3 years. They will record your name and age, and record whether you take the antibiotics we give you. 
They might ask to take photos of you and your home and might talk to you about hygiene. You do not have 
to take part in the study if you do not want to even though the researchers will be in your home. You can ask 
me any questions about the study now. If you are willing to take part, I need to ask you to write your name 
or make your thumb print on this sheet to show you have given your permission. 
 
I, ____________________________ have read/been read the information provided above and I have 
understood it.  I have asked all the questions I have at this time. I understand that it is my right to withdraw 
from the study at any time without it affecting me or my family. I understand that the 
information/photos/swab sample collected from me will be used to support other research in the future, and 
may be shared anonymously with other researchers, for their ethically-approved projects. 
 

I am willing to take part in this study (tick one box).    Yes       No                                         
 

I give permission for photos of me (not named) and anonymised results to be used in 
the following ways: YES  NO  

As part of this study report   

In other reports, campaigns and publications by LSHTM or affiliated partners and donors   

On the LSHTM website or in other media about this study   

As part of a public data repository   

                                  
 
_____________________________________________________________________________________________ 
Signature / Thumbprint of Participant                                      Name                                                                           Date 

 
 
 

_____________________________________________________________________________________________ 
Signature of Researcher                                                              Name                                                                           Date 

 
 
_____________________________________________________________________________________________ 
Signature of Impartial Witness*                                                 Name                                                                           Date 
*Note to researcher: Witness signature and date are required on this consent form only when the consenting volunteer is not able to read 
(illiterate). The researcher may be able to sign their name but still require a witness. 
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APPENDIX 4G: INFORMATION SHEET – WASH OUTCOMES 
 
Federal Ministry of Health, Ethiopia 
Fred Hollows Foundation, Ethiopia 
Oromia Regional Health Bureau, Ethiopia 
London School of Hygiene and Tropical Medicine, UK 
 
Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

INFORMATION SHEET – WASH OUTCOMES 
 
Introduction 
We would like to invite you to take part in a research study. Joining the study is entirely up to you.  Before 
you decide, you need to understand why the research is being done and what it would involve. One of our 
team will go through this information sheet with you, and answer any questions you may have.  Ask questions 
if anything is not clear or you would like more information. Please feel free to talk to others about the study 
if you wish. Take time to decide whether to take part.   
 

What is the purpose of this study?  
Trachoma is an eye disease that many people catch in Ethiopia. It can cause people to go blind. Trachoma is 
transmitted from eye to eye in a number of different ways. We believe we can help prevent trachoma 
spreading through health programmes. In order to learn whether new programmes work, we need to 
understand more about daily life and behaviour in this area. The information we get from this study will help 
to improve future programmes to control trachoma in Oromia and elsewhere in Ethiopia.      
 
What will I be asked to do if I choose to take part?  
If you agree to participate, our researcher will arrange a convenient day and time to visit you at home to 
conduct the following activities. Researcher to tick all relevant activities and read them to this participant. 
 

Structured observation: On the agreed day of the research, our researcher will visit your home early 
in the morning OR in the middle of the day to observe your daily routines and the way you do things 
as a family for 3 hours. The researcher will not judge you or your family in any way; they are just 
interested in recording the activities you do in your home, so you should continue with your day as 
normal. They will not accompany you on errands away from the home.  
 
Survey interview: Our researcher will ask you some questions about yourself, your family and your 
domestic activities and childcare and they will record your answers on a form. They may also ask 
you about some health promotion activities and materials that you may have seen. They will ask to 
look around your home to help them answer some of these questions. One of your pre-school 
children may be asked to demonstrate an everyday behaviour during this interview. The researcher 
may video record this demonstration.  
 
Facial assessment: Our researcher will observe the face of the primary caregiver and all children in 
the home and take a photograph. They will then wipe each face with a cloth wipe and will take a 
photograph of this wipe. We will look at the amount of dirt or dust that comes off on to the wipe, 
and take a photograph of the wipe. This is not uncomfortable and will not cause any pain. 

 
General information 
 
Why have I been selected for this study? 
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You have been invited to participate in this study at random because the area you live in has trachoma. You 
also have young children, and it is children who are most commonly infected with trachoma.  
 
How long is this study and how often will I need to take part?  
The study will take approximately 4 hours to complete in total if you participate in all the activities, but may 
take as little as 1 hour if the observation is not conducted. Your household might be randomly selected to 
participate in more than one round of data collection over the next 3 years. However, choosing to participate 
now does not mean that you would have to participate again in the future. 

 
Where is this study taking place?  
This research is taking place in communities in Oromia. Around 260 households will participate in this study 

(including the observation).  

 
Do I have to take part? 
No! Your participation is voluntary. Our researcher will help you understand this form and answer your 
questions. It is up to you to decide to take part or not. If you do not want to take part, that is ok.  You can 
withdraw from any part of the study at any time, for any reason. If you do agree, you are still free to withdraw 
yourself and your family at any time without any consequences to you or your family.  Should you withdraw 
from the study, you will continue to obtain the regular benefits of any health care services you normally get 
at the clinic. Participating now does not mean you need to participate again in the future. 
 
What are the possible benefits? 
Research is designed to benefit the wider community by contributing new knowledge that will help shape 
future health programs. You might not benefit directly from the study.  
 
What could go wrong?  
This study does not pose any risks to you or your family. Our researchers are trained to respect your emotions 
and they will not comment on or judge you or your family’s behaviour. If you feel uncomfortable with the 
researcher being in your house or carrying out any of the activities you should inform them immediately or 
ask to speak to their supervisor, who will do his best to answer your questions (Mr Oumer Shafi, Tel: 
+251912048181). The London School of Hygiene and Tropical Medicine holds insurance policies that apply to 
this study. If you experience harm or injury because of taking part in this study, you may be eligible to claim 
compensation. 
 
What will happen to the information you collect? 
All information collected about you, including videos/photos taken will be kept private and secure on 
password-protected computers or in locked cabinets. Only the people organising the study will have access 
to it. Reports and presentations summarizing the information collected in the study might be made publically 
accessible. However, we will not include your name or any personal details that could identify you as a 
participant in any information we publish about the study. The photographs of faces and face swabs will 
mainly be used for independent verification, and the people verifying will not know your name. If you give us 
permission, the face swabs, photographs of these swabs and photographs of your family’s faces will be used 
to support other research in the future, and may be shared anonymously with other researchers, for their 
ethically approved projects.  
 
What if I still have questions about this study or my rights as a participant? 
All research on human volunteers is reviewed by both the National and Oromia Health Bureau Ethical Review 
Board and LSHTM Research Ethics Committee that works to protect your rights and welfare.  You have the 
right to ask, and have answered, any questions you may have about this research and your participation. If 
you have questions, complaints, or concerns please contact Mr Oumer Shafi. 

 
Who is carrying out this study? 
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This study is being conducted through a partnership between the Ethiopian Federal Ministry of Health, the 
Oromia Regional Health Bureau, the Fred Hollows Foundation Ethiopia and the London School of Hygiene & 
Tropical Medicine, UL. The London School of Hygiene & Tropical Medicine will act as the trial sponsor. The 
trial is funded by the Wellcome Trust (UK). 
 
Contact Information 
If you have any questions please ask us:  

• if you have any questions about this study or your part in it,   

• if you feel you have had a research-related injury or an adverse effect from the surgery or the drug,  

• if you have questions, concerns or complaints about the research 
 
Mr Oumer Shafi Tel: [telephone number] 
Prof. Matthew Burton at [telephone number] or [email]  
 
 
NRERC: NRERC Secretariat  
Tel: [telephone number] 
Email: [email]  
  
EFDA: Medicine Registration and License Directorate 
Tel: [telephone] 
Email: [email] 
Email: [email]  
 
 

You will be given a copy of the information sheet and a signed consent form to keep. 
Thank you for considering taking the time to read this sheet. 
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APPENDIX 4H: CONSENT FORM – WASH OUTCOMES 
 
Federal Ministry of Health, Ethiopia 
Fred Hollows Foundation, Ethiopia 
Oromia Regional Health Bureau, Ethiopia 
London School of Hygiene and Tropical Medicine, UK 
 
Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

CONSENT FORM – WASH OUTCOMES 

 
TO BE COMPLETED BY THE PRIMARY CAREGIVER IN ALL STUDY HOUSEHOLDS 

 

Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

Statement  Please  initial or 
thumbprint* each box 

I have read/been read the information provided above and I have understood 
it.  I have asked all the questions I have at this time.  

 

I understand the activities that are to take place, and I give permission for 
researchers to visit my household on up to five other occasions over the next 
3 years 

 

I understand that it is my right to withdraw from the study at any time 
without giving any reason, without my medical care or legal rights being 
affected. 

 

I understand that data collected during the study may be looked at by 
authorised individuals from the London School of Hygiene and Tropical 
Medicine, Fred Hollows Foundation.  I give permission for these individuals to 
have access to my records. 

 

I understand that data and photos may be shared via a public data repository 
or by sharing directly with other researchers, and that I will not be identifiable 
from this information.   

 

I give permission for my data to be reported anonymously to communicate the 
findings of this research, to analyse this research and for teaching purposes. I 
understand that samples and information collected in this study could 
potentially be seen by researchers and students in the UK and beyond, and by 
health professionals and decision-makers in Ethiopia/UK and beyond. 

 

I give my consent for all household members under 18 for whom I am the 
parent or guardian to participate in the study.  

 

 

Photos and videos of me and my children may be taken to document the research (circle one):                Yes          No 
 

 

I give permission for photos and videos from my family to be used as follows: 
YES  NO  

As part of this study report   

In other reports, campaigns and publications by LSHTM or affiliated partners and donors   
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On the LSHTM website or in other media about this study   

As part of a public data repository   
 

 

 
________________________________________________________________________________________________
________ 
Signature / Thumbprint of Participant                                      Name                                                                           Date 

 
 
 
 

________________________________________________________________________________________________
________ 
Signature of Researcher                                                              Name                                                                           Date 

 
 
 
________________________________________________________________________________________________
________ 
Signature of Impartial Witness*                                                 Name                                                                           Date 
*Note to researcher: Witness signature and date are required on this consent form only when the consenting volunteer is not able to read 
(illiterate). The researcher may be able to sign their name but still require a witness.  
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APPENDIX 4I: CONSENT FORM – WASH OUTCOMES 
 
Federal Ministry of Health, Ethiopia 
Fred Hollows Foundation, Ethiopia 
Oromia Regional Health Bureau, Ethiopia 
London School of Hygiene and Tropical Medicine, UK 
 
Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

CONSENT FORM – WASH OUTCOMES 

TO BE COMPLETED BY ANY OTHER ADULTS (18 AND OVER) IN HOUSEHOLDS THAT ARE TO BE 
OBSERVED 

 

 
 
_______________________________________________________________________________________________ 
Signature / Thumbprint of Participant                                      Name                                                                           Date 

 
 
 
 
 

________________________________________________________________________________________________ 
Signature of Researcher                                                              Name                                                                           Date 

 
 
 
 
_______________________________________________________________________________________________ 
Signature of Impartial Witness*                                                 Name                                                                           Date 
 
*Note to researcher: Witness signature and date are required on this consent form only when the consenting volunteer is not able to read 
(illiterate). The researcher may be able to sign their name but still require a witness.  

Statement  Please  initial or 
thumbprint* each box 

I have read/been read the information provided above and I have understood it.  I 
have asked all the questions I have at this time.  

 

I understand the activities that are to take place, and I give permission for 
researchers to visit my household on up to five other occasions over the next 3 years 

 

I understand that it is my right to withdraw from the study at any time without 
giving any reason, without my medical care or legal rights being affected. 

 

I understand that data collected during the study may be looked at by authorised 
individuals from the London School of Hygiene and Tropical Medicine, Fred Hollows 
Foundation.  I give permission for these individuals to have access to my records. 

 

I understand that data and photos may be shared via a public data repository or by 
sharing directly with other researchers, and that I will not be identifiable from this 
information.   

 

I give permission for my data to be reported anonymously to communicate the 
findings of this research, to analyse this research and for teaching purposes. I 
understand that samples and information collected in this study could potentially be 
seen by researchers and students in the UK and beyond, and by health professionals 
and decision-makers in Ethiopia/UK and beyond. 
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APPENDIX 4J: ASSENT FORM – WASH OUTCOMES 
 
Federal Ministry of Health, Ethiopia 
Fred Hollows Foundation, Ethiopia 
Oromia Regional Health Bureau, Ethiopia 
London School of Hygiene and Tropical Medicine, UK 
 
Stronger SAFE: Phase 3 – Cluster-randomised trial of double-dose oral azithromycin combined 
with targeted transmission-interrupting strategies for trachoma elimination in Ethiopia 
 

ASSENT FORM – WASH OUTCOMES 
TO BE COMPLETED BY INDIVIDUALS AGED 10-17 YEARS IN HOUSEHOLDS TO BE OBSERVED 
 
Your parents / guardians have agreed for your household to part of a research study, but I also need to ask 
you if you are happy to take part. The study is to learn more about the daily routines and practices of rural 
Ethiopians and how this may affect health and the transmission of disease. 
 
If you agree to take part then the researchers who will be in your home will take notes about what you are 
doing during the time they are in your home. They may ask you some questions about your daily activities. 
Your name will not be recorded and nobody will know that your family took part in the study. They may ask 
to take a photo of your face and use a wipe on your face. You don’t have to take part in the study if you don’t 
want to even though the researchers will be in your home. You can ask me any questions about the study 
now. If you are willing to take part I need to ask you to write your name or make your thumb print on this 
sheet to show you have given your permission. 
 
I, ____________________________ have read/been read the information provided above and I have 
understood it.  I have asked all the questions I have at this time. I understand that it is my right to withdraw 
from the study at any time without it affecting me or my family. I understand that the 
information/photos/swab sample collected from me will be used to support other research in the future, and 
may be shared anonymously with other researchers, for their ethically-approved projects. 
 

I am willing to take part in this study (tick one box).    Yes       No                                         
 

I agree to photos of me to be taken to document the research (tick one box).      Yes     No        
 

I agree to a face wipe to be taken from my face (tick one box).     Yes     No        
 

I give permission for photos of me (not named) and anonymised results to be used in 
the following ways: YES  NO  

As part of this study report   

In other reports, campaigns and publications by LSHTM or affiliated partners and donors   

On the LSHTM website or in other media about this study   

As part of a public data repository   
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________________________________________________________________________________________________ 
Signature / Thumbprint of Participant                                      Name                                                                           Date 

 
 
 

________________________________________________________________________________________________ 
Signature of Researcher                                                              Name                                                                           Date 

 
 
________________________________________________________________________________________________ 
Signature of Impartial Witness*                                                 Name                                                                           Date 
*Note to researcher: Witness signature and date are required on this consent form only when the consenting volunteer is not able to read 
(illiterate). The researcher may be able to sign their name but still require a witness. 

 
 
 


