

“Supporting the National Action Plan for Antimicrobial Resistance” SNAP-AMR
 Project Number 303374
Observations Informed Consent

You are being invited to take part in a research study to find out about knowledges, attitudes, behaviours, and access to human and veterinary antimicrobial drugs and antimicrobial resistance in health facilities and rural communities in northern Tanzania. We hope that the results from this research will lead to improved health outcomes for people and livestock. This research is being conducted by experts from the Kilimanjaro Christian Medical Centre & Kilimanjaro Clinical Research Institute in Moshi, Catholic University of Health and Allied Sciences & Bugando Medical Centre in Mwanza, and Nelson Mandela African Institution of Science and Technology in Tanzania, and the University of Glasgow in the UK. The work is funded by Medical Research Council and the National Institute for Health Research in the UK. Please read or have read to you the information in this sheet which explains what is involved in participating in the study including any benefits or dangers. We encourage you to ask the study representative to explain any parts of the study that are not clear or if you have further questions. Take as much time as you need to make a decision about whether you would like to be involved. 

WHAT IS THIS STUDY ABOUT?
A researcher will visit and sit with you in your premises where you sell and dispense drugs to clients/patients. While we will not ask you or your clients/patients any questions, we will take notes of the interaction between you and your client/patient. These notes will include detailed descriptions of the reason why the client/patient came, if they were sent here by a doctor and have a prescription from them, and if they ask for specific drugs. We will also take notes of various aspects of your prescribing and/or dispensing practices.
You are invited to take part in the study because of your professional capacity as a drug provider to the community you work in.

WHAT WILL HAPPEN TO THE RESULTS OF THE RESEARCH STUDY? 
As part of this study we will analyze the data that we collect from you to understand more about the factors that influence access to antimicrobial drugs, their use, drug and healthcare quality and resistance in people. This includes demographic data that you may provide and your responses to other questions and discussion topics. We will also link the data that we collect from you with the other data we collect across other communities and health facilities for this study.  The data that we collect will be stored at KCMC, CUHAS, and at the University of Glasgow in the UK and may be stored at other collaborating institutions.  All information collected will be stored in a secure place.  Names of participants will not be linked to the data collected or to the results. Your name or the name and exact location of your premises will not be used in data analysis or in materials written or presented about the study results.  No one outside of the study team will be able to identify you from the data. Your employer will not be able to identify you from the data.

WHAT ARE THE POSSIBLE DISADVANTAGES AND RISKS OF TAKING PART IN THIS STUDY? 
A disadvantage to participating is that you may feel uncomfortable being watched during your normal working routine. We will only observe interactions with clients/patients that have given us oral consent to do so. However, some clients/patients may feel uncomfortable attending your service while a researcher is observing them and may decide to not visit your facility or come back later. You are free to terminate the observation at any time without giving a reason.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?
You may not receive any direct benefit or payment from participating. We hope that in the future the information learned from this study will benefit people in this area and help to improve healthcare quality and health outcomes for people and livestock. The results of this study will be communicated to Tanzanian healthcare workers, doctors, veterinarians and government officials to help improve human and animal health in this area. Results of this study may be used in a media campaign to address antibiotic use across the country. In addition, the results of this study may be published in national or international scientific journals or other publications and presented at meetings. 

WHAT DO I DO IF I DECIDE I NO LONGER WANT TO BE INVOLVED OR IF I HAVE QUESTIONS OR PROBLEMS?
You can withdraw from the study at any time if you decide you no longer would like to be involved and you do not need to give a reason. If you decide to withdraw, no new information will be collected about you other than data needed to keep track of your withdrawal. If you would like to withdraw after we have left your health facility, or if you have complaints, concerns or questions please call our field coordinator, [name] at [number]. Alternatively, you can write to: [name], [address] or call [number]. However, at the end of the project all data will be fully anonymized and it will no longer be possible for us to identify the individual data associated to your household and remove them from our analyses or associated outputs. 

For questions about your rights as a research participant, or to discuss problems or concerns, please contact [name] on [number] or [name] on [number]. 

On behalf of the whole project team, thank you for your time.

…………………………………………………………………………………………………………….

STATEMENT OF CONSENT

""The purpose of this study, Supporting the National Action Plan for Antimicrobial Resistance in Tanzania, Project Number 303374, and the study procedures, risks and benefits have been explained to me. I have been allowed to ask questions, and my questions have been answered to my satisfaction. I have been told that I may contact the KCMC Ethics Committee at [number] if I have questions about my rights as a research subject, to discuss problems, concerns, or suggestions related to the research, or to obtain information or offer input about the research. I confirm that I have read the information in this document or that it has been read to me. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason and without my legal rights being affected. I have been informed that I will be given a copy of this information and consent to keep for my record. I agree to take part in this study.”




Name of subject	Date	Signature


[image: ]
Name of Person taking consent		Date	Signature



Witness (if applicable)	Date	Signature
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