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INFORMED CONSENT FOR STUDY PARTICIPANTS

Project: Immunity to viral pathogens that cause acute diarrhea: transmission of immunity status amongst the mother-infant population in Urabá, Colombia: Pilot Study 

(Back-translated from the Spanish Informed Consent entitled “Consentimiento Informado Estudio Inicial”)

Dear participant,

We are from the Colombian Institute of Tropical Medicine (ICMT) - CES University and Emory University from the United States and we are conducting a study called: “Immunity to viral pathogens that cause acute diarrhea: transmission of immunity status amongst the mother-infant population in Urabá., Colombia: Pilot Study”.
The project intends to determine the rates of diarrhea, growth deficiency, anemic status, and access to health services as well as immunization coverage. In addition to this, the project also aims to investigate breastfeeding practices of 200 mother-infant pairs in Urabá. 

What are we asking from you?

To join the research study voluntarily. The decision to join or not to join will not affect the medical care services you or your child receive at the hospital. Your child’s participation in this study is also completely voluntarily—it is not obligatory.  You can withdraw from the study at any time. The samples that remain after the analyses will be used for future research. If you are interested in voluntarily participating in this project, we ask that you sign this document. In appreciation of your time and participation, you will receive a small token of appreciation. 

If you decide to participate in the study, there will be an individual or group interview. We will also perform the following activities described below. If we do not finish, we could schedule a second encounter with you in order to conclude all the proposed activities. All the activities will last approximately 1-2 hours. To complement these activities, we will ask your permission to look in your medical records and your child’s nutrition status, diarrhea status, and vaccine status. After you consent to participate, the researchers will perform the following:

a) We will ask you questions in the form of a survey, regarding your child’s nutrition, breastfeeding practices, vaccination and diarrhea status of your child as well as access to health services.

b) In order to assess deficient growth and malnutrition of your child, we will measure your child’s height, weight and head circumference. This information and recommendations will be provided immediately after completion. 

c) We will also measure your height and weight to calculate your BMI. We will provide you with this information and recommendations immediately.

d) We will ask you if it would be possible to take some of the feces in your infant’s diaper to identify if the child has microbes. If so, we will request to have the diaper and provide you with a clean diaper in exchange. Unfortunately, we would not be able to provide the information on this, as it will take about a year to gather and analyze this information.

e) We will request to take saliva from you and your child to assess susceptibility to diarrheal infections. We would not be able to provide the information on this, as it will take about a year to gather and analyze this information.

f) In order to determine anemia status, we will collect a blood sample from you and your child via finger-prick or heel-stick. Results from the blood samples will be provided immediately along with recommendations. 

What are the benefits and risks of participating in the study?

You and your child will benefit for free from participating in the study.

Blood sample: With a blood sample result you will be able to know if you or your child have anemia, a disease that decreases your blood cell count. It is very important to identify and treat anemia at an early stage because anemia can lead to other severe health problems for the mother and child. If you or your child have anemia, we will direct you to the appropriate medical service.

Anthropometry measurements: the results of these measurements will allow you to determine if you and your child have a good nutritional status. After the visit, if you find that you or your child have anemia, malnutrition, problems with obesity, or diarrhea, the study researchers will refer you or your child to appropriate medical services for further evaluation and if necessary treatment will be provided. 

Interviews: The information obtained in the interviews will contribute to activities aimed at early detection of diarrhea and nutritional problems in mothers and infants.

Potential risks with collecting blood samples may include a small bruise or temporary pain in the location of the blood-draw. Fainting or infection may occur, but would be extremely rare as we are only drawing a very small drop of blood. However, in order to minimize risks, trained staff at the clinic will make sure to use sterile and disposable equipment at all times. In addition to this, the process will always be carried out by trained health professionals. 
The study will also need your time to complete the activities mentioned above. The team will do everything possible to reduce the time of completion of the study procedures without sacrificing the mother and child in regards to time and security. At times, when you cannot stay for the entire encounter, the staff will schedule another appointment (at the hospital or at home) to finish the interview. This way, the study will not interfere with the personal activities.
What is going to happen with my information?

All of the information is confidential. Your name and your child’s name will only be used for sharing results in your medical chart. In addition to this, contact information such as telephone number and address provided will only be used throughout the duration of the project to remind you about the second encounter. 
There is a minimal risk of a breach of confidentiality of your information. To avoid this, we will ensure that our staff upholds the highest ethical standards and keeps all personal identifiers out of anyone else’s reach. Furthermore, our staff have no incentive to disclose any information as it would jeopardize our study. Only identification numbers, without names or addresses will be returned to the U.S. for research and data analysis purposes.
If you have any questions or concerns about the study, please contact the following representatives:

Dra. Margarita Arboleda, ICMT Apartadó: cell phone 3006529199

Dra. Nora Cardona, ICMT Medellín: cell phone 3108987451

I have been informed of my right to participate or decline participating in this study with the understanding that my response will not have consequences for my health. I have also been informed that my decision will not affect my ability to withdraw from the study at any time. I was given the opportunity to ask questions and request clarifications regarding general concerns about the study’s objectives. I also received the necessary information about the study and contact information for any future communications with the project representative. 

I_________________________________ accept voluntarily to participate in the research study: “Immunity to viral pathogens that cause acute diarrhea: transmission of immunity status amongst the mother-infant population in Urabá., Colombia: Pilot Study”. I understand the objectives of the study. I also understand that I have the right to withdraw from the study at any given time or can refrain from participating in the study.
ID #:____________________________________
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