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ACS Observational Study Informed Consent, English

INTRODUCTION
You are being asked to take part in this research study because you are a patient at the Kilimanjaro 
Christian Medical Centre Emergency Department. This study is being conducted by Dr. Sakita, Dr. Temu, 
and Dr. Mmbaga of Christian Medical Center with Dr. Hertz of the Department of Emergency Medicine 
at Duke University.  The sponsor of the study, the U.S. National Institutes of Health, will pay for the 
research.  Research studies are voluntary and include only people who choose to take part.  Please read 
this consent form carefully and take your time making your decision. As your study staff member 
discusses this consent form with you, please ask him/her to explain any words or information that you do 
not clearly understand. The nature of the study, risks, inconveniences, discomforts, and other important 
information about the study are listed below. You are free to ask questions about this study at any time. If 
you agree to take part in this study, you will be asked to sign and date this consent form. You will get a 
copy to keep.

WHY IS THIS STUDY BEING DONE? 
The purpose of this study is to determine current treatment patterns for patients with chest pain or 
shortness of breath and ways to improve care for patients with heart disease.

WHAT DO I HAVE TO DO IF I AM IN THIS STUDY? 
If you are eligible to enter the study, we will then ask you another series of questions that will focus on 
your medical history, and your use of any traditional medications.  We will follow you to observe your 
treatment. We may draw up to 2 tablespoons of blood and may use this blood to perform a heart test 
called troponin, a test for HIV, and a test for blood sugar.  We may perform an electrocardiogram (ECG) 
to check the activity of your heart.  We will let the Emergency doctor know about any unusual results. If 
you are hospitalized, we will check on you daily to see how you are feeling and what treatments you 
receive. We may call you one month, three months, six months, nine months, and twelve months after 
you leave the hospital to see how you are doing and ask a few questions.  If we can’t reach you by phone 
we may visit your home to check on you.

HOW LONG WILL I BE IN THIS STUDY? 
Our questionnaire and blood pressure measurements will take about 20 minutes of your time and the 
follow-up phone call should take 10 minutes. If you are hospitalized, we will check on you for about five 
minutes each day.

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
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About 6200 patients will participate in this study.

WHY WOULD THE DOCTOR TAKE ME OFF THIS STUDY EARLY?
The study could be ended early by the Ministry of Health in Tanzania or by the Ethics Committee of 
KCMC. Ethics Committees and Institutional Review Boards watch over the safety and rights of research 
subjects. Also, the study could be ended early by the following groups in the United States, the Duke 
University Health System Institutional Review Board and the Office of Human Research Protections.

WHAT ARE THE RISKS AND BENEFITS OF THE STUDY? 
There is benefit to you for participating in this study. If we discover that you a heart problem this may be 
useful information to your doctor and we will share it with them. There are minimal physical risks 
associated with this study. Risks associated with drawing blood from your arm include minimal 
discomfort or bruising.  There is a small risk of blood clot or minor skin infection where the needle enters 
the body. Some of the questions we will ask you as part of this study may make you feel uncomfortable. 
You may refuse to answer any of the questions and you may take a break at any time during the study. 
You may stop your participation in this study at any time. 

CONFIDENTIALITY
Study records will be kept confidential as required by law. Your records will be assigned a unique study 
number. Information that links your name to the study number will be kept in a locked cabinet that can 
only be accessed by members of the research team. The study results will be retained in your research 
record for at least 20 years, according to Tanzanian regulations. No personal identifiers will be sent to or 
used at Duke. If information from this study is presented at scientific meetings or in scientific journals, 
your identity will not be revealed. 

WHAT ARE THE COSTS TO ME? 
There is no additional cost to you for taking part in this research study. 

WILL I RECEIVE ANY PAYMENTS?
There will be no financial compensation for participating in this study.

WHAT ABOUT RESEARCH RELATED INJURIES? 
No injuries are expected through your participation in this study.  Immediate necessary care and support 
is available if an individual is injured because of participation in this research project, however, there is 
no provision for free medical care or for monetary compensation for such an injury. For questions about 
the study or research-related injury, contact Dr. Temu from KCMC at (255) 78 62 40 988 or at (255) 75 
43 01 149

VOLUNTARY PARTICIPATION/RIGHT TO WITHDRAW
You may choose not to be in the study, or, if you agree to be in the study, you may withdraw from the 
study at any time. If you agree to participate, you may refuse to answer any question or stop the interview 
at any time. Your decision not to participate or to withdraw from the study will not involve any penalty or 
loss of benefits, and will not affect your access to health care. If you do decide to withdraw, we ask that 
you contact Dr. Temu in writing and let her know that you are withdrawing from the study. His mailing 
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address is KCMC-Duke Collaboration, Box 3010, Sokoine Road, Moshi. We will tell you about new 
information from this or other studies that may affect your health, welfare or willingness to stay in this 
study. If you want the results of the study, let the study staffs know. A description of this clinical trial will 
be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include 
information that can identify you. At most, the Web site will include a summary of the results. You can 
search this Web site at any time.

WHAT DO I DO IF I HAVE QUESTIONS OR PROBLEMS? 
For questions about the study or a research-related injury, or if you have complaints, concerns or 
suggestions about the research, contact Dr.  Mmbaga from KCMC at (255) 78 62 40 988 or at (255) 75 43 
01 149. For questions about the study or research-related injury, contact Dr. Temu from KCMC at (255) 
78 62 40 988 or at (255) 75 43 01 149

For questions about your rights as a research participant, or to discuss problems, concerns or suggestions 
related to the research, or to obtain information or offer input about the research, contact the Kilimanjaro 
Christian Medical Centre (KCMC) Ethics Committee at telephone number (255) 27 27-53909, the Duke 
University Health Systems Institutional Review Board at +1-919-668-5111 or the chair of the Medical 
Research Coordinating Committee (MRCC) Prof.  Yunus Mgaya at 255-22-2410394.

STATEMENT OF CONSENT
"The purpose of this study, procedures to be followed, 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 whom to contact if I have questions, to discuss problems, concerns, or suggestions related to the 
research, or to obtain information or offer input about the research.  I have read this consent form and 
agree to be in this study, with the understanding that I may withdraw at any time.  I have been told that I 
will be given a signed and dated copy of this consent form."

__________________________________________ ___________            ________
Signature of Subject Date     Time

______________________________________________                ___________       ___________
Signature of Witness (if required for subjects who Date                    Time
are illiterate or blind)

_______________________________
Printed Name of Witness

________________________________________ ___________             ___________     
Signature of Person Obtaining Consent  Date                      Time
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