
 
 
 

 
 
Dear Participant,  
 
 
 
<Participating Hospital> is assisting researchers at the Boston University School of Public Health in an 
important research study about pregnancy and the health of newborns. We invite you to take part in a 
telephone interview which may help other women in the future. The <Participating Hospital>  has approved 
the study.  We know that this is a very busy time in your life but by sharing your experiences, you can make 
a real difference. 

 
Why is this study important? 

 
•    120,000 babies are born in the United States each year with birth problems and most of the time 
the cause is unknown. 
•    Little is known about what causes some babies to be born early or how conditions such as nausea, 
high blood pressure or diabetes affect pregnancies. 
•    Women need to know what medications and vaccines are safest to take in pregnancy. 
•    Women want to make pregnancy a more comfortable experience 

 
How can you help? 

 
•    All you need to do is take part in a single telephone interview about your pregnancy. 
•    Your schedule is important to us. I can call you during the day, evening or on a weekend. 
•    Participation is voluntary and will not affect healthcare or insurance for you or your family. 
•    All information is kept strictly confidential. 

 
I’ll be calling you in a few days to answer any questions you might have. If it might be difficult for me to 
reach you by phone, feel free to contact me at <local phone number>, toll-free at <toll free number>, or by 
email at <nurse email address>.  If you call and I’m not available, please leave a message with your name, 
phone number and the best time to reach you. 

 
I look forward to talking with you.  With your help we believe we can improve the health of pregnant 
women and babies in the future. 

 
Sincerely, 

 
 

Nurse Interviewer  
 
 
 
 
 
 
 
 
 
 



 
 
 

Informed Consent Information Sheet 
Pregnancy Health Interview Study 

Allen Mitchell, MD - Principal Investigator 
 
Background:  You are being asked to participate in a research study because you have recently been 
pregnant.  But before you give your consent, it is important that you read the following information and ask 
as many questions as necessary to be sure you understand what you are being asked to do. 

 
Purpose:  Researchers from Boston University School of Public Health are interviewing women to discover 
whether there are health factors or environmental factors which may be related to fetal development. 

 
What Happens In This Research Study: This is a single telephone interview which will take about 35 
minutes of your time.  This study interviews approximately 2,000 women per year in different parts of the 
United States. 

 
If you decide to participate in this study, you will be asked some questions about your health status, 
particularly over the past eighteen months.  You may choose not to answer any specific questions.  Your 
participation in the study is voluntary and you may stop at any time. Your decision to participate or not to 
participate will not in any way affect the quality of care that you receive.  The information you provide may 
be used now and in the future to look at a wide range of factors related to pregnancy health. 

 
Risks and Discomforts : The possible risk associated with this study is the potential loss of confidentiality. 
To minimize this risk, everything you say will be strictly confidential and no personal identifiers will be 
recorded in the final study data. 

 
Potential Benefits:  We believe this study will be of importance to future parents and their children, but will 
not directly benefit you. 

 
Subject Costs and Payments: There will be no cost to you to participate in the study.  Also, you will not 
receive any reimbursement for your participation in the study. 

 
Confidentiality:  Everything you say during the interview will be strictly confidential.  Any information that 
could identify you will be deleted/destroyed from study records. As part of the process used to protect your 
rights, the Boston Medical Center’s Institutional Review Board may review all information we have collected 
about you.  Knowledge that is gained from this study may be published in scientific journals without 
identifying the names of study subjects. This research project is protected by a Certificate of Confidentiality. 

 
This certificate is issued by the U.S. Department of Health and Human Services.  It protects against the 
release of information about you collected during the course of this study.   It provides that the researchers 
involved in this project cannot be forced to disclose your identity or any information about you collected in 
this study in any legal proceedings at the federal, state, or local level, regardless of whether they are 
criminal, administrative or legislative proceedings. 

 
Questions About the Study:  If you have any questions about the study or a research-related injury, you 
may contact Dr. Allen A. Mitchell, Principal Investigator, Boston University School of Public Health, (collect) 
at (617) 734-6006.  If you have any questions regarding your rights as a research subject you may call the 
Boston Medical Center’s Office of the Institutional Review Board at (617) 638-7207. 
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