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Permission to Take Part in a Human Research Study
	
Title of Study:  <insert title of research study here>
Principal Investigator:  <insert name of PI>
Department:  <insert PI’s department>
Phone Number:  <insert phone number and 24-hour contact number>
Email Address:  <insert Email address>
Study Contact Name:  <insert name of contact>
Study Contact Telephone Number:  <insert phone number and 24-hour contact number>
Study Contact Email:  <insert Email address>
Sponsor: <insert Sponsor name if applicable>

READ THE FOLLOWING CAREFULLY 
This consent form contains important information, so that you can decide if you wish to take part in this study. If you have any questions that remain unanswered, please ask the study doctor or one of his/her research study personnel before signing this form.   

PURPOSE
You  are being asked to participate in this follow-up only research study. The purpose of this study is to gather medical information about your pregnancy and the birth and health of your child.  We want to determine if the [study treatment] has any effect on your pregnancy and the health of your child.

NUMBER OF STUDY PARTICIPANTS
It is difficult to determine the number of people who will be in this part of the study because we do not know how many people will become pregnant while exposed to the study drug.  

DURATION OF STUDY
We plan to follow you and your baby until shortly after your baby is born. 

PROCEDURES
Because you became pregnant while you or your partner was receiving an investigational drug, we would like your permission to provide the Sponsor with information about the progress and outcome of your pregnancy, including the delivery and health of your child. This information will help us understand how the study drug might impact a pregnancy and the health of the child.  We would like permission to contact the doctor that is caring for you during your pregnancy, and delivery, and your child's physician in order to obtain this information.  

RISKS AND DISCOMFORTS
The risk from this study is the loss of confidentiality of your or your child’s medical record information.


BENEFITS
You will not benefit directly from being in this research. The information we learn from this research study may lead to a better treatment in the future for pregnant women and fetuses who are exposed to [DRUG/DEVICE].

ALTERNATIVES
This is not a treatment study.  Your alternative is to not be in this study.

COSTS
This study will not cover any costs related to your pregnancy, delivery or care of your child. You will not be responsible for the costs of participating in this research study.
INCENTIVES/PAYMENTS TO PARTICIPANTS
You will not be paid for taking part in this study.  

VOLUNTARY PARTICIPATION / WITHDRAWAL FROM STUDY   
Providing participation about your pregnancy and its outcome is voluntary. You may decide not to join the study or not to allow your child to be in the study or you and your child may leave the study at any time without penalty or loss of benefits to which you and your child are otherwise entitled.  This will not affect the medical care you and your child receive from the study doctor or UM/Jackson Memorial Hospital. 

If you cancel your permission after you have started in the study, the study staff and the Study doctor will stop collecting new information about you and your child.  They may need to use the information they have already collected to evaluate the study results.  

CONFIDENTIALITY
We will take steps to protect your information and we will follow loca data protection laws. However, information about your pregnancy and about your child will be given to the Sponsor of the study listed abpve. The US FDA, Department of Health and Human Services (DHHS), regulatory agencies in other countries, your health care providers, including authorized University or Hospital staff not involved in the study, may review these research records. Your records, and your child’s records, may also be reviewed for audit purposes by University of Miami employees or agents who must follow the same provisions of confidentiality.  

By signing this consent, you give permission to the Investigator(s) and his/her/their staff to access your medical records about your pregnancy and its outcome for purposes of this study. By signing this consent you also authorize the Investigator(s) and his/her/their staff to access your child’s medical records for purposes of the study.  This information will also be shared with the Sponsor of this study, and persons working with the Sponsor to oversee the study. Your records, and your child’s records will not be identified as pertaining to you or your child, in any publication without your expressed permission. The Investigator and his/her collaborators, staff, and the sponsor, will consider all records confidential to the extent permitted by law. 

WHOM TO CONTACT 
If at any time you have any questions about the study, you may contact <insert Principal Investigator name here> at <insert principal investigator telephone>.

In case of study-related injury, please contact <insert Principal Investigator name here> at <insert principal investigator telephone>.

If you have any questions relating to you and your child’s rights as a research subject, please contact the University of Miami’s HUMAN SUBJECTS RESEARCH OFFICE (HSRO), at 305-243-3195.

AGREEMENT OF DECISION TO PARTICIPATE

You will receive a copy of this signed informed consent form.
I have read this consent, which is printed in English (a language which I read and understand).  This study has been explained to my satisfaction and all of my questions relating to the study procedures, risks and discomforts have been answered.  If I have any further questions regarding this study, or in the event of a study-related injury, I should contact the appropriate person named above.  Based on this information, I voluntarily agree to give permission (consent) for me and for my child to take part in this study.
	________________		__________________
Signature of Participant or Pregnant Partner			Date
	________________
Printed Name of Participant or Pregnant Partner

	_______________			____________
Signature of Person Obtaining Consent				Date
	________________
Printed Name of Person Obtaining Consent

Subject Number associated with pregnant partner:	_________________
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READ THE 


FOLLOWING CAREFULLY 


 


This consent form contains important information, so that you can decide if you wish to take part in this 


study. If you have any questions that remain unanswered, please ask the study doctor or one of his/her 
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before signing this form.   
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We plan to follow you and your baby un


til 


shortly after your baby is born. 
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The risk from this study is the loss of confidentiality of your or your child’s medical record information.
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