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PREGNANT PARTNER CONSENT TO PARTICIPATE IN A RESEARCH STUDY
LIST COMPLETE TITLE HERE 
Reminder: Highlighted sections are instructions to the investigator and should be removed from the final version of the consent form. Text in [square brackets] should be replaced with information that is specific to your study.
Study to be Conducted at:
List each facility name





Address





City, State    Zip

Sponsor Name:

List sponsor name here (if applicable)
Principal Investigator:

List PI name and telephone number
KEY INFORMATION
You are being asked to provide health information about your pregnancy and your unborn child because the reported biological father of your unborn child is/was participating in a research study. Your Partner has received an investigational drug (a drug not approved by the Food and Drug Administration or any other regulatory authority). It is recommended that you report this as soon as possible to your doctor. We want to see if the study drug your partner was given has any effect on your pregnancy and/or the health of your baby. This Pregnant Partner Informed Consent Form provides important information about the information we would like to collect. 
Your consent (or “permission”) to provide this information is voluntary. You may refuse or change your mind and withdraw this consent at any time without penalty or loss of benefits to which you are otherwise entitled. If you decide not to allow the collection and use of the information, this will not affect medical care for either you or your baby.  
There may be words in this Pregnant Partner Informed Consent Form that you do not understand. Take your time to read the information carefully and discuss it with anyone, including friends and family. If you have questions, please ask the Study Doctor or Study Staff to answer them. 

WHAT SHOULD I KNOW ABOUT THIS RESEARCH? 
The purpose of this Pregnant Partner Informed Consent Form is to obtain your “consent” or permission to collect information about your health and your pregnancy, and, if you carry the pregnancy to term, the birth and health of your child. The reason INSERT SPONSOR HERE  (“Study Sponsor” or “Sponsor”) would like to collect this information is to determine if INSERT STUDY DRUG HERE given to the biological father/biological mother, has any effect on your health or the health of your unborn child. 

WHAT WILL YOU BE ASKED TO DO AS PART OF THIS RESEARCH? 

If you agree to provide this information, you give the Study Doctor permission to review your health records relating to your pregnancy and delivery and the health records and follow-up care of your unborn child.

If you agree to provide this information, your involvement in this research will last throughout your pregnancy, delivery, and until the first well-baby visit.

WHAT ARE THE RISKS OR DISCOMFORTS? 
The risk to you from allowing us to collect this information is possible loss of confidentiality of your/your baby’s medical records information.

WHAT IF NEW INFORMATION BECOMES AVAILABLE?
You will be told about any new information that might change your decision to provide information in a timely manner.  

WHAT ARE THE POSSIBLE BENEFITS OF PROVIDING MY INFORMATION?   

Only information about you, your unborn child, and the outcome of your pregnancy is being collected. Because no treatment will be provided, there is no direct benefit to you/your unborn child.  But what we learn from your information might lead to better understanding of the effect on pregnant women and their unborn babies who are exposed to the study drug taken by the baby’s father during a research study.
IS THERE ANY COST OR REIMBURSEMENT? 

You will not be paid for providing this information. You will not have any costs for providing this information.  

This research will not cover any costs related to your pregnancy, delivery, or care of your unborn child. You and/or your medical/hospital insurance carrier will still be billed for your regular medical care expenses.
IS THERE ANY ALTERNATIVE TO PROVIDING THIS INFORMATION? 


This research will not provide you or your unborn child with treatment. Your alternative is to not agree to provide this information.
WHAT INFORMATION ABOUY YOU MAY BE USED AND GIVEN TO OTHERS? 

The Study Doctor will get personal and health information about your pregnancy and of your unborn child. This may include your personal information including your name, address, telephone number, date of birth, and your personal characteristics such as gender, age, weight, height, and race (“Personal Information”), information from your medical records and the records of your unborn child, and other information learned from you during any office visits, telephone calls, surveys or questionnaires (collectively, “Research Information”).

WHO MAY USE AND GIVE OUT YOUR RESEARCH INFORMATION?

The Study Doctor and the Study Staff may use and give out your Research Information. To the extent it is possible, the Study Doctor and Study Staff will keep information that can be used to identify you confidential. Instead, your initials and a code number will be used to identify you.

WHO ELSE MIGHT GET THIS INFORMATION? 

The Sponsor and people or companies that are working for or with it such as its affiliates, business collaborators, Study monitors, and auditors.

Your information may also be seen by: EDIT AS APPLICABLE
· The US Food and Drug Administration (FDA)

· Governmental agencies in other countries

· Other governmental and regulatory authorities

· The Institutional Review Board (“Recipients”) 

· The Institution where the study is being done

Your health information may be further shared by the entities listed above. If shared by them, the information will no longer be covered by the Privacy Rule.  

WHY WILL YOUR INFORMATION BE USED AND/OR GIVEN TO OTHERS? 

Your information may be used by the Recipients listed above or others:
· To look at the results

· To ensure the research is conducted correctly

· To share the results to help others in future research

If the results of this research are made public, any information you provide will be published without making your identity or that of your unborn child known.
WHAT IF YOU DECIDE NOT TO GIVE PERMISSION TO USE AND GIVE OUT THIS INFORMATION? 

Your information will not be included in the research.
MAY YOU WITHDRAW OR CANCEL YOUR PERMISSION? 

Yes, you may withdraw your permission to use your information at any time. You do this by sending written notice to the Study Doctor.

When you withdraw your permission, no new information about you or your unborn child will be gathered. Your information that has already been gathered for the research may still be used and given to others.

If you do not withdraw this Authorization, it will remain in effect.

WHAT ARE YOUR PRIVACY RIGHTS? 

You have the right to review your medical records and request changes to your Personal Information in your medical records if it is incorrect. Please note, however, that during the research, access to your research data and results may be limited if it weakens the integrity of the research. 

If you have any questions about the collection and use of your Research Information or how it is shared with the Recipients listed above, or if you would like to exercise rights that you may have regarding your Research Information, you should ask your Study Doctor.  

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.

This Web site will not identify your child either.

LEGAL RIGHTS 

You do not waive any legal rights by signing this Pregnant Partner Informed Consent Form.

The collection of this information may be stopped at any time by the Study Doctor or the Sponsor without your consent for any reason.   
AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES
As part of this research study, your study doctor and his/her research team will keep records of your participation in this study.  These study records may be kept on a computer and will include all information collected during the research study, and any health information in your medical records that is related to the research study.  Your study doctor and his/her research team will use and disclose (release) your health information to conduct this study.  To evaluate the results of the study and for compliance with federal and state law, your health information may be examined and copied by the Food and Drug Administration (FDA), other governmental regulatory agencies, the Institutional Review Board of the Prisma Health, the study sponsor and the sponsor’s authorized representative(s).  This study may result in scientific presentations and publications, but you will not be identified.  

Under federal privacy laws, your study records cannot be used or released for research purposes unless you agree.  If you sign this consent form, you are agreeing to the use and release of your health information.  If you do not agree to this use, you will not be able to participate in this study.  

The right to use your health information for research purposes does not expire unless you withdraw your agreement.  You have the right to withdraw your agreement at any time.  You can do this by giving written notice to your study doctor.  If you withdraw your agreement, you will not be allowed to continue participation in this research study.  However, the information that has already been collected will be used and released as described above.  You have the right to review your health information that is created during your participation in this study.  After the study is completed, you may request this information.

Once your health information has been released, federal privacy laws may no longer protect it from further release and use.

If you have any questions about the privacy of your health information please ask your study doctor.

CONTACT FOR QUESTIONS 
You should talk to your study investigator about any questions or concerns you have about your participation in this study. Your study investigator, Dr. XXXX, can be reached at XXX-XXX-XXXX.

If you have any questions about your rights while participating in this study, or if you have any concerns regarding the conduct of this study, you may contact the Prisma Health Office of Human Research Protection at 864-455-8997.
Copies of the previously signed informed consent/parental permission form and this consent form can be provided to you if you would like to have a copy. 
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By signing this form, I acknowledge that this study has been explained to me, including the procedures, and potential risks and discomforts.  I have read this consent form in its entirety and have spoken to the investigator or his/her representative and have had all questions answered to my satisfaction.  I will receive a completed signed copy of this document. My signature indicates my agreement to voluntarily participate in this study. I do not give up any of my legal rights by signing this consent form.
	Printed Name of Pregnant Partner

	
	

	Pregnant Partner’s Signature 
	
	Date


	Printed Name of Investigator 

	
	

	Signature of Investigator   
	
	Date


Principal Investigator: 



Phone: 

Sub-investigators: 



Phone:
______________________________________________
__
    ______________________________

Legally Authorized Representative Signature (if applicable)    
      Date

______________________________________________               ________________________________
Printed Name of Legally Authorized Representative 

  Relation to the Participant (if applicable)       









Statement of the Witness (when applicable*)

The information in the consent form was accurately explained to, and appeared to be understood by the pregnant partner or the pregnant partner’s legally authorized representative. Informed consent was freely given.

_______________________________________


   _____________

Impartial Witness Signature





    Date

______________________________________

Printed Name of Impartial Witness

*Impartial Witness: If the pregnant partner or the pregnant partner’s legally authorized representative cannot read, the signature of an Impartial Witness is needed.  

An impartial witness is:

•
a person who is independent of the trial, 

•
who cannot be unfairly influenced by people involved with the trial,

•
who attends the informed consent process, and 

•
who reads the informed consent form and any other written information supplied to the pregnant partner or the pregnant partner’s legally authorized representative.

