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Project Title: 
Sponsor: 
Principal Investigator:

Why are you receiving this information?
You are being asked to provide data about your health, pregnancy, your unborn child, or newborn child since the biological father of your child (referred to as “your partner” and the “study participant” in this document) is or was participating in a clinical research study.
The purpose of collecting information regarding your pregnancy and the health of your baby is to help the sponsor to understand the effects, if any, of the study drug that the biological father of your child was given during his participation in the research study.   
You may provide the data yourself or your partner’s study doctor may contact your doctor or gynecologist to collect the data. The study doctor may also contact your doctor or gynecologist to inform them about study data that may potentially affect the safety of your pregnancy, your unborn child, or your newborn child. 
Your partner’s study doctor will give you information about the potential risks for your pregnancy. Please read this form carefully and ask the study doctor or study staff all of your questions. When you understand what is in this form, you will be asked to sign, and you will receive a copy of the signed form.
Providing data on your health, pregnancy, your unborn child, or newborn child as described in this form does not limit your rights to legal assistance. By signing this consent form, you are not giving up your legal rights.
What will happen?
Your partner’s study doctor will collect data such as your medical history, pregnancy details, pregnancy outcome, and any details on your unborn or newborn child. If you agree to provide the data, you will do so only through the time of your pregnancy and up to 2 months after the delivery. If you, your unborn child, or your newborn child have a health problem during this time you must tell the study doctor, directly or through your doctor or gynecologist, until the health problem is solved or becomes stable.
You, your unborn child, or newborn child will not undergo any additional tests apart from those that your doctor or gynecologist normally performs to monitor your pregnancy and the heath of your unborn or newborn child. If the study doctor believes that you and your unborn or newborn child need additional tests to make sure you are safe, they will tell you. You have the right to agree to or refuse these additional tests.
BENEFITS AND RISKS
[bookmark: _Hlk15481163]Are there any possible benefits of being in this safety monitoring?
You, your unborn child, or newborn child may not benefit from taking part in this safety monitoring. However, the data we get from you may help doctors learn more about the clinical research study and pregnancy, and this may help others in the future.
What are the potential risks and discomforts?
Because we are collecting information about you, your unborn child or newborn child there is a slight risk for a breach of confidentiality.  Every effort will be made to keep your information confidential; however, this cannot be guaranteed. 
It is not known whether the study drug may affect the human male and female reproductive systems, the unborn child or newborn child. You may discuss with the study doctor, your doctor or gynecologist any concerns you may have on the potential risks for you, your unborn child, or your newborn child due to the study participant’s exposure to the study drug.
Are there any alternatives?
You may decide to not provide any data on your pregnancy, your unborn child, or newborn child. If this is the case, no data will be collected.
COSTS AND COMPENSATION FOR PARTICIPATION
Are there any costs if you decide to take part?
Participating in this safety monitoring does not take the place of your regular doctor’s visits. Taking part in this safety monitoring will not cost you anything. Saint Luke’s Health System and the study sponsor will not pay for regular doctor visits or other treatments, or tests related to your pregnancy. This means that you, your insurance company, or your government’s health plan may have to pay for these. 
Will you receive any payment if you take part?
You will not receive payment for providing your data.
Will you receive compensation for injury?
You will not receive any compensation for providing information about your pregnancy. 
CONFIDENTIALITY AND AUTHORIZATION TO COLLECT, USE, AND DISCLOSE PERSONAL HEALTH DATA
What happens to the data collected about you, and how will it be protected?
Your personal data will be shared with Saint Luke’s Health System and the study sponsor if you agree to take part in in this safety monitoring.
The information below explains which personal details and health data we get from you, your unborn and/or newborn child and how it may be used and shared with others.
The study doctor will be collecting personal information about you. The study site where your partner is being treated/was treated will record basic personal details about you, including your name, contact details, height, weight, and racial origin (to be used only for study purposes), as well as data on your health history. The study site will also record the following data about your pregnancy, your unborn child and/or newborn child: 
· Results of any diagnostic or laboratory tests done before the birth.
· Details of any events or checks during the pregnancy and delivery.
· Details of any complications during the pregnancy and delivery.
· Details of any relevant medications.
· The outcome of your pregnancy.
· Other data regarding events during your pregnancy, your newborn child, and general health conditions.

The researchers will protect your information, as required by law. Absolute confidentiality cannot be guaranteed. Any health information collected about you will be protected by a federal privacy law called The Health Insurance Portability & Accountability Act (HIPAA). By signing this consent form, you are giving permission for Saint Luke’s Health System to use and share your health information. If you decide not to sign the form, we will not collect any information about you or your pregnancy.  	
The researchers will only use and share information that is needed to follow your pregnancy. If you are seen at Saint Lukes for your pregnancy we may use your medical records to collect information such as name, address, phone, date of birth, social security number, or other identifiers. Your health information will be used at Saint Luke’s Health System by [insert PI name], members of the research team, Saint Luke’s Health System Medical Record Department, the officials at Saint Luke’s Health System who oversee research, including members of the Saint Luke’s Health System Institutional Review Board and other committees and offices that review and monitor research studies.  
By signing this form, you are giving [insert PI name] and the research team permission to share information about you with persons or groups outside Saint Luke’s Health System. Your information will be shared with representatives of [insert study sponsor name] (the sponsor of the study), the monitoring company that inspects study data, other business partners of the sponsor who help with the study your partner is participating in, the U.S. Food and Drug Administration (FDA) and similar agencies in foreign countries, and U.S. agencies that oversee human research (if a study audit is performed). These groups or agencies may make copies of records for audit purposes. 
The HIPAA privacy law may not apply to everyone who receives your health information. Your information may not be protected by HIPAA if persons outside Saint Luke’s Health System disclose it. In some cases, there may be other laws that protect your information from improper use.
Your permission to use and share your health information will not expire unless you cancel it. Any research information that is placed in your medical record will be kept indefinitely. Your permission to use and share your health information remains in effect until the study your partner is participating in is complete and the results are analyzed. However, you have the right to change your mind at any time and revoke your authorization. To revoke your permission, you must do so in writing by sending a letter to [insert PI name] at 4401 Wornall Road, Kansas City, MO 64111.
While collecting information from you about your pregnancy, you may see and copy any information that is placed in your Saint Luke’s Health System medical record (if you are being seen at Saint Lukes for your pregnancy). However, some information is kept only by the researcher. The records kept only by the researcher may not be available to you until the end of the study your partner is participating in.
If you have any questions about the collection and use of information about you, you should ask the principal investigator listed on page 1 of this form.
By signing this consent form you agree that you will not be able to have access to your personal health information until the study your partner is participating in is over. 
A description of the clinical trial your partner is participating in 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 happens if you change your mind?
Taking part in this safety monitoring is voluntary. You are free to change your mind at any time. You can withdraw your consent and authorization at any time without giving any reason. You may revoke (take back) your permission to use and share health data about you or your unborn child or newborn child at any time without giving any reason by writing to the study doctor at the address found on the first page of this form. This will not affect your partner’s participation in the research study. Any data obtained while you were taking part in this safety monitoring may still be kept with other data obtained as part of the safety monitoring.
Your partner’s study doctor will inform you of any new study data that may affect your willingness to provide data on your health, your pregnancy, your unborn child, or newborn child. In this case, you may be asked to sign a revised consent and authorization form.
Your partner’s study doctor or the study sponsor can stop collecting data at any time without your authorization.
CONTACTS
Who can you contact with further questions?
Please contact the study doctor at the telephone number listed on the first page of this form if you have any questions or concerns.
If the researchers cannot be reached, or if you would like to talk to someone other than the researcher(s) about; concerns regarding the pregnancy data collection or the study; research participant’s rights; research-related injury; or other human subject issues, please call the Saint Luke’s Health System Institutional Review Board at 816-932-5019. You may also write the Saint Luke’s Health System Institutional Review Board at 4401 Wornall Road, Kansas City, Missouri, 64111.
STATEMENT OF CONSENT
· I have read and understand the statements in this form.
· I have had the chance to ask questions, and I am satisfied with the answers given to me.
· I agree to provide data on my pregnancy and the delivery on my own free will. 
· By signing this form, I do not waive any of my legal rights or my unborn child or newborn child’s legal rights.
· I understand that I and/or my legally authorized representative will receive a copy of this signed and dated written authorization form.
_________________________________				__________________
Signature of Pregnant Partner					Date
________________________________
Printed Name of Pregnant Partner					
_________________________________				__________________
Signature of Legally Authorized Representative (LAR)		Date
________________________________
Printed Name of Legally Authorized Representative (LAR)
If Next of Kin, please mark one relationship from list below (in descending order of priority):
☐ Spouse       ☐ Adult Child       ☐ Custodial Parent       ☐ Adult Sibling       ☐ Adult relative (related by blood or adoption)
I allow my doctor or gynecologist to share relevant data about my pregnancy, unborn child, and newborn child to the study personnel treating my partner. 
☐ Yes
☐ No
Pregnancy Doctor Contact Information: 
Physician Name:  __________________________________	
Name of Facility:  ____________________________________	
Address:  __________________________________________
   __________________________________________
Phone Number:  ___________________________________
I allow the study staff treating my partner to tell my doctor or gynecologist about study data that may potentially affect the safety of my pregnancy, my unborn child or newborn child.
☐ Yes
☐ No
· I have presented the safety monitoring information and answered the subject’s partner’s questions.
· I will give the subject’s partner or their legally authorized representative a copy of this signed and dated consent and authorization form.

_________________________________				__________________
Signature of Person obtaining Informed Consent			Date
_________________________________				
Printed Name of Person obtaining Informed Consent

[Use this when a Witness will be included in the consenting process (Common examples include: inclusion of illiterate individuals or individuals who cannot physically sign but are able to provide informed consent.)]
_________________________________				__________________
Signature of Witness							Date
________________________________
Printed Name of Witness
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Saint Luke’s Health System shall not discriminate on the basis of race, color, national origin, gender, pregnancy status, sexual orientation, age, religion, disability, veteran status, gender identity, or expression.
Saint Luke’s Health System cumple con las leyes federales de derechos civiles aplicables y no discrimina por motivos de raza, color, nacionalidad, edad, discapacidad o sexo. saintlukeskc.org/diversity-inclusion




