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PREGNANT PARTNER INFORMED CONSENT DOCUMENT
NAME OF SPONSOR COMPANY:





PROTOCOL NUMBER AND TITLE OF STUDY:

NAME OF PERSON IN CHARGE OF THE 

RESEARCH STUDY 

(STUDY DOCTOR/INVESTIGATOR):




TELEPHONE NUMBER(S), DAYTIME:


AFTER HOURS:


Purpose and Procedures
You recently became pregnant. The father of your child is participating or participated in the above named study in which he received NAME OF STUDY DRUG.

The risks to an unborn human fetus or a nursing child from the drug in this study are not known.

The purpose of this consent is to obtain your permission to collect information about your pregnancy, the birth and health of your baby. The study doctor will collect information such as outcome of your pregnancy, including spontaneous or voluntary termination, details of the birth, the presence or absence of any birth defects, congenital abnormalities, or maternal and/or newborn complications and other clinically relevant pregnancy data or changes in data. In addition, the study doctor will collect information on the health of the baby X months after delivery as well as information on any development issue or abnormality that would not be seen at birth. The sponsoring company would like to collect this information to have as much information as possible to help determine if there is any risk to the mother or baby from the father’s use of this study drug when you became pregnant.

The collection of this information lasts for at least X months following the birth of your child. The study doctor and sponsor may decide what pertinent information is collected as necessary or indicated based on the study.

The study doctor will give you information about the potential risks of your pregnancy and will answer your questions.

Cost
There are no costs to you for your participation in this safety monitoring.

Risks
There are no medical risks associated with the collection of information about your pregnancy. The main risk of this safety monitoring activity is the possible loss of confidentiality of your, and/or your child’s medical record information.

Benefits
There is no direct benefit to you for your participation in this safety monitoring.

Alternatives
This is not a treatment study. Your alternative is not to participate in this safety monitoring.

Confidentiality and Privacy
Your name and the name of your child will be disclosed outside of the research clinic only to the following people or agencies:
· Your partner’s study doctor and staff, and authorized representative of the study doctor

· The Institutional review board, IntegReview IRB

· Health authority inspectors such as the United States Food & Drug Administration and the European Medicines Agency and other such regulatory agencies
· Study monitors and auditors, and authorized clinical research organization representatives.

By signing this consent form, you are authorizing access to such information.

Additional personal information including medical information will be passed to the study sponsor  however your name and your child’s name will be removed and will be replaced by a unique number (“coded information”) assigned by the study doctor. All coded information obtained about your pregnancy and your baby’s health will remain confidential to the extent provided by law.  However, the sponsor may share this coded information, as necessary, with the sponsors affiliates, and people and companies who work with the sponsor but only for the purpose of assessing risk related with your pregnancy and your child’s health, for safety purposes or as required by law.

The people, companies, and agencies listed above that have access to your information may be located in: countries of the European Economic Area (EEA); the United  States;  Switzerland;  and  other  countries  around  the  world. You should be aware that some countries may not offer the same level of privacy protection as you are used to in the country where you live or where this safety monitoring is conducted. However, the sponsor will keep any information that is received to the same standard of confidentiality as far as permitted by applicable local law. The sponsor has also entered into agreements with third parties working for the sponsor to secure adequate protection of your data and samples. By signing this consent, you permit the transfer of your personal information including health information to these countries.

Not all of the parties who will have access to your medical information as part of this safety monitoring are prohibited by federal law from further sharing it, so the information, once received by them, may no longer be protected by federal law.

Your name and that of your child will not appear in any publication. Although there is no immediate benefit to you from signing this consent form, the information that is obtained may help  to  see  if  there  is  any  risk  associated  with  the  use  of  the  study  drug  during pregnancy or to an unborn baby.

RIGHT TO WITHDRAW AUTHORIZATION TO RELEASE INFORMATION
Your participation is voluntary. If you refuse it will not cause any change in your medical care. You are free to later change your mind, even if you agree now to permit this access to your and your child’s medical information. You are free to withdraw your authorization at any time by informing the study doctor in writing. If you revoke your authorization, the study doctor will not collect any new health information about you or your child from that point onwards. However, the sponsor and its representatives may continue to use and disclose any information already collected. Refusal to participate in this safety monitoring activity will not affect your partner's continued participation in this study or future studies. Your signature below means, that you agree to have the study doctor contact you during your pregnancy and after the birth of your child and ask about the health of the child.

This authorization does not have an expiration date.

Contact Information

If you have questions, concerns, or complaints about this study, contact:

«Name_of_investigator»
«Site_phone_number» daytime telephone number 

«After_hours_number» after hours number
If you are unable to reach anyone at the number(s) listed above and you need medical attention, please go to the nearest emergency room.

If you do not want to talk to the study doctor or study staff, if you have concerns or complaints about the research, or to ask questions about your rights as a study subject you may contact IntegReview.  IntegReview’s policy indicates that all concerns/complaints are to be submitted in writing for review at a convened IRB meeting to:

	Mailing Address:            OR            Email Address:

	Chairperson

IntegReview IRB
3815 S. Capital of Texas Highway
Suite 320

Austin, Texas 78704
	integreview@integreview.com


If you are unable to provide your concerns/complaints in writing or if this is an emergency situation regarding subject safety, contact our office at:

512-326-3001 or

toll free at 1-877-562-1589

between 8 a.m. and 5 p.m. Central Time

IntegReview has approved the information in this consent form and has given approval for the study doctor to do the study. This does not mean IntegReview has approved your being in the study.  You must consider the information in this consent form for yourself and decide if you want to be in this study.

Compensation for participation

You will not be paid for your participation in this safety monitoring.

The Reason for Institutional Review Boards and Informed Consent

What is a consent form?

The informed consent document contains information required by federal regulations.  The informed consent document must be approved by an Institutional Review Board (IRB).

What is an Institutional Review Board (IRB)?

An Institutional Review Board (IRB) is a group of people that reviews research studies.  The main goal of this review is to protect the rights and well being of the human subjects participating in research studies.

IntegReview, the IRB for this study

IntegReview is an IRB whose board members provide IRB services across the United States, Japan and Latin America.

To meet requirements of the law, the IntegReview Boards currently include: 

· Doctors 

· Pharmacists 

· Nurses 

· Toxicologists (people who study the harmful effects of chemicals) 

· Other specialists

· Others who do not have a background in science/medicine

CONSENT AND SIGNATURES
I have read and understand this consent form. All my questions have been answered.

I agree that I can be contacted by the study doctor and be asked about my pregnancy, the birth and health of my baby. I have received a signed and dated copy of this form.

Printed Name of Mother
Signature of Mother
      

 Date*



Printed Name of Person 
Signature of Person Obtaining 


 Date*

Obtaining Consent
Consent
*Note: Please fill in the dates personally and preferably hand written
You will receive a signed and dated copy of this consent form to keep.

-------------------------------------------------------- Staff Only -------------------------------------------------------

Copy of consent form given to subject on (date) ________ by (initials) ________

QC of consent by: ____________ on date: ____________
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