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If a protocol includes plans to obtain data about subjects’ partners who become pregnant during the research, the Board will require use of an approved Pregnancy Follow-Up/Release of Information Addendum Form to obtain the permission of the pregnant partner, unless waiver of consent or waiver of documentation of consent is appropriate. 

Pregnancy Follow-Up/Release of Information Addendum
In this form “we” means the researchers and staff involved in running this study at the University of Virginia.

Participant’s Name______________________________ 
What is the purpose of this form?

You are being asked to participate in this follow-up only research study of pregnancy outcomes because you became pregnant while the biological father of your child was participating in a study called [insert name of study].  The purpose of this pregnancy follow-up 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 affect on your pregnancy and the health of your child.

What will happen if you agree to participate in this follow up study?
We will ask you for your permission to review you and your child’s medical records relating to:

· your pregnancy

· the delivery of your child

· the health of your child up to [insert length of time stated in protocol] of age. 

If you agree to take part in this study, your involvement will last until about [insert length of time stated in protocol] after the birth of your child. Information from your baby’s medical record that will be collected will include any medical concerns, and the baby’s height and weight.  
You are being asked to let information be collected about your pregnancy.  If you agree, you will be asked to give the study doctor the names and telephone numbers of the doctor who is taking care of you during your pregnancy and the doctor who is taking care of your child.  If your doctor’s or the child’s doctor’s contact information changes, please tell the study doctor.

What are the risks of agreeing to take part in this study? 
The main risk of this study is loss of confidentiality of you and your child’s health information.  The University of Virginia and the Principal Investigator will do its best to protect the information.  The chance that information about you or your child will be given to someone else is very small. But we cannot guarantee it will be safe. 
[EXPLAIN HOW THE MEDICAL INFORMATION COLLECTED WILL BE PROTECTED] ( e.g.  To protect your privacy, you and your child’s medical information will be labeled (or “coded”) with a study number, not your name.  Only the study doctor and his or her staff will keep the link between your study number and your name.)

You will be told about any new information that might change your decision to be in this study.  
Could you be helped by being in this study?
This follow up study is NOT a treatment study.  You are not expected to receive any direct medical benefits from your participation. The information from this research study may lead to a better treatment in the future for pregnant women and fetuses exposed to the study treatment.
Will being in this study cost you any money?

You will not have any costs for being in this research study. This study will not cover any costs related to your pregnancy, delivery or care of your child.  You and/or your medical/hospital insurance carrier will remain responsible for your regular medical care expenses.

What are your other choices?
Your alternative is to not be in this study, and to choose not have health information collected about you, your pregnancy, and your child.  Taking part in this study is voluntary. You may decide not to join the study or allow any information collected from you or your child to be in the study. Your decision will not affect your care or the care of your child at UVa in any way. If you join the study, you may decide to leave the study at any time. Again, your decision to leave will not affect your care or the care of your child at UVa in any way.
Will you be paid for being in this study?

You will not get any money for being in this follow up study. 

How will your personal information be shared?
The UVa researchers are asking for your permission to gather, use and share information about your pregnancy and the health of your child for this study for the purpose of safety monitoring.  You do not have to give this permission.  If you do not sign this document, you and your child’s health information will not be used for these purposes.  In addition, it will not affect your right to receive healthcare or other benefits you are entitled to. 

If you sign this form, we may collect any or all of the following information about you:

· Personal information such as name, address, date of birth

· Medical information about your pregnancy, the birth and health of your child and how the investigational [pick one of the following] drug / device may have affected either of them.  
Who will see your private information?  

· The researchers to make sure they observe the effects of the study and understand its results  

· People or committees that oversee the study to make sure it is conducted correctly  

· People who pay for the study  [insert name of sponsor]
· People who evaluate study results, which can include sponsors that make the drug or device being studied, researchers at other sites conducting the same study, and government agencies that provide oversight such as the Food and Drug Administration (FDA)

Some of the people outside of UVa who will see your information may not have to follow the same privacy laws that we follow.  We ask them to protect your privacy. However, they may release your information to others, and it may no longer be protected by those laws.

The information collected from you might be published in a medical journal.  This would be done in a way that protects your privacy.  No one will be able to find out from the article that you were in the study.

A description of the main clinical trial that 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 if you sign the form but then decide you don't want your private information shared? 

You can change your mind at any time.  Your permission does not end unless you cancel it.  To cancel it, please send a letter to the researchers listed on this form.  Then you will no longer be in this pregnancy follow up study.  The researchers will still use information about you that was collected before you ended your participation.  UVa researchers will do everything possible to protect your privacy.  

Please contact the researchers listed below to:
· Obtain more information about the main study as well your participation and the information being collected on behalf of you and your child
· Report an illness, injury, or other problem (you may also need to tell your regular doctors)

· Express a concern about the study

      Principal Investigator:

[Include Name, address, phone #] 

What if you have a concern about a study? 

You may also report a concern about a study or ask questions about your rights as a research subject by contacting the Institutional Review Board listed below.


University of Virginia Institutional Review Board for Health Sciences Research

PO Box 800483

Charlottesville, Virginia 22908    Telephone: 434-924-2620            
When you call or write about a concern, please give as much information as you can. Include the name of the study leader, the IRB-HSR Number (at the top of this form), and details about the problem.  This will help officials look into your concern. When reporting a concern, you do not have to give your name.

Signatures

What does your signature mean?
If you sign this document, you are giving permission for the use and disclosure of you and your child’s health information for the purposes of the safety monitoring activities described in this addendum.
Before you sign this form, please ask questions about any part of this study that is not clear to you.  Your signature below means that you understand the information given to you about the study and in this form.  

Permission From Pregnant Partner
	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


Person Obtaining Permission

By signing below you confirm that you have fully explained this study to the pregnant partner, allowed them time to read the addendum or have the addendum read to them, and have answered all their questions. 

	_______________________________
PERSON OBTAINING PERMISSION
(SIGNATURE)
	
	_____________________________
PERSON OBTAINING PERMISSION
(PRINT)
	
	________
DATE
	
	



Signature of Impartial Witness

If this consent form is read to the subject because the subject is blind or illiterate, an impartial witness not affiliated with the research or study doctor must be present for the consenting process and sign the following statement.  The subject may place an X on the Participant Signature line above. 

I agree the information in this informed consent form was presented orally in my presence to the identified individual(s) who has had the opportunity to ask any questions he/she had about the study.   I also agree that the identified individual(s) freely gave their informed consent to participate in this trial. 

Please indicate with check box the identified individual(s):

 Subject 

 Parent(s)/Guardian of the subject 

 Subject’s surrogate 

	_______________________________
IMPARTIAL WITNESS
(SIGNATURE)
	
	_____________________________
IMPARTIAL WITNESS
(PRINT)
	
	________
DATE


Interpreter

If the study is explained to a potential subject in a language other than English, the signature of the interpreter is required and signatures are required on separate forms depending on the language spoken by each individual.  See table below for additional information. 

	INDIVIDUAL
	SIGN

	Subject/Surrogate
	Translated Short Form  OR translated Full Consent

	Interpreter
	EITHER 

· Translated Short Form AND English Version of Full Consent 
· Translated Full Consent

	Person Obtaining Consent
	English Version of Full Consent

	Parent/Guardian
	Applicable form in language they understand (sign one of the following)

· English Version of Full Consent, 
· Translated Full Consent 
· Translated Short Form


The study was explained to the following individuals in a language other than English. 

Check all that apply.
 Subject 

 Parent(s)/Guardian of the subject 

 Adult subject’s surrogate 

Interpreter

By signing below you confirm that the study has been fully explained in a language the person understood and that all of their questions have been answered.

	____________________________

INTERPRETER
(SIGNATURE)
	
	_____________________________
INTERPRETER
(PRINT)

	
	________
DATE


If an interpreter was used via an outside phone service such as Cyracom, enter the interpreters ID# on the signature line above and document in the consenting process note that an outside interpreter via phone service was used to obtain consent/assent.
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