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PATIENT INFORMED CONSENT FORM

      FOR PREGNANCY FOLLOW UP

TITLE:

PROTOCOL No.:


SPONSOR:


INVESTIGATOR: 


You recently participated in the above named study and became pregnant while receiving the study drug. The purpose of this consent is to obtain your permission to collect information about your pregnancy and the birth and health of your baby. The reason the sponsor would like to collect this information is to collect as much information as possible to help determine if there is any risk to the mother or baby from the use of this study medication during pregnancy.

If you agree to sign this consent form you will be contacted by the study doctor and be asked about your pregnancy and the birth and health of the baby.

Note: (Consider including things like, describing the outcome of the pregnancy including any voluntary or spontaneous termination, details of the birth, the presence or absence of any congenital abnormalities, birth defects, maternal or newborn compilations and their relation to the study drug).

Although there is no immediate benefit to you from signing this consent form, the information that is obtained will help to see if there is any risk associated with the use of the study medication during pregnancy.

Signing this consent form is entirely voluntary and if you refuse it will not cause any change in your medical care. You can decide not to participate further at any time, even if you agreed to participate at first. 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 information will be passed on to the Sponsor (“x”). All information obtained about your pregnancy and your baby’s health will remain confidential to the extent provided by law.  All data will be identified by subject number and initials only. No names will be used. Information obtained from you will be reviewed by “x” Company and their representatives and may also be subject to review by the Research Ethics Board (REB) or its staff, the Food and Drug Administration or other regulatory agencies. By signing this consent form, you are authorizing access to such information. 

If you have any questions about your rights as a research participant, you may contact The University Health Network Research Ethics Board Chair at 416-581-7849.
I have read and understand this consent form. All my questions have been answered. 

Signature of Volunteer


Name of Volunteer

Date

Signature of Person Obtaining Consent
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