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Introduction/Purpose:

You are being asked to participate in a research study because you are scheduled to have a surgical procedure that involves removing one or both of your ovaries (oophorectomy) or because you currently have frozen ovarian tissue in storage which you no longer wish to continue storing. It has been estimated that infertility, the ability to achieve or maintain pregnancy, affects between 37 and 70 million married couples around the world. These studies also found that 6.2 million U.S. women in this age range were infertile.  Recent studies have conservatively identified that there are about 2.3 million infertile couples in the U.S. alone, which makes up about nine percent of the domestic married couple population base with wives of reproductive age. These studies also found that about 6.2 million U.S. women in this age range had an impaired ability to have children.  

One solution that is currently being explored is the creation of an artificial environment in which an immature egg, or oocyte could develop to a state mature enough for in-vitro fertilization. Currently there is no means of long-term preservation of oocytes: mature oocytes do not survive the long-term freezing process, and although immature ones do, they cannot develop outside of the ovary.  If an artificial means of oocyte development becomes available, it will benefit both women who are unable to conceive naturally and those who otherwise may be rendered infertile through treatments such has chemotherapy and radiation therapy. Initial experiments performed on mice indicate that there is promise for the discovery of this method. In order to understand basic mechanisms by which the ovary itself functions to produce hormones and mature eggs, we need access to ovarian tissue to study how all the cell types within the ovary work together.
Patients who have a specific BRCA mutation are at increased risk of ovarian and breast cancer and may choose to have their ovaries removed to reduce this risk. However, a small portion of them (about 2%) will be found to have a previously unknown ovarian cancer when this surgery is performed and the tissue is examined by the pathologist. It has been thought that all of the tissue in the ovary is needed to make this diagnosis. However, if it could be determined that all of the tissue was not needed to make this determination then patients with the BRCA mutation may one day be able to use these new ovarian tissue cryopreservation techniques with in follicle maturation to preserve their own fertility following removal of their ovaries for risk reduction.
If you choose to participate in this experimental study, one or both of your ovaries which were already scheduled to be removed for medical reasons or your previously stored frozen ovarian tissue will be transferred to researchers at Northwestern University. Scientists will use oocytes (eggs) in your ovaries, or other portions of your ovary or your frozen ovarian tissue to study artificial methods of harvesting immature follicles and how the various types of cells in the ovary function together.  In developing these techniques and making these observations, researchers will be able to maintain and grow oocytes in in vitro fertilization for women desiring to get pregnant after cancer therapy. At no time will your oocytes be fertilized or used for in vitro fertilization.
Procedures:  

If you decide to participate in this research study, you will be providing one or both of your ovaries or a sample of your ovarian tissue or the frozen ovarian tissue that you currently have in storage. Only tissue and fluids that are not needed for your care or diagnosis will be used. Otherwise, these specimens will be discarded. Where indicated by your medical condition, a pathologist will remove a portion of the tissue for examination under the microscope before any tissue is provided for this research. Your remaining ovarian tissue will be transferred to the Center for Reproductive Research at Northwestern University for the development of a synthetic method for growing immature oocytes to a suitable developmental level for in vitro fertilization or how the cell types within your ovary function together. Center Director Dr. Teresa Woodruff will make sure that it is used according to the highest clinical standards. 
If you are someone who is having your ovaries removed for reduction of your own risk of developing ovarian cancer, the pathologist will need to examine your ovarian tissue extensively first to determine if it contains any previously undiagnosed cancer. 

Risks: 

Tissue donation will not increase your physical risks.  There is no risk not already incurred by your decision to have your tissue removed and the tissue provided for this study is tissue that would have been discarded. All tissue required for the diagnosis of your medical condition (where applicable) will be provided to pathology for examination prior to any tissue being provided to this research study.
Benefits:  

There will be no direct benefit to you from your participation in this research study.  However, your participation in this study may advance our understanding of how to successfully create an artificial environment that allows for the development of an immature oocyte into a sufficiently mature state for use in in-vitro fertilization and basic information about how the cell types in the ovary function together.  The eggs contained within your ovarian tissue will not be used for fertilization or the creation of embryos.
Participation in this study may advance our understanding of how to we isolate follicles for fertility preservation from ovaries that still require extensive pathologic examination. This could provide a means for fertility preservation in woman have their ovaries removed to reduce their risk of ovarian cancer or whose ovarian function is damaged by their cancer treatment.
Your participation may lead to medical breakthroughs, which may help women in the future to become pregnant.

Alternatives:  

You have the alternative to choose not to participate in this study. If you are reading this consent form, it is either because you have a condition that requires removal of one or both of your ovaries, because you have decided to have your ovaries removed due to a high likelihood of developing such a condition in the future, or because you already have frozen ovarian tissue in storage. Your decision not to participate in this study will in no way affect the treatment you are receiving for your condition.
Confidentiality:  

Participation in this research study may result in a loss of privacy, since persons other than the investigator(s) might view your study records.  However, you will be identified by number and not by name so that your identity and personal information will be kept as confidential as possible.  Tissue specimens and tissue containers will also be identified by number, not by name. 

Unless required by law, only the study investigators, members of the investigator’s staff, representatives of the Northwestern University Institutional Review Board, and representatives from the National Institute of Child Health and Human Development will have authority to review your study records.  They are required to maintain confidentiality regarding your identity. The results of this study may be published or presented at scientific meetings; however, participants will be identified in these reports by number and not by name.  Information about this study and the results of any test or procedure performed may be placed in your medical records.

Financial Information:  

Participation in the study is at no cost to you. No compensation will be given to you now or in the future for the use of these samples.

Subjects’ Rights: 

Participation in this study is voluntary and you are free to withdraw at anytime. You are free to request that your stored samples be discarded at any time. If you do not take part in or withdraw from the research study, you will continue to receive care from your physician.

Participation or withdrawal will not affect any rights to which you are entitled.  If the study design or the use of study information is to be changed, you will be informed and your consent will be obtained. 

Contact Persons:
Any questions you may have about this study may be directed to Teresa K. Woodruff, Ph.D. at 312-503-3378. Questions about your rights as a research subject may be directed to the Office for the Protection of Research Subjects of Northwestern University at (312) 503-9338.  

Consent:

I have read this form and the research study has been explained to me. I have been given the opportunity to ask questions and my questions have been answered to my satisfaction. If I have additional questions, I have been told who to contact. I agree to participate in the research study described above. I will receive a copy of this consent form after I sign it.

__________________________________________________

Subject’s Printed Name

__________________________________________________
_______________

Subject’s Signature
Date

__________________________________________________

Printed Name of Person Obtaining Consent

__________________________________________________
_______________

Signature of Person Obtaining Consent
Date
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