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You are being asked to take part in a research study. This document has important information about the reason for the study and what you will do if you choose to be in this research study.

What is the reason for doing this study?

You are being asked to participate in this research study because you are a woman of reproductive age who wishes to cryopreserve (freeze) your eggs (oocytes) and store (bank) them because you will be undergoing chemotherapy or radiation therapy treatments to treat a medical condition (such as cancer or rheumatologic diseases).  Although not all chemotherapy and/or radiation treatments affect fertility (the ability to become pregnant), the treatments you will receive may affect your ovaries and may cause you to become sterile (unable to become pregnant) after therapy is finished.  Egg banking must take place before your treatment begins.

Published studies indicate that mature oocytes (eggs) can successfully be removed from the ovaries of women, frozen, and subsequently thawed and fertilized with sperm using a technique called in vitro fertilization (IVF).  Such fertilized eggs (embryos) have been transferred to the uterus of women who have stored their eggs in this way, and pregnancies have resulted.  Early results indicate that the babies resulting from these pregnancies are no more likely to have birth defects than babies conceived naturally, but more time will be required to assess this concern accurately. 

The principal goal of this study is to provide long term follow-up with women who wish to store their oocytes for future attempts to become pregnant.  This will make it possible to learn more about the long term effectiveness of this approach as well as the health of the children who are born following its use.  You have been identified as a woman who might benefit from this approach.

If you choose to participate in this experimental study, you will undergo oocyte (egg) retrieval and your eggs will then be frozen and stored.  The procedures for freezing the eggs in this study are still considered experimental.  The stored eggs will be available to you at any time after the storage procedure if you wish to try to become pregnant.  You may also, at any time, elect to have the eggs discarded or donated for research purposes.  Any such research will not involve fertilizing the eggs with sperm.

What will you do if you choose to be in this study? 

Pre-operative assessment: Prior to enrollment in the study, you will be evaluated to confirm that the retrieval process will not represent an increased risk to you by virtue of your disease or your general state of health.  You will also require a blood test (serum FSH) to confirm that your ovaries are likely to yield a sufficient number of healthy eggs to justify doing the retrieval.  You will also be assessed by your oncologist (if applicable), a reproductive endocrinologist, and will have the option to meet with a clinical psychologist.  The purpose of this screening is to confirm that you are eligible for this study and specifically, to ensure that the risk you will incur by enrolling is acceptably low (particularly if you have a medical condition that will require chemotherapy and/or radiation).  This will require 1 or 2 additional office visits, each lasting between 30-60 minutes.

Ovarian stimulation: In order to permit the recovery of as many oocytes as possible, you will be treated with a series of hormone injections (gonadotrophins) to stimulate your ovaries to develop a number of mature follicles (and eggs) simultaneously.  Ordinarily, in a natural menstrual cycle, only one follicle develops, and it releases only one oocyte (egg).  The injections are given under the skin on a daily or twice daily basis for about ten days.  Your response to the medication will be monitored by blood tests and ultrasound examinations, and your daily dosage may be changed during the course of this part of your treatment.  When the follicles appear to be mature, you will administer a single injection of human chorionic gonadotropin (hCG) to trigger ovulation roughly 36 hours later.
Oocyte retrieval: Oocyte retrieval is an outpatient procedure performed under conscious sedation about 35 hours after the HCG injection. The retrieval involves the intravenous administration of pain medication and relaxants (including but not limited to fentanyl, versed, propofol and/or diazepam) designed to keep you comfortable during the procedure, which usually takes ten to fifteen minutes.  These medications will usually cause patients to doze off from time to time, but should not prevent communication between patients and the individuals performing the procedure.  The retrievals are done in a procedure room adjacent to the IVF Laboratory in the Galter Pavilion. 
Once sedation has been established, your ovaries will be visualized using an ultrasound probe inserted into your vagina.  Under ultrasound guidance, a needle will be passed into the ovaries and the follicles.  Each follicle contains an oocyte, which will be emptied one-by-one with the needle.  Once all of the follicles have been emptied, the procedure will be terminated.  The effects of the sedation should be gone by the following day.

Oocyte cryopreservation and storage: Your recovered oocytes will be stored for your future use at an accredited long term storage facility at Reprotech, Ltd. (RTL) (Roseville, MN) (http://www.reprot.com).  You will be asked to sign a separate storage agreement with Reprotech, Ltd. (RTL) that addresses the ownership, storage, shipping, and future disposition of your samples.  You and/or your insurance carrier will be responsible for costs associated with the shipping (approximately $195) and storage ($300 per year) of your oocytes.  Your parent/legal guardian will retain control over your oocytes until you reach 18 and can give consent yourself.  There is no limit as to how long your samples may be stored at Reprotech, provided your storage fees are paid annually.  Reprotech has a financial assistance program in place for those who qualify.  

You will have access to your oocytes for the purpose of initiating a pregnancy at any point in time following their initial storage.  You will also have the option of having your oocytes discarded or donated for any appropriate research studies at any point.  If you choose to donate your oocytes for research studies, no such studies will involve a fertilization step.  In these instances, your oocytes will be transferred by Reprotech, Ltd. (RTL) to the facility of your choice at your request and at your expense.  All stored oocytes will be considered your property and will not be made available to anyone other than you without your approval.  Your oocytes will be stored at an NMFF laboratory for a short period of time prior to transfer to Reprotech and the storage agreement that you sign with Reprotech will determine the disposition of your oocytes if something were to happen to you.
Maintain contact: By signing this consent form and enrolling in the study, you agree to maintain contact with the investigators and notify them of any changes in your contact information.
Infectious Disease Testing: Banking and subsequent use of your eggs is regulated by the Food and Drug Administration (FDA). In order to comply with current tissue banking regulations and to be prepared for any future changes in regulations while your eggs are in storage, you may be tested and screened for a number of infectious diseases prior to banking your eggs particularly if you are a patient who is banking eggs for medical reasons (such as before chemotherapy or radiation) where carrying a pregnancy in the future is not possible or safe.
These tests will include but not be limited to testing for HIV, Hepatitis B and C based on current federal regulations. The screening and tests that will be performed are the same that would be performed on an anonymous reproductive tissue donor and will include a physical examination and questions about possible high risk behaviors as well as blood tests. In this way, the eggs could potentially be used by you or would be suitable for use in another individual (such as a gestational carrier/surrogate) in the future, if this is necessary. Your eggs will be stored with eggs of the same infectious disease status. This blood must be drawn within 30 days of your egg retrieval.
In addition, a sample of your blood plasma will be stored with your eggs if you are a patient who is banking eggs for medical reasons (such as before chemotherapy or radiation) to permit any additional future infectious testing required under federal tissue banking regulations. Current FDA regulations about required infectious disease testing for those storing tissues are specific and must be performed on a plasma sample that is obtained within 30 days of the egg retrieval.  If additional tests are required by the FDA in the future, this stored plasma might be used to perform those tests.  However, in spite of storing blood plasma, the plasma sample may be inadequate to perform required testing under any new regulations and you may not be able to use your eggs in the future, if a gestational carrier were needed.
Long Term Follow-up: You will be contacted annually to determine if you chose to use your eggs, if you became pregnant and the pregnancy outcome. These contacts will be made by phone and will take about 10 minutes. You will continue to be contacted until you use your eggs, you notify us that you no longer wish to be in the study or the American Society for Reproductive Medicine determines that egg freezing is no longer investigational.
What are some of the risks and discomforts that may happen to people who are in this study?  

Ovarian stimulation: The ovarian stimulation step often causes a sense of fullness or bloating, which usually goes away within a few days after the retrieval.  About 1% of the time, patients will develop ovarian hyperstimulation syndrome (OHSS) which is a serious complication resulting in the accumulation of fluid in the abdominal cavity.  This complication is self-limited, but severe cases may require several days of hospitalization for fluid management.  You will have vaginal ultrasounds to monitor your response to these drugs; this may be uncomfortable for you.
Oocyte retrieval: Risks of this procedure include infection, damage to your internal organs or bleeding problems as a result of the insertion or manipulation of the needle used to recover the oocytes.  The chance of you requiring hospitalization or more extensive surgery for the management of such complications is about 1/1000.  Such complication(s) may necessitate a delay in further chemotherapy or radiation therapy treatments for your disease. Minor complications, such as temporary abdominal pain or cramping, are common.

Conscious sedation: The sedation step is very safe and rarely results in complications.  In unusual cases, the sedation may result in a cessation of breathing efforts (apnea) and medications to counteract the sedating drugs may need to be administered.  This occurs in about 1/1000 cases. 

Cryopreservation (freezing): Although care will be taken, damage to your oocytes may occur during any part of the cryopreservation (freezing) and storage process.  The long term effects of cryopreservation and storage on human oocytes are not known and possible damage to the oocyte may occur.  The risk of birth defect(s) and/or genetic damage to any child who may be born following such a procedure is also unknown.

Oocyte freezing has resulted in the births of hundreds of babies worldwide. The technique is still considered experimental because long term studies of the children born are still underway.

The oocytes removed may not survive the freezing and thawing process, or pregnancy may not result when the eggs are ultimately used.  If you have reached menopause at the time you use these eggs and they do not produce a pregnancy you will not be able to have a child that is biologically your own. 

It is possible that medications you have taken may have some damaging effect on your egg quality.  There are many medications whose effects on the ovary or egg quality are not yet known or have not yet been determined.

While pregnancy rates using frozen/thawed oocytes have increased dramatically in the past few years, the technique is still considered experimental because more information must be collected from a broader and larger group of centers worldwide. While freezing of embryos has been available for decades, it is impossible to know at the present time how freezing of oocytes will compare to freezing of embryos in terms of pregnancy rates. Preliminary results look promising but it is possible that women who choose to freeze unfertilized eggs may have a reduced pregnancy rate when compared to women who freeze fertilized eggs. 

Oocytes could be lost or made unusable due to equipment failure, or unforeseeable natural disasters beyond the control of this program.

Emotional Risks: Your participation in this study may subject you to additional emotional risks beyond those directly related to your planned treatment.

What are some of the benefits that are likely to come from my being in this study?

The possible benefits to you from this study include having the opportunity to become pregnant using your stored oocytes at some point after your treatment is complete.  Your participation may also advance our understanding of how to successfully freeze oocytes in a manner that permits subsequent use by patients at some point in the future.  
What other procedures or courses of treatment might be available to me?  

You do not have to take part in this research study. 
If you are woman undergoing medical treatments, you may receive chemotherapy or radiation therapy without undergoing retrieval and storage of your oocytes. However, in addition to being in this research study involving egg freezing and storage the following treatment choices are available for your condition:

You have the alternative of undergoing therapy with a type of medication called GnRH agonist (a protein which suppresses hormonal stimulation of your ovaries) prior to your cancer treatment.  There is some evidence that such treatment reduces the risk of damage to the ovaries by either chemotherapy or radiation therapy.  This treatment is still considered experimental.  It is not approved for this use at this time. You also have the option of undergoing ovarian tissue cryopreservation which is also an experimental procedure.

Are there any financial costs to being in this study?
You will not receive compensation for your participation in this study.  All aspects of this study as described above, including the oocyte stimulation, retrieval, freezing, and storage, will be billed to you or to your insurance carrier.  The approximate costs associated with oocyte cryopreservation are as follows: oocyte stimulation, monitoring, and retrieval, laboratory charges: $6000; medications: $3000; shipping: $195; annual storage fee: $300/year; infectious disease testing: $500. The costs involved in having the eggs thawed, fertilized and transferred to your uterus at a later date are not included in these costs and are currently approximately $2000.  How much you have to pay depends on whether or not you have health insurance and what costs your insurer will cover.  If you have any questions concerning your insurance coverage, you should speak to your healthcare insurance carrier.  

What should I do if I am injured as a result of being in this study? 
In the event of injury or illness resulting from the research procedures, medical treatment for injuries or illness is available through the Northwestern Medical Faculty Foundation. Payment for this treatment will be your own responsibility.

The Office for the Protection of Research Subjects of Northwestern University, at telephone number (312) 503-9338, can provide further information about your rights as a research subject and is where any research-related injury should be reported.  Further information regarding this study may be obtained from the principal investigator, Ralph R. Kazer, M.D., at telephone number (312) 695-7269, including evenings and weekends.

If I have questions or concerns about this research study, whom can I call?

You can call us with your questions or concerns.  Ralph R. Kazer, M.D. is the person in charge of this study and can be reached at 312-695-7269, including evenings and weekends.  
If you have any illness or injury during your time on this study, you should contact Ralph R. Kazer, M.D. as soon as possible.  You can call him at telephone number 312-695-7269, including evenings and weekends. 

What are my rights as a research subject?

If you choose to be in this study, you have the right to be treated with respect, including respect for your decision whether or not you wish to continue or stop being in the study.  You are free to choose to stop being in the study at any time.  

Choosing not to be in this study or to stop being in this study will not result in any penalty to you or loss of benefit to which you are entitled.  Specifically, your choice not to be in this study will not negatively affect your right to any present or future medical treatment or present or future employment to which you are otherwise entitled. 

Any new findings developed during the course of this research that may affect your willingness to continue in this study will be shared with you.
If you want to speak with someone who is not directly involved in this research, or have questions about your rights as a research subject, please contact the Office for the Protection of Research Subjects. You can call them at 312-503-9338.

What about my confidentiality? 

We are committed to respect your privacy and to keep your personal information confidential.
When choosing to take part in this study, you are giving us the permission to use your personal health information that includes health information in your medical records and information that can identify you. For example, personal health information may include your name, address, phone number or social security number. 

Your health information we may collect and use for this research includes:

·  all information in a medical record,

·  results of physical examinations,

·  medical history, 

·  lab tests 

You will be tested for HIV. HIV is the term used for the virus that produces HIV infection and may ultimately lead to AIDS. Your blood will be taken to test for HIV. The study doctor must report positive HIV tests to the Illinois Department of Public Health (IDPH). The IDPH keeps track of all persons in the state with positive HIV tests. The database that keeps track of this information is coded so that your name does not appear with your HIV status. You are given a unique identification number. This helps keep your name private.  
You are also giving permission to the following groups of people to give information about you (described above) to the researchers for this study:  

All current and previous health care providers, including but not limited to Northwestern Medical Faculty Foundation (NMFF) and Northwestern Memorial Hospital (NMH),

Once we have the health information listed above, we may share some of this information with the following people. Please note that any research information shared with people outside of Northwestern University will not contain your name, address, telephone or social security number or any other direct personal identifier unless disclosure of the direct identifier is required by law [except that such information may be viewed by the Study sponsor and its partners or contractors at the Principal Investigators office].

· Authorized members of the Northwestern University workforce, who may need to see your information, such as administrative staff members from the Office of Research, and members of the Institutional Review Board (a committee which is responsible for the ethical oversight of the study)

· Government agencies and public health authorities, such as the Food and Drug Administration (FDA), Center for Disease Control and the Department of Health and Human Services (DHHS)

Those persons who get your health information may not be required by Federal privacy laws (such as the Privacy Rule) to protect it.  Some of those persons may be able to share your information with others without your separate permission.

The results of this study may also be used for teaching, publications or presentations at scientific meetings. No personal identifiers will be used in any publication or presentation.

Please note that:

· You do not have to sign this consent form.  If you do not, it will not affect your treatment by health care providers, or the payment or enrollment in any health plans, or affect your eligibility for benefits. However, you will not be allowed to take part in this research study. 

· You may change your mind and revoke (“take back”) this consent at any time. Even if you revoke this consent, the Principal Investigator may still use or share health information that was obtained about you before you revoked your consent as needed for the purpose of this study. To revoke your consent for the use of your health information, you must do so in writing to: Dr. Ralph Kazer, Division of Reproductive Endocrinology and Infertility. Department of Obstetrics and Gynecology. 250 E. Superior, Chicago, IL 60611.
· Unless you revoke your consent, it will not expire.

· If you revoke (“take back”) your consent, you will not be contacted for follow up but your oocytes will be discarded.
Consent Summary: 

I have read this consent form and the research study has been explained to me.  I have been given time to ask questions, and have been told whom to contact if I have more questions.  I agree to be in the research study described above. 

A copy of this consent form will be provided to me after I sign it. 

_____________________________________________________

__________

Subject’s Name (printed) and Signature





Date

_____________________________________________________

__________
Name (printed) and Signature of Person Obtaining Consent


Date
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