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Ovarian Tissue Cryopreservation for Fertility Preservation – IRB Checklist
INCLUSION CRITERIA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Female, age range may vary by institution, but must be documented

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	One or more of the following inclusion categories:

1. Patients who are having one or both ovaries removed for the treatment or prevention of a disease

2. Patients who are having surgery to remove all of one or both ovaries for medical reasons where cryopreservation the method of fertility preservation chosen by the patient after a comprehensive fertility preservation consultation. 

3. Patients who are having surgery to remove all of one or both ovaries for medical reasons where cryopreservation of the normal ovarian cortex is the only option for fertility preservation at the time but who cannot or will not provide tissue to the research pool. These patients are willing to participate in the long term follow-up described in this study.

4. Patients having one ovary removed electively, solely for the purpose of fertility preservation after reviewing the range of options available to them.

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No
	Signed an approved informed consent and authorization permitting the release of PHI


EXCLUSION CRITERIA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Women whose underlying medical condition significantly increases their risk of complications from anesthesia and surgery

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Serum FSH levels above 20mIU/ml when no chemotherapy has been administered

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Patients who are known to be BRCA+ (testing is not required but if patient is know to be BRCA+ they should be excluded)


TISSUE USE

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	80%/20%

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	No research will be done that involves fertilization

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Research tissue will be used fresh or frozen

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Research tissue will be de-identified before it is shipped to Reprotech

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	A small portion of ovarian tissue may be submitted to pathology for further examination.  Pathology reserves right to recall all of the ovarian tissue for further review; in this case, no tissue may be available for FP.

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	No funding is available to support surgical procedures and associated medical care. The patient or her insurance company is responsible for the all charges.  

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	The patient will be contacted annually to learn how she uses her tissue and her attitudes about FP using an approved script

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Limited PHI and other data will be collected on each patient:

Age
Diagnosis
Treatment sequence associated with high risk of sterility
Method of ovarian collection (laparotomy vs. laparoscopy)
Time from surgery to start of definitive therapy (chemotherapy or radiation)
Outcome: remission, relapse or death
Reproductive history before, during and after cancer diagnosis with long term follow-up 
Choices regarding use of cryopreserved stored tissues for fertility restoration


TISSUE TESTING

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Patients storing their own tissue will be tested and screened as an anonymous donor of a leukocyte rich reproductive tissue and a donor eligibility determination will be performed (including ID screening).  

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	ID testing required for patient use of their own tissue and not use of the research tissue; costs are patient responsibility (approx. $250)

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	All ID testing must be performed at Memorial Blood Center in St. Paul, MN, unless facility is in New York State

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Plasma sample banked to permit future ID testing 


TISSUE STORAGE 

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	All frozen samples stored at Reprotech, LTD (Roseville, MN)

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Consent must contain the following language: You will be responsible for the annual storage fee (approximately $300) and any other charges accrued (e.g. shipping to another institution, at your request). You will enter into a separate storage agreement with Reprotech to cover the storage and disposition of your tissue.


MISCELLANEOUS
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Individuals who may see PHI include FDA, NPC Administrative Core, NIH

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Only mention the institution to which the protocol belongs
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Please view disclaimer here: oncofertility.northwestern.edu/disclaimer
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