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Status RECRUITING

Phase Phase 3

Sponsor Granata Bio Corporation
Enrollment 659 participants

Key Eligibility Criteria

Inclusion (18)
» Pre-menopausal women aged 18-42 years old at the time of consent.

* BMI €18 and \<38 kg/m? at the time of consent.
» Menstrual cycles between 21-35 days.

* Normal mammogram or breast ultrasound if patient is \>40 or if participant is younger as indicated by physician recommendation,
within 2 years of screening.

* Anti-Millerian hormone (AMH) \>1.2 ng/ml within 6 months of screening.

... and 13 more (see full listing online)

Exclusion (38)
* Persistent ovarian cysts (e11 mm) for \>1 cycle or ovarian endometrioma on ultrasound (Principal Investigator's \[PI\] discretion).

* Participants with hepatic impairment (liver function tests \> 2x upper limit of normal). Participants with renal impairment
(estimated creatinine clearance \<60 mL/min/1.73 m2).

* Uncontrolled adrenal or thyroid dysfunction.
* Greater than one IVF cycle canceled due to inability to meet ovulation trigger criteria (i.e. at least 2-3 follicles reach €18 mm.).

* History of recurrent implantation failure (RIF), defined according to the Lugano Consensus as the absence of implantation after
transfer of e4 good-quality embryos in e3 embryo transfer (ET) cycles in women under the age of 40, using autologous oocytes.

... and 33 more (see full listing online)

Locations (16 total)

HRC Fertility, Encino, California, United States

lllume Fertility, Norwalk, Connecticut, United States

Reproductive Associates of Delaware CCRM, Newark, Delaware, United States
... and 13 more locations

https://clinicaltrials.gov/study/NCT07216742
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