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A.	Personal Statement
I have the technical expertise, research experience and leadership skills necessary to successfully complete the proposed project. I have a broad background as a physician, program director and educator. 

I have just completed a 15 year career (1998-2013) as Chief of the Division of Reproductive Endocrinology and Infertility (REI), in the Department of Obstetrics, Gynecology and Women’s Health at the University of Louisville (UL) School of Medicine in Louisville, KY. At UL, I attained the academic rank of Professor with tenure in 2009. I am a board-certified obstetrician and gynecologist who is also subspecialty board-certified in REI. In 1997, Good Housekeeping magazine named me as one of the nation’s “Best Doctors for Women”.  Since 2005, I have been locally recognized as one of the top fertility doctors in Louisville Magazine’s Top Doc peer poll (2005-2013).  My clinical interests are In Vitro Fertilization (IVF), the use of donor oocytes for resolving infertility, gynecologic care of the elite athlete, women with Turner syndrome, the treatment of endometriosis and developing new contraceptive methods for women and men. I previously served as the Medical Director of the Fertility Center at University Women’s HealthCare from 1999-2009, which pioneered one of the first fertility programs in the Midwest.

At UL, I was the Program Director of the REI Fellowship and have been involved with the education of 22 fellows over the last 15 years. In 2008, I was selected to serve a 6-year term as an American Board of Obstetrics and Gynecology (ABOG) REI Board Member. As one of six board members, I draft the written and oral REI examination questions as well examine individuals for REI subspecialty certification. I also review and certify 6-7 of the 42 REI fellowship programs annually in the United States.

I have organized my post-residency education toward a career in academic medicine. I completed two fellowships in reproductive medicine, one a traditional three-year clinical REI fellowship and another two-year protected clinical research experience as a NIH Clinical Associate Physician (CAP) in the General Clinical Research Center (GCRC) at the University of Vermont. I have participated in the NIH Reproductive Medicine Network (RMN) activities from 1991 to 2000 and was instrumental in completing the clinical studies at the University of California Davis RMN site. At UL, I established myself as an independent investigator leading the Division and its’ REI fellowship for 15 years.  During this time, I developed many new relationships with other NIH-funded investigators and participated in multiple multicenter trials.  I recently was one of the principal investigators in two major multicenter trials and was the lead author (Nakajima ST et al., 2007) and second author (Archer DF, Nakajima ST et al., 2013) on the manuscripts.
B.	Positions and Honors
Positions and Employment
1986-1989		Fellow, Reproductive Endocrinology and Infertility (REI), University of Vermont, Burlington, VT
1989-1991		NIH Clinical Associate Physician, GCRC, University of Vermont, Burlington, VT
1991-1997		Assistant Professor, Dept. Obstetrics & Gynecology, Univ. of California, Davis, Sacramento, CA
1998-2009		Associate Professor & Division Chief, REI, University of Louisville, Louisville, KY (2002 tenured)
2010-2013		Professor with tenure & Division Chief, REI, University of Louisville, Louisville, KY
2014-			Clinical Professor, REI, Stanford University, Palo Alto, CA

Other Experience and Professional Memberships
1991-			Fellow, American College of Obstetricians and Gynecologists
1991-			Member, American Society for Reproductive Medicine (ASRM), (2012-13, Board of Directors)
1994-			Member, Society for Reproductive Endocrinology & Infertility (SREI), (2013 President)
1998- 			Member, The Endocrine Society
2003			Review Committee Member, NICHD ZHD1 DRG-A (C8), Contraceptive Clinical Trials Network 
2007-			Member, Society for Gynecologic Investigation
2011-			Editorial Board, Fertility and Sterility

Honors
1997			“Best Doctors for Women”, Good Housekeeping magazine
1999			CREOG/National Faculty Award for Excellence in Resident Education
2004			Outstanding Faculty Teaching Award, University of Louisville
2005-2013		“Top Doc Award”, Louisville Magazine 
2010			“Top Surgeon Award”, Louisville Magazine
2011			American Society for Reproductive Medicine Service Award
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Nakajima ST, Gibson M. The effect of a meal on circulating steady-state progesterone levels. J Clin Endocrinol Metab 1989; 69:917-9. PMCID: 2778041
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Lohstroh PN, Overstreet JW, Stewart DR, Nakajima ST, Cragun JR, Boyers SP, Lasley BL. Secretion and excretion of human chorionic gonadotropin during early pregnancy. Fertil Steril 2005;83:1000-1011. PMCID: 15820813

Grossman MP, Nakajima ST. Menstrual Cycle Bleeding Patterns in Cigarette Smokers. Contraception 2006; 73:562-565. PMCID: 16730484

Nakajima ST, Archer DF, Ellman H. Efficacy and safety of a new 24-day oral contraceptive regimen norethindrone acetate 1 mg/ethinyl estradiol 20 g (Loestrin 24 Fe). Contraception 2007;75:16-22. PMCID:  17161118

Ku LT, Elster N, Nakajima ST. Frozen embryos: a life-saving option. Fertil Steril 2008;90:849.e15-e16.  PMCID:  18022166

McCoy TW, Nakajima ST, Bohler HCL Jr. Age and a single day-14 β-hCG can predict ongoing pregnancy following IVF. Reprod Biomed Online 2009;19:114-120. PMCID: 19573299

Saunders RD, Shwayder JM, Nakajima ST. Current methods of tubal patency assessment. Fertil Steril 2011;95:2171-2179. PMCID:  21457959

Archer DF, Nakajima ST, Sawyer AT, Wentworth J, Tupin S, Koltun WD, Gilbert RD, Ellman H.  A Novel Ultra-Low-Dose Oral Contraceptive: 1.0 mg Norethindrone Acetate/10 μg Ethinyl Estradiol.  Obstet Gynecol 2013;122:601-7. PMCID: 23921878
D.	Research Support
Ongoing Research Support
HHSN275201300014I					Thomas (PI)				8/1/2013-7/31/2020
Contraceptive Clinical Trial Network (CCTN)
Conduct multicenter research trials on new forms of contraception for women and men.
University of Louisville subcontract for the University of Cincinnati CCTN grant. In process of moving subcontract to Stanford University.
Role: Subcontract PI

Completed Research Support
Warner Chilcott, PR-05806				Nakajima (PI)				2/1/2007-12/31/2008
Open-Label Study of the Safety and Efficacy of a New Low Dose Oral Contraceptive Containing Norethindrone Acetate and Ethinyl Estradiol.
This study examines the safety and efficacy of a 10 g ethinyl estradiol combination oral contraceptive pill.
Role: PI

Galen Holdings, PR 03903.4				Nakajima (PI)				1/3/2004-1/12/2007	
An Open Label, Randomized, Comparator-Controlled Study of the Contraceptive Efficacy of Norethindrone Acetate 1 mg/Ethinyl Estradiol 20 mcg Oral Tablets Administered for 24 Days of a 28-day Cycle.
This study evaluated the contraceptive efficacy of a birth control pill administered for 24 days versus a standard 21-day cycle of administration.
Role: PI

Pfizer Pharmaceuticals, #A4111001		Nakajima (PI)				10/1/2001-9/30/2002
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A Randomized, Double-Blind, Multi-Center 24-Week Study to Assess Cumulative Amenorrhea in Postmenopausal Women Taking femhrt and Prempro.
This study examined the amenorrhea rate in postmenopausal women taking either femhrt or Prempro for six months.
Role: PI

Pfizer Pharmaceuticals, #376-417		Nakajima (PI)				8/1/2001-7/31/2002
A Randomized, Double-Blind, Double-Dummy, Placebo-Controlled, Multi-Center Study Assessing the Effects of Norethindrone Acetate and Ethinyl Estradiol in the Control of Mild to Moderate Age-Related Skin Changes in Postmenopausal Women.
This study evaluated the effects of two doses of hormone therapy for the control of skin aging in postmenopausal women.
Role: PI

NICHD, U01-HD26981					Overstreet (PI)			5/1/1998-3/31/2001
Cooperative Multicenter Reproductive Medicine Network (RMN)
Subcontract from University of California, Davis
The RMN investigated the utility of the endometrial biopsy in the evaluation of the luteal phase.
Role: Co-Principal Investigator, Subcontract PI
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