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A.	Personal Statement

I am a clinician-scientist with a focus on early phase clinical trials in GI oncology and in all solid tumors. In the area of GI Oncology, I serve as the director of the hepatobiliary cancers research group within the gastrointestinal cancers program at the USC Norris Comprehensive Cancer Center. I have had the privilege of conducting several early phase trials in hepatobiliary cancers with NCI CTEP support or as investigator initiated studies with industry or other grant support. I have also lead multicenter industry sponsored trials in HCC such as the phase II study of SGI-110, a novel hypomethylating agent, and a phase I study of the anti-PD-1 antibody Nivolumab in patients with advanced hepatocellular carcinoma. I have also served on the steering committee of international studies such as the randomized phase 3 study of cabozantinib versus placebo in patients with HCC who failed or are intolerant of sorafenib.
	In the area of biliary cancers, I have been able to complete two SWOG studies evaluating targeted agents in advanced cholangiocarcinoma and gallbladder cancer; one study was with sorafenib as a single agent and the other combined sorafenib and erlotinib. I am currently leading a working group under the NCI Hepatobiliary Cancers Task Force to design a prospective randomized phase 3 study of gemcitabine and cisplatin versus gemcitabine and cisplatin followed by radiation and capecitabine for extrahepatic cholangiocarcinoma and gallbladder cancer. My experience in the area of hepatobiliary cancers has allowed me to serve as the Chair of the Hepatobiliary Cancers Sub-Committee within SWOG and as a member of the NCI Hepatobiliary Cancers Task Force. In this role, I have served as a mentor to junior investigators such as Richard Kim, MD from the Moffitt Cancer Center who is leading the only prospective national randomized phase 2 study for second line treatment of advanced biliary cancers (SWOG 1310).
	At the USC Norris, I also serve as the director of the Phase I Program; in this capacity, I oversee the development and conduct of phase I and phase Ib trials that are investigator initiated, NCI CTEP sponsored or industry sponsored. In collaboration with basic science colleagues in the area of novel drug discovery, I have gained significant experience in the process of getting novel therapeutic compounds from the laboratory to the stage of first-in-human clinical trials; for example, I served as PI on the first-in-human trial of PRI724, a novel Wnt pathway modulator, which we designed and completed at USC; similarly, I am the PI for the first-in-human trial of sEphB4-HSA, an inhibitor of the Ephrin B4/B2 interaction at USC.
	Lastly, my role as Director of the Clinical Investigations Support Office has given me the chance to acquire an excellent command of the principles of clinical research conduct as well as the infrastructure and operational needs of successful clinical research.



B.	Positions and Honors

Positions and Employment
2004-2005	Clinical Instructor, Division of Medical Oncology, Keck School of Medicine USC, Los Angeles, CA
2005-2011	Assistant Professor of Clinical Medicine, Division of Medical Oncology, Keck School of Medicine USC, Los Angeles, CA
2007-	Medical Director of Clinical Investigations Support Office, USC Norris Comprehensive Cancer Center, Los Angeles, CA
2011-	Associate Professor of Clinical Medicine, Division of Medical Oncology, Keck School of Medicine USC, Los Angeles, CA
2011-	Director of Center for Human Studies, SC CTSI, Keck School of Medicine USC, Los Angeles, CA

Honors
1989	Mention Tres Bien, French Baccaluaureate
1991	Academic Achievement Award, Physical Sciences, Mathematics, Biology, Citrus College, Glendora, CA
1991-1993	Dean’s List, University of California, Irvine, Irvine, CA
1993	Golden Key National Honor Society, University of California, Irvine, Irvine, CA
1998	Dean’s Scholar, Keck School of Medicine USC, Los Angeles, CA
2003	Researcher of the Year, Division of Hematology, Keck School of Medicine, LAC+USC Medical Center, Los Angeles, CA
2011	Cancer Clinical Investigator Team Leadership Award from National Cancer Institute, Los Angeles, CA

C.	Contribution to Science

1. Development of novel therapeutic options for biliary cancers. I have had the privilege of leading several trials to evaluate novel targeted drugs for patients with advanced gallbladder cancer and cholangiocarcinoma. All the trials were based on having relevant targets and preclinical data. The drugs evaluated so far are: sorafenib, the combination of sorafenib and erlotinib, and trametinib (MEK inhibitor). As a result of this, I am currently leading an effort to develop a multi-arm trial evaluating multiple targeted therapies in comparison to gemcitabine and cisplatin.
a. El-Khoueiry, A.B., Rankin, C.J., Ben-Josef, E., Lenz, H.J., Gold, P.J., Hamilton, R.D., Govindarajan, R., Eng, C. & Blanke, C.D. (2012). SWOG 0514: a phase II study of sorafenib in patients with unresectable or metastatic gallbladder carcinoma and cholangiocarcinoma. Invest New Drugs, 30, 1646-1651. PMCID: PMC3490705
b. El-Khoueiry, A.B., Rankin, C., Siegel, A.B., Iqbal, S., Gong, I.Y., Micetich, K.C., Kayaleh, O.R., Lenz, H.J. & Blanke, C.D. (2014). S0941: a phase 2 SWOG study of sorafenib and erlotinib in patients with advanced gallbladder carcinoma or cholangiocarcinoma. Br J Cancer, 110, 882-887. PMCID: PMC3929880

2. Development of novel therapeutic options for hepatocellular carcinoma. I am actively engaged in multiple clinical trials aimed at evaluating novel therapeutic options for patients with hepatocellular carcinoma. I have also been actively collaborating with basic scientists to complete the preclinical work to evaluate novel combinations such as SGI-110 (a second generation hypomethylating agent) in combination with Nivolumab (anti-PD-1 antibody), as well as the combination of a Wnt modulator (PRI724) with sorafenib. A Whittier Foundation Grant is supporting my collaboration with a translational scientist to capture and characeterize circulating tumor cells from patients with HCC using a novel size based microfilter, independent of EPCAM expression.
a. Zhu, A.X., Gold, P.J., El-Khoueiry, A.B., Abrams, T.A., Morikawa, H., Ohishi, N., Ohtomo, T. & Philip, P.A. (2013). First-in-man phase I study of GC33, a novel recombinant humanized antibody against glypican-3, in patients with advanced hepatocellular carcinoma. Clin Cancer Res, 19, 920-928. PMCID: N/A
b. Yang, D., Hanna, D.L., Usher, J., LoCoco, J., Chaudhari, P., Lenz, H.J., Setiawan, V.W. & El-Khoueiry, A. (2014). Impact of sex on the survival of patients with hepatocellular carcinoma: a Surveillance, Epidemiology, and End Results analysis. Cancer, 120, 3707-3716. PMC Journal – In Process
c. Knox, J.J., Qin, R., Strosberg, J.R., Tan, B., Kaubisch, A., El-Khoueiry, A.B., Bekaii-Saab, T.S., Rousey, S.R., Chen, H.X. & Erlichman, C. (2015). A phase II trial of bevacizumab plus temsirolimus in patients with advanced hepatocellular carcinoma. Invest New Drugs, 33, 241-246. PMC Journal – In Process

3. Evaluating epigenetic therapy in solid tumors. As a member of the Stand-up-2-Cancer Epigenetics Dream Team and the more recently established Van Endel Research Institute/SU2C Epigenetic consortium, I have played a critical role in designing and conducting clinical trials aimed at evaluating epigenetic based therapies in solid tumors such as colon cancer and HCC. In all these trials, there is a robust correlative science plan based on preclinical and translational work from members of the consortium.
a. LaBonte, M.J., Wilson, P.M., Fazzone, W., Russell, J., Louie, S.G., El-Khoueiry, A., Lenz, H.J. & Ladner, R.D. (2011). The dual EGFR/HER2 inhibitor lapatinib synergistically enhances the antitumor activity of the histone deacetylase inhibitor panobinostat in colorectal cancer models. Cancer Res, 71, 3635-3648. PMCID: PMC3118510
b. Wilson, P.M., Labonte, M.J., Martin, S.C., Kuwahara, S.T., El-Khoueiry, A., Lenz, H.J. & Ladner, R.D. (2013). Sustained inhibition of deacetylases is required for the antitumor activity of the histone deactylase inhibitors panobinostat and vorinostat in models of colorectal cancer. Invest New Drugs, 31, 845-857. PMC Journal – In Process

Complete List of Published Work in MyBibliography:
http://www.ncbi.nlm.nih.gov/sites/myncbi/10YikyBsXiM5g/bibliography/47937857/public/?sort=date&direction=ascending

D.	Research Support

Ongoing Research Support
	Goldkorn/Gill (PIs)	10/01/10-09/30/15
V Foundation for Cancer Research
Targeting the Ephrin Pathway: A Phase I Therapeutic Trial with Circulating Tumor Cell Molecular Correlates
The goal of this project combines a clinical and correlative trial to test the hypothesis that sEphB4HSA is well-tolerated in patients and successfully impacts its putative cellular targets as reflected by live CTC capture and analysis.
Role: Co-Investigator

P30 CA 014089-39S2	Gruber (PI)	12/01/96-11/30/15
USC Norris Comprehensive Cancer Center (CORE) Support
The goal of this project is to support the USC Cancer Center.
Role: Supplement PI

U10 CA180830	Lenz/El-Khoueiry/Quinn (Multi-PIs)	04/17/14-02/28/19
NCI/NCTN - Network Lead Academic Participating Site – USC
The goals of this project are to provide leadership, accelerate preclinical finding generated at USC into clinical trials in the NCTN, improve outcomes for patients with solid and liquid tumors, and improve quality of life; to identify and validate molecular signatures, tailoring chemotherapy to increase efficacy and decrease toxicity and identify novel targets for drug development using specimens collected in NCTN clinical trials.
Role: Co-PI



Completed Research Support
UL1 RR031986	Buchanan (PI)	07/01/10-03/31/15
Los Angeles Basin Clinical and Translational Science Institute
The goal of this project was to provide a transformative mechanism to foster bench to bedside research comprehensively. The Center for Human Studies (CHS) plays a crucial role in achieving the CTSI mission by promoting and supporting human studies that bridge novel scientific discoveries to their application in health care.
Role: HSC Associate Director

	El-Khoueiry (PI)	07/01/11-06/30/12
Whittier Foundation
Capture and Analysis of Circulating Tumor Cells in Patients with Hepatocellular Carcinoma
The goal of this project was to study circulating tumor cells in patients with hepatocellular carcinoma.
Role: PI

	El-Khoueiry (PI)	09/06/12-12/31/14
Astex
Therapeutic Effects of SGI-110 as a Single Agent and in Combination with Sorafenib in HCC
The goals of this project were to: 1) Test the therapeutic effect of SGI-110 as a single agent and in combination with sorafenib in a large panel of HCC cell lines; 2) Test the in vivo efficacy of SGI-110 as a single agent and in combination with sorafenib in xenograft and genetically-engineered mouse models of HCC; and 3) Identify downstream cellular mediators of TICs in response to SGI-110 treatment using next generation sequencing approach (RNA-seq) and identify a “predictive biomarker profile” for SGI 110 activity.
Role: PI
