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Summary: Dr. Augeri is an innovative medicinal chemist, a former Medicinal Chemistry director who has led talented teams of 16-18 medicinal chemists (8 PhD/8 MS) to 3 INDs, is personally credited with an FDA-approved drug discovery (saxagliptin, Onglyza ®, DPP4 inhibitor, T2DM, FDA 2009) and one “assist” in a second discovery. He has led a 1.0 KG small molecule API projects with analytical documentation (eCTD tech documents (Mod. 2/3) to ready the S-1-P Lyase inhibitor for FIM and Phase I clinical trials. The GMP API would serve drug development through Phase 2A. Dr. Augeri maintains his knowledge by reading the general chemical/science literature. He has all-around knowledge of patents- from construction of provisional applications to their conversion to non-provisional/utility patent apps and he has authored sections of issued US Patents. Dr. Augeri has provided testimony 3 times in the past 4 years. His 18 cases involved enablement/infringement and obviousness in the complaint. The ANDAs (DPP4/GLP-1/SGLT2) have involved different aspects of obviousness for the most part. These ANDAs derived from my core pharmaceutical expertise in diabetes drugs of the class DPP4 inhibitors and SGLT2 inhibitors that involve my diabetes drug discovery. The GLP-1 agonists have rewritten the priorities in the incretin hormone arena. Some of his cases have been involved in small molecule oncology drugs such as multiple myeloma drugs like carfilzomib and bortezomib, BTK inhibitors such as ibrutinib and acalabrutinib, among others.  Dr. Augeri has prepared reports on the drug or drug class in the Chemical Reviews academic format for the US and Canadian Federal Courts.  His reports are consistent with highest academic standards and were well-received by the justices in preparation for the case.  Dr. Augeri has deep knowledge of patents, from construction of provisional applications, nursing those programs along to ready them for conversion to a non-provisional/utility application to ready them for the EU literature. He managed the process between the USPTO and Rutgers and he attended to every memo (lots) that came through for the 2 dozen or so provisionals that we filed. Dr. Augeri volunteer for the department IP job that managed the in-house patent preparation for the legal departments at AbbVie, BMS and Lexicon.  Dr. Augeri provided testimony 3 times in the past 4 years as many cases settle. He covered enablement/infringement complaints in some cases and different aspects of obviousness used as the central complaint as it relates to ANDAs (DPP4/GLP-1/SGLT2). These ANDAs derived from my core pharmaceutical expertise in diabetes drugs of the class DPP4 inhibitors and SGLT2 inhibitors. The GLP-1 agonists have rewritten the priorities in the incretin hormone arena.  Also, Dr. Augeri has reviewed documents submitted for Discovery by the opposition and he has reported relevant questions for Discovery. Early years as a chemistry undergraduate show David as an avid researcher and taking direction from his advisor, Prof. Gilbert Hite, in learning how to write well. And the quality of Professor Hite’s mentoring is evident in Dr. Augeri’s award of the Senior Research Thesis award. Dr. Augeri maintains his expertise in both Synthetic Organic Chemistry and Medicinal Chemistry that provides confidence in his on-the-spot evaluation of both drug discovery and CMC chemistry.

Education
Princeton University Princeton University – NIH Postdoctoral Fellow, Dept. of Chemistry, Natural Products Chemistry, Total Synthesis of the Calicheamicin Oligosaccharide, Advisor, Professor D. Kahne. 
Dept of Chemistry, University of California, Irvine – PhD in Synthetic Organic Chemistry, Dept. of Chemistry, Synthetic Methodology to Prepare Deoxypolypropionate Polyketide Natural Products, Advisor, Professor A.R. Chamberlin.
Work Experience:
2012-2025---DJ AUGERI PHARMA CONSULTING, LLC Independent Consultant for Pharma in Expert Witness-Synthetic Chemistry expert consultant and drug discovery consulting. During consulting I did the following types of scientific consulting besides expert witness legal work such as:
----Authored a Phase 2a clinical trial ICH-guided protocol for an oncology group at Capital Health Hospitals in NJ (wrote the ICH-guided protocol for Phase 2a “cyberknife” trial used as an advanced motion-sensitive radiation therapy in nonresectable pancreatic adenocarcinoma).

--–Designed a novel backup DPP1 inhibitor for Insmed (NJ) in 2022 to follow brensocatib in the clinic).
- -- Formed an academic collaboration between me and UNC Chapel Hill Professors Bryan Roth and David Nichols, and Dr. Mary MacDonald, PhD and Dr. Robert Kline, PhD, NIDA, NIH. The program will confirm the biological activity of 9,10-dihydro-LSD, where the double bond in the D ring has been reduced. This reduced system was reported to have no biological activity, but my independent conformational analysis produced a shape very much like LSD. Therefore, a host of biological experiments as well as Cryo-EM structural studies are underway. 
-----Assisted Kodikaz Therapeutics 2021-2023 to design a radiolabeled DNA vaccine to conduct an in vivo study.
2013-2020---Professor of Synthetic Organic Chemistry/Medicinal Chemistry at Rutgers University, Piscataway, NJ and I was allowed 30% of time dedicated to consulting.
2003-2012 --- Lexicon Pharmaceuticals, Princeton, NJ. Director of Immunology Medicinal Chemistry, Leader of teams 16-18 PhD Scientists thru 3 projects---3 INDs filed.
1999-2003 --- Bristol-Myers Squibb Pharmaceuticals, Research Investigator, Invented             ONGLYZA (saxagliptin), DPP4 TD2, Augeri* et al., J Med Chem 2005, 48, 5025-5037. FDA Approval 2009.
1995-1999 --- AbbVie Pharmaceuticals, Research Investigator, NMR Group, Oncology- Research, Fragment-Based Drug Discovery. Designed the lead molecule for VENCLEXTA that launched 15-person effort that discovered VENCLEXTA (venetoclax, Bcl-2 inhibitor, CML and B-cell cancer) FDA Approval 2015.



· Litigation History (Partial list on publicly available info)
· Amgen Canada Inc. & Onyx Therapeutics Inc. v. Dr. Reddy's Laboratories Ltd. 2024, AitkenKlee Expert Witness
· Shionogi, Hoffmann-La Roche, and Genentech vs. Norwich Pharma.  2023
· Prollenium vs. Allergan.  Expert regarding U.S. Patent No. 8,450,475.  2021 – 2022  
· Linagliptin vs. B.I., Canada.  2021 – 2023 Expert Witness
· Merck.  Canada ANDA.  Expert regarding Januvia.  2021 – 2023 Expert Witness University of Michigan.  Expert regarding Genzyme sphingosine-1-phosphate and ceramide signaling, 
· 2020 –   2021     Expert Witness ANDA Trazodone, 2020 – 2021 Expert Witness
· AstraZeneca 2020-2022 (saxagliptin ANDA; Mylan, expert for Onglyza)
· Empagliflozin-BI vs. Zydus.  Expert regarding Jardiance.  2019
· BMS (saxagliptin ANDA, expert witness 2018 – 2019)
· Merck (sitagliptin ANDA, expert witness 2018 – 2019)
· Pharmacyclics v. Acerta, 2014 - 2017 (BTK, acalabrutinib/ibrutinib expert consultant)

· Dr. David J. Augeri Public Speaking Engagements:
N-AziridinylImines; Synthetic Methodology for the Efficient Construction of Skipped 1,3-syn and Skipped 1,3-anti Deoxypolypropionate Natural Products, The 33rd IUPAC International Symposium on Macromolecules International Symposium on Organic Chemistry, July 9-13, 1990. Montreal, Canada.

Discovery and Preclinical Profile of Saxagliptin (BMS-477118): A Highly Potent, Long-Acting, Orally Active Dipeptidyl Peptidase IV Inhibitor for the Treatment of Type 2 Diabetes, June 4-7, 2006, Hershey, Pennsylvania.

Inhibition of S1P Lyase for the Treatment of Rheumatoid Arthritis, First Disclosures Session, The 239th American Chemical Society Meeting, March 21-25, 2010, San Francisco, California, Ballroom Presentation.

Saxagliptin: A Rutgers Case Study, Part1 David J Augeri, PhD; October 28, 2015. Rutger’s University, Piscataway, NJ 08854
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· John A. Gilleran, Kutub Ashraf, Melvin Delvillar, Tyler Eck, Raheel Fondekar, Edward B. Miller, Ashley Hutchinson, Aiping Dong, Alma Seitova, Mariana Laureano De Souza, David Augeri, Levon Halabelian, John Siekierka, David P. Rotella, John Gordon, Wayne E. Childers, Mark C. Grier, Bart L. Staker, Jacques Y. Roberge,* and Purnima Bhanot* “Structure−Activity Relationship of a Pyrrole Based Series of PfPKG Inhibitors as Anti-Malarials” Journal of Medicinal Chemistry, 2024, 67, February 28, 2024 Articles ASAP.

· Li, Xiao-Ping; Harijan, Rajesh; Cao, Bin; Kahn, Jennifer; Pierce, Michael; Tsymbal, Anastasiia; Roberge, Jacques; Augeri, David; Tumer, Nilgun. "Synthesis and structural characterization of ricin inhibitors targeting ribosome binding using fragment-based methods and structure-based design" Journal of Medicinal Chemistry, 2021, 64, 20, 15334-15348.
· Maria Victoria Da Silva Diz, Bin Cao, Olga Lancho Medina, Eric Chiles, Amer Al-Asadi, Maya Aleksandrova, Shirley Luo, Amartya Singh, Hanlin Tao, Hossein Khiabanian, Xiaoyang Su, Victor Jin, David Augeri. A novel and highly effective mitochondrial uncoupling drug in T-cell leukemia, Blood, 2021, 138, 1317(April 22).
· Alasadi, Amer, Bin Cao, Jingjing Guo, Hanlin Tao, Juan Collantes, Victor Tan, Xiaoyang Su, David Augeri, and Shengkan Jin. "Mitochondrial uncoupler MB1-47 is efficacious in treating hepatic metastasis of pancreatic cancer in murine tumor transplantation models." Oncogene 40, no. 12 2021: 2285-2295. 
· Gilleran, John A., Xin Yu, Alan J. Blayney, Anthony F. Bencivenga, Bing Na, David J. Augeri, Adam R. Blanden et al. "Benzothiazolyl and Benzoxazolyl Hydrazones Function as Zinc Metallochaperones to Reactivate Mutant p53." Journal of Medicinal Chemistry 2021, 64, 2024-2045.
· Nanjoo Suh, Hubert Maehr and David Augeri Vitamin D compounds and Cancer Stem Cells in Cancer Prevention as Book Chapter on pp.143 - 159 in Natural Products for Cancer Chemoprevention 2020, DOI: 10.1007/978-3-030-39855-2_5.
· JE Langenfeld, A Mondal, R NeMoyer, E Langenfeld, D Glover, M Scott, L Lairson, A Zloza, D Augeri, J Gilleran, Y Peng, J Roberge Bone morphogenetic protein (BMP) receptor inhibitor JL5 synergizes with Ym155 to induce AIF-caspase independent cell death. Research Square, 2020, DOI: 10.21203/rs.3.rs-20532/v1
· Rachel NeMoyer, Arindam Mondal, Mehul Vora, Elaine Langenfeld, Danea Glover, Michael Scott, Lauren Lairson, Christopher Rongo, David J Augeri, Youyi Peng, Salma K Jabbour, John Langenfeld Targeting bone morphogenetic protein receptor 2 sensitizes lung cancer cells to TRAIL by increasing cytosolic Smac/DIABLO and the downregulation of X-linked inhibitor of apoptosis protein Cell Communication and Signaling 2019, 17, (12), 1-13.
· Newman, JH; NeMoyer, R. E.; Augeri, D. J.; Malhotra, J.; Langenfeld, J. Abstract LB-189: Novel bone morphogenetic protein receptor inhibitor JL5 suppresses tumor cell survival signaling and induces regression of human lung cancer. Cancer Research, 2019, 78, (13_Supplement), LB-189. 
· Newman, JH* Augeri, DJ*, NeMoyer, R., Malhotra, J., Langenfeld, E. Chesson, CB, Dobias, NB, Lee, MB, Tarabichi, S., Jhawar, SR, Sadimin, ET, Kerrigan, JT, Goedken, M., Minerowicz, C., Jabbour, SK, Li, S.,  Zloza, A., Langenfeld, J. Novel bone morphogenetic protein receptor inhibitor JL5 suppresses tumor cell survival signaling and induces regression of human lung cancer Oncogene, 2018, 37, 3672. 
· Hussein, M., Bartucci, M., Patrizii, M., Flaherty, K., Huselid, E., Kui, C., Bigos, R., Gilleran, J. Kimball, D., Augeri, D., Sabaawy, H. Synthesis and characterization of novel BMI-1 inhibitors targeting cellular self-renewal in hepatocellular carcinoma; Targeted Oncology, 2017,1-14.
· Augeri, D.J.; Langenfeld, E.; Castle, M.; Gilleran, J. A.; Langenfeld J. “Inhibiting The BMP and TGFβ Receptors Downregulates expression of XIAP and TAK1 leading to death of lung cancer cells.” Molecular Cancer,2016, 15, 27.
· Yu, X., Blanden, A.R., Tsang, A.T., Zaman, S., Gilleran, J., Augeri, D.J., Kimball, S. D., Loh, S., Carpizo, D.R., Restoration of wildtype structure and function of mutant p53 by thiosemicarbazones using a novel zinc metallochaperone based mechanism, Cancer Research, 2016, 3833.
· Yu, X., Blanden, A.R., Tsang, A.T., Zaman, S., Gilleran, J., Augeri, D.J., Kimball, S. D., Carpizo, D.R., Translating a mutant p53 by thiosemicarbazones using a novel zinc metallochaperone-based mechanism Cancer Research, 2016, 2097.
· Blanden, A.R., Yu, X., Wolfe, A. J., Gilleran, J. A., Augeri, D. J., O'Dell, R. F., Olson, E.C., Kimball, S. D., Emge, T. J., Movileanu, L., Carpizo, D. R., Loh, S.N., Synthetic metallochaperone ZMC1 rescues mutant p53 by transporting Zn2+ into cells and buffering intracellular Zn2+ concentration”Molecular Pharmacology, 2015, 87, 825-831.
· X. Yu, A. R. Blanden, S. Narayanan, L. Jayakumar, D. Lubin, D. Augeri, S. D. Kimball, S. N. Loh*, and D. R. Carpizo Small molecule restoration of wildtype structure--function of mutant p53 using a novel zinc- metallochaperone based mechanism, Oncotarget, 2014, 5(19), 8879.
· S. Konstantin V; B. Hamman; C. W. Chun; J. Kanchan G; A. Amin; J. Crisostomo; C. Wilkins; A. M. Digeorge-Foushee; J. Allen; N. Patel; S. Gopinathan; J. Zhou; A. Nouraldeen; T. Jessop; J. Bagdanoff; D. J. Augeri; R. Read ; P. Vogel; J. Swaffield ; A. Wilson ; K. Platt; K. G. Carson; A. Main ; B. Zambrowicz; T. Oravecz, Genetic Deletion of Mst1 Alters T Cell Function and Protects against Autoimmunity PLoS ONE, 2014, 9(5), 98151.
· Oravecz, T.; Chang, W. C.; Jhaver, K. G.; Al-Shami, A.; Jessop. T. C.; Hamman, B.; Bagdanoff, J. T.; Augeri, D. J.; Vogel, P.; Swaffield, J.; Wilson, A.; Carson, K. G.; Main, A.; Zambrowicz, B. P. Genetic and Pharmacologic Inhibition of MST1 Blocks Lymphocyte Function and Protects Against Inflammation and Autoimmunity, Ann Rheum Dis, 2013, 72, 118.]
Oravecz, T.; Augeri, D. Anti-Inflammatory Drug Discovery, contributed chapter “Tipping the Balance of Sphingosine 1-Phosphate Production: Sphingosine Kinases and Sphingosine 1- Lyase as Immune Therapeutic Targets : Royal Chemistry Society, 2012, Drug Discovery Series, 26, Anti Inflammatory Drug Discovery, 444-477.
· Bagdanoff, J. T;  Donoviel, M.S.; Nouraldeen, A.; Carlsen, M; Jessop, T. C.;Tarver, J.; Aleem, S;  Dong, L.; Zhang, H.;Yan, J.; Bednarz, M.; Layek, S.; Hazelwood, J.; Owusu, I. B.; Gopinathan, S.; Moran, L.; Lai, Z.; Boteju, L.; Kramer, J.;  Kimball, S.D.; Yalamanchili, P.; Heydorn, W.E.;  Frazier, K.E.;  Brooks, B.; Brown, P.;  Wilson, A.; Sonnenburg, W. K.; Main, A.; Carson, K.G.; Oravecz, T.; Augeri, D. J.*  Inhibition of Sphingosine 1-Phosphate Lyase for the Treatment of Rheumatoid Arthritis: Discovery of (E)-1-(4-((1R,2S,3R)-1,2,3,4-tetrahydroxybutyl)-1H-imidazol-2-yl)ethanone oxime (LX2931) and (1R,2S,3R)-1-(2-(isoxazol-3-yl)-1H-imidazol-4-yl)butane-1,2,3,4-tetraol (LX2932)  Journal of Medicinal Chemistry 2010, 8650-8662.
· Jessop, T.; Tarver, J. E.; Carlsen, M.; Xu, A.; Healy, J. P.; Heim-Riether, A. Fu, Q.; Taylor, J. A.; Augeri, D. J.; Shen, M.; Stouch, T. R.; Swanson, R. V.; Tari, L. W.; Hunter, M.; Hoffman, I.; Keyes, P. E.; Yu, XC; Miranda, M. Liu, Q.; Swaffield, J. C.; D. Kimball, S.; Nouraldeen, A.; Wilson, A. G. E.; DiGeorge Foushee, A.M.; Jhaver, K. Finch, R.; Anderson, S. Oravecz, T.; Carson, K.G.   Lead optimization and structure-based design of potent and bioavailable deoxycytidine kinase inhibitors.  Bioorganic & Medicinal Chemistry Letters 2009, 19(23), 6784-6787.
· Tarver, J. E.; Jessop, T. C.; Carlsen, M.; Augeri, D. J.; Fu, Q.; Healy, J. P.; Heim-Riether, A.; Xu, A.; Taylor, J. A.; Shen, M.; Keyes, P. E.; D. Kimball, S.; Yu, X-C.; Miranda, M.; Liu, Q.; Swaffield, J. C.; Nouraldeen, A.; Wilson, A. G. E.; Finch, R. Jhaver, K.; DiGeorge Foushee, A.; Anderson, S.; Oravecz, T.; Carson, K. G.   5-Fluorocytosine derivatives as inhibitors of deoxycytidine kinase Bioorganic & Medicinal Chemistry Letters 2009, 19(23), 6780-6783.
· Bagdanoff, J. T.; Donoviel, M. S.; Nouraldeen, A. ; Tarver, J.; Fu, Q.; Carlsen, M.; Jessop, T.; Zhang, H.; Hazelwood, J.; Nguyen, H. ; Baugh, S. D. P.; Gardyan, M.; Terranova, K. M.; Barbosa, J.; Yan, J. ; Bednarz, M.; Layek, S.; Taylor, J.; Digeorge-Foushee, A.; Gopinathan, S.; Bruce, D.; Smith, T.; Moran, L.; O'Neill, E.; Kramer, J.; Lai, Z.; Kimball, S. D.; Liu, Q.; Sun, W.; Yu, S.; Swaffield, J.; Wilson, A.; Main, A.; Carson, K. G.; Oravecz, T.; Augeri, D. J. * Inhibition of sphingosine-1-phosphate lyase for the treatment of autoimmune disorders.    Journal of Medicinal Chemistry 2009, 52(13), 3941-3953.
· Jessop, T. C.; Tarver, J. E., Jr.; DiGeorge-Foushee, A.; Jhaver, K. G.; Taylor, J. A.; Xu, X.; Fu, Q.; Carlsen, M.; Shen, M.; Yu, X.; Liu, Ziye; M., Maricar L.; Nouraldeen, A.; Yu, X.; Tari, L. W.; Hunter, M. J.; Hoffman, I. D.; Wilson, A. G. E.; Anderson, S. J.; Oravecz, T.; Stouch, T. R.; Augeri, D. J.; Carson, K. G.   Lead optimization and structure-based design of deoxycytidine kinase inhibitors with potent in vitro and in vivo activity.  236th ACS National Meeting, 2008, Philadelphia, PA
· Oravecz,T., Donoviel, M.S., Anderson, S. Carson, K., Sun, W.,  Swaffield,J., Liu, Q., Kimball, S.D., Piggott, J.A., Main, Zambrowicz, B., Sands, A., Turner, A.  Augeri, D. J. Genetic and Chemical Inhibition of Sphingosine 1-Phosphate Lyase Results in Peripheral Lymphopenia and Alleviates Disease Development in Animal Models of Inflammation and Autoimmunity Blood 2007 110, 2292.
· Simpkins, L. M.; Bolton, S.; Pi, Z.; Sutton, J. C.; Kwon, C.; Zhao, G.; Magnin, D. R.; Augeri, David J.; Gungor, T.; Rotella, D. P.; Sun, Z.; Liu, Yajun; S.;William S.; Marcinkeviciene, J.; Robertson, J. G.; Wang, A.; Robl, J. A.; Atwal, K. S.; Zahler, R. L.; Parker, R. A.; Kirby, M. S.; Hamann, L. G.   Potent non-nitrile dipeptidic dipeptidyl peptidase IV inhibitors    Bioorganic & Medicinal Chemistry Letters 2007, 17(23), 6476-6480.
· Hamann, Lawrence G.; Manfredi, Mark C.; Sun, Chongqing; Krystek, Stanley R.; Huang, Yanting; Bi, Yingzhi; Augeri, David J.; Wang, Tammy; Zou, Yan; Betebenner, David A.; Fura, Aberra; Seethala, Ramakrishna; Golla, Rajasree; Kuhns, Joyce E.; Lupisella, John A.; Darienzo, Celia J.; Custer, Laura L.; Price, Jennifer L.; Johnson, James M.; Biller, Scott A.; Zahler, Robert; Ostrowski, Jacek.   Tandem optimization of target activity and elimination of mutagenic potential in a potent series of N-aryl bicyclic hydantoin-based selective androgen receptor modulators    Bioorganic & Medicinal Chemistry Letters 2007, 17(7), 1860-1864.  
· Petros, Andrew M.; Dinges, Jurgen; Augeri, David J.; Baumeister, Steven A.; Betebenner, David A.; Bures, Mark G.; Elmore, Steven W.; Hajduk, Philip J.; Joseph, Mary K.; Landis, Shelley K.; Nettesheim, David G.; Rosenberg, Saul H.; Wang, Shen; Thomas, Sheela; Wang, Xilu; Zanze, Irini; Zhang, Haichao; Fesik, Stephen W.  Discovery of a Potent Inhibitor of the Antiapoptotic Protein Bcl-xL from NMR and Parallel Synthesis    J. Med. Chem, 2006, 49(2), 656-663 \
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· Augeri, David J.; Chamberlin, A. Richard.  N-Aminoaziridinylhydrazones: Highly Diastereoselective Alkylation Without Chelation, and a Syn-Directing Effect   Tetrahedron Lett. 1994, 35, 5599-602. 
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· Issued U.S. Patents (63) – 53 patents listed here (https://scholar.google.com/citations?user=HlVtCuAAAAAJ&hl=en)
· David J Augeri, Anthony F Bencivenga, Adam Blanden, Darren R Carpizo, John A Gilleran, Spencer David Kimball, Stewart N Loh, Xin Yu, Hydrazone derivatives for the treatment of cancer United States Patent 10,828,288
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