
EXECUTIVE SUMMARY 
EDUCATION 
Degree Discipline University 
Ph.D. PKPD State University of New York, Buffalo, New York, USA 
B.S. Pharmacy Jadavpur University, Calcutta, INDIA 

PUBLICATIONS/PRESENTATIONS 
• 18 granted patents and >200 filed patent families 
• >100 articles in peer-reviewed journals & >200 abstracts in national/international meetings 
• Invited presentations in (inter)national meetings: ASCPT, AAPS, ASPET, KSP (Korea), IPC (India) 
• Workshop/Symposium Chair and organizer, Focus Group Chair: ACoP, ASCPT 
• Member of Industry/Academia/Regulatory Working Groups: PhRMA Model Informed Drug 

Development (MIDD), PhRMA PISC Compound Properties Working Group, Coalition Against 
Major Diseases (CAMD) Working Group, The DILI-sim Initiative and DILIsym® Software, and 
PhRMA Biomarkers Evidentiary Standards Working Group.   

SELECTED AWARDS AND HONORS 
2022: Distinguished Alumni, Dept of Pharmaceutical Sciences, University at Buffalo 
2019: R&D Leader of the Year, Amgen 
2017-26: Adjunct Faculty, Pharmaceutics and Translational Therapeutics, University of Iowa 
2015-16: Senior Research Fellow, Volwiler Society, AbbVie 
2002-21: Editorial Board Member (present/past) & reviewer for multiple journals 

SCIENTIFIC/CLINICAL/TRANSLATIONAL 
o More than two decades of drug development and translational sciences experience in small 

and large molecule, nucleic acid and cell based therapies across >15 different modalities and 
drug-device combinations.   

o As Clinical Pharmacology Modeling and Simulation (CPMS) functional head was responsible for 
driving and overseeing CPMS contributions for >25 world-wide BLA/NDA filings & approvals of 
NBE/NCEs 

o Key past contributions as an individual contributor and functional TA head:  
- Translational Sciences: Expertise in development and execution of strategies for:  

- Clinical, biomarker, genetic and bioinformatic/quantitative translation of in vitro/
preclinical Discovery and FIH/Phase 1b data to inform Phase 2a/POC human studies 

- Experience in adaptive design clinical trials (Bayesian, drop-arm, enrichment); defining 
rules & execution of blinded Phase 2/3 exposure-response analyses for decision-making 

- Leading bioinformatic/statistical scientists mining of large external databases (public, 
consortia) of genetic, genomic, epigenetic and microbiome data to inform clinical trials 
and back translate to Discovery  

- Clinical PKPD/Pharmacology: Strategic & tactical execution of clinical pharm programs for 
10 (s)NDA/MAA/JNDA filings; >200 Phase 1/translational and >50 Phase 2-4 trials 

- Quantitative Pharmacology: Technical and strategic expertise in using quantitative methods 
for answering key questions that drive translational and drug development decisions 
- Selection of doses & study durations for Phase 2a/b studies based on exposure-response 

(efficacy & safety) analyses for numerous programs in pain, neuroscience, HCV, renal 
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- Extensive experience in use of model based meta-analyses for integrating preclinical, 
clinical trial, & published data to define drug target/clinical product profile & support 
decision-making 

- Quantitative determination of optimal regimen and dose to drive critical decision to 
shorten duration of first interferon-free HCV treatment from 48 to 12 weeks for the 3D 
combination (Viekira Pak/Technivie and Mavyret), and in multiple approvals of Depakote 
family of products 

- QSP, PBPK & Biopharmaceutics: BiTEs for immuno-oncology, mechanistic HCV viral load, 
liver fibrosis, receptor dynamics and neuro-degenerative diseases/pain, drug-drug 
interactions, drug absorption & IVIVC models 

PROFESSIONAL EXPERIENCE 
o More than two decades of experience in multiple scientific and managerial positions; currently 

lead departments responsible for clinical pharmacology and pharmacometrics of Amgen 
clinical candidates (oncology/hematology, inflammation, cardiovascular, neuroscience, 
nephrology, bone & biosimilars), Digital Medicine, and Clinical Device Investigations 

o Serve on company governance committees as technical authority on dose selection/clinical 
trial design, contribute to portfolio decisions, lead organizational invention and company-wide 
initiatives on innovation: MIDD, Novel-Novel Combination Development Strategies, PhRMA Time 
& Cost Initiative to lower cost of drug development for diseases with high unmet need, 
Innovative Approaches Initiative for clinical trials; and build external alliances with academia 
and industry peers 

o Re-engineered and setup efficient outsourcing models for Phase 1 clinical studies, reporting 
and pharmacometric analyses, which resulted increased bandwidth and significantly decreased 
timelines 

o Re-built Modeling & Simulation group to widen the scope beyond traditional mixed effects and 
categorical analyses to expand talent pool for QSP, PBPK, meta analysis and broad data 
analytics (AI/ML) capabilities 

o As past leader of Clinical Pharmacogenetics, Pharmacogenomics and Bioinformatics 
Department, created the vision & strategy and executed the tactical plan for expanding the 
group >5-fold with diverse expertise in genetics, biostatistics and bioinformatics; created the 
bioinformatics group; increased capital & operating budget and laboratory footprint by 3-fold 

o Strong track record of accomplishment building and integrating departments into effective, 
value-added members of the larger R&D organization, creating high performing teams, 
facilitating professional development of direct reports in matrixed environment, liaising with 
executive management to identify and retain talent with demonstrated ability to match 
personnel with experience 
o Developed highly competent clinical pharmacology/PKPD and pharmacometrics leaders 

and groups; extensive experience mentoring and training many scientists and leaders 
within clinical pharmacology and pharmacometrics 

o Deep technical expertise has resulted in assuming leadership responsibilities for 
introducing, championing, training and implementing many novel quantitative approaches 
and software platforms within AbbVie and Amgen 

o Extensive experience building cloud-based pharmacometrics infrastructure 
o Quantitative Clinical/Systems Pharmacology/Pharmacometrics corporate leadership role with 

significant impact on use of innovative trial designs in multiple clinical programs.  Cross-
functional leadership of data sciences and analytics (machine learning, artificial intelligence) 
and digital health initiatives. 
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Sandeep Dutta Curriculum Vitae (cont.) 

Professional Positions 

Jan 2022 – present Vice President, Global Clinical Development, Amgen 
 Global Head, Clinical Pharmacology, Modeling & Simulations 
 Head, Digital Medicine, Clinical Development 
 Head, Clinical Device Investigations, Clinical Development 

April 2021 – Dec2021 Executive Director, Global Clinical Development, Amgen 
 Global Head, Clinical Pharmacology, Modeling & Simulations 
 Head, Digital Medicine, Clinical Development 
 Head, Clinical Device Investigations, Clinical Development 

Jan 2020 – April 2021 Executive Director, Translational Medicine, Amgen 
 Global Head, Clinical Pharmacology, Modeling & Simulations 
 and  
 Interim Global Head, Preclinical Pharmacokinetics and Drug 
 Metabolism 

Oct 2016 – Dec 2019 Executive Director, Medical Sciences, Amgen 
 Global Head, Clinical Pharmacology, Modeling & Simulations 

Nov 2015 – Oct 2016 Senior Director, Senior Research Fellow  
 Clinical Pharmacology & Pharmacometrics and  
 Head, Pharmacogenomics/Bioinformatics Dept, AbbVie 

Apr 2012 – Nov 2015 Senior Director, Research Fellow  
 Clinical Pharmacology & Pharmacometrics and  
 Head, Pharmacogenomics/Bioinformatics Dept, AbbVie 

Jan 2011 – Apr 2012 Senior Director, Research Fellow  
 Clinical PKPD Neuroscience, Pain & Antiviral, Abbott 

Apr 2007 – Jan 2011 Director, Neuroscience, Pain & Antiviral  
 Research Fellow 
 Dept. of Clinical Pharmacokinetics & Pharmacodynamics, Abbott 

Apr 2007 – Nov 2009 Director, Neuroscience, Pain & Antiviral  
 Associate Research Fellow 
 Dept. of Clinical Pharmacokinetics & Pharmacodynamics, Abbott 
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Aug 2004 – Apr 2007 Associate Director, Neuroscience & Pain  
 Associate Research Fellow 
 Dept. of Clinical Pharmacokinetics, Abbott 

Oct 2003 – Aug 2004 Section Manager, Neuroscience & Pain  
 Associate Research Fellow 
 Dept. of Clinical Pharmacokinetics, Abbott 

Feb 2002 – Sep 2003 Group Leader, Neuroscience & Pain  
 Research Investigator Pharmacokineticist 
 Dept. of Clinical Pharmacokinetics, Abbott 

Mar 2000 – Jan 2002 Project Leader, Neuroscience & Pain  
 Senior Research Pharmacokineticist 
 Dept. of Clinical Pharmacokinetics, Abbott 

Oct 1997 – Feb 2000 Research Pharmacokineticist  
 Dept. of Clinical Pharmacokinetics and Toxicokinetics, Abbott 

Aug 1992 - Oct 1997 Graduate Research and Teaching Assistant 
 Dept. of Pharmaceutics, State University of New York, Buffalo 

Research Experience 

Professional Research:  October 1997 – present 
Clinical pharmacology and PKPD of therapies in oncology, 
hematology, inflammation, cardiovascular, nephrology, bone, antivirals 
(hepatitis-C), pain, neuroscience (migraine, Alzheimer’s disease 
[symptomatic and disease-modifying], multiple sclerosis, Parkinson’s 
disease, peripheral supra-nuclear palsy [PSP], neuropathic and 
nociceptive pain, epilepsy, bipolar, schizophrenia, cognitive deficits in 
schizophrenia and other psycho-affective and cognitive disorders, 
ADHD), immune modulators (pain, anti-inflammatory, antifibrotic 
[NASH, NAFLD], auto-immune), COX2 inhibitors (anti-inflammatory/
pain), benign prostatic hyperplasia agents (urology) and endothelin 
antagonists (oncology/cardiovascular), secondary hyperparathyroidism 
in chronic kidney disease (renal) 
Pharmacogenetics/Pharmacogenomics/Bioinformatics of all AbbVie 
drugs in development and marketed products 
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Awards and Honors 

2022: Distinguished Alumni, Department of Pharmaceutical Sciences, University at Buffalo 
2019: R&D Leader of the Year, Amgen  
2017-26: Adjunct Faculty, Pharmaceutics and Translational Therapeutics, University of Iowa 
2016: President’s Award Novel Bioequivalence of Duopa Next Gen Formulation, AbbVie 
2015: Chairman’s Award Viekira Pak Clin. Pharmacology DDI Strategy, AbbVie 
2015: Volwiler Outstanding Research Team Award Modeling & Simulation Team, AbbVie 
2015: Senior Research Fellow, Volwiler Society, AbbVie 
2014: President’s Award HCV Clinical Pharmacology DDI Strategy, AbbVie 
2012: President’s Award Defining Dose & Duration of HCV Combination Therapy, Abbott 
2011: President’s Award Vicodin CR 5/325 Reformulation, Abbott 
2009: Research Fellow, Volwiler Society, Abbott 
2008: Life Cycle Management Award Depakote Pediatric Exclusivity, Abbott 
2008: President’s Award Vicodin CR NDA, Abbott 
2008: Spot Award for Depakote Pediatric Exclusivity, Abbott 
2010-17: Editorial Board Member, International Scholarly Research Notices:  Pharmaceutics 
2007-16: Editorial Board Member, The Open Pharmacology Journal 
2005-18: Editorial Board Member, Current Clinical Pharmacology 
2004: President’s Award for Depakote Pediatric Written Request, Abbott 
2003: Associate Research Fellow, Volwiler Society, Abbott 
2002: Certificate of Appreciation, Depacon Rapid Infusion Approval, Abbott 
1998: Team Service Achievement Award, Dexmedetomidine NDA, Abbott 
1992-7: Graduate Student Assistantship, State University of New York at Buffalo. 
1992:  Prof. Anupam Sengupta Memorial Award in Medicinal Chemistry, Bachelor of 

Pharmacy, Jadavpur University, Calcutta, India. 
1992: Rank Holder (2nd position) in Bachelor of Pharmacy, Jadavpur University, Calcutta, 

India. 

PhD Thesis Committee 

2022-25: Nan Wu, Pharmaceutics and Translational Therapeutics, University of Iowa 

Patents 

Granted 

1. Qiu Yihong, Bollinger J Daniel, Dutta Sandeep, Cheskin Howard S, Engh Kevin R and 
Poska Richard P.  Controlled Release Formulation of Divalproex Sodium.  US Patent No. 
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6,511,678; January 28, 2003; (United States Patent Application 20010020039 and United 
States Patent Application 20020031549).   

2. Qiu Yihong, Bollinger J Daniel, Cheskin Howard S, Dutta Sandeep, Engh Kevin R and 
Poska Richard P.  Controlled Release Formulation of Divalproex Sodium.  US Patent No. 
6,528,090; March 4, 2003; (United States Patent Application 20010005512).   

3. Qiu Yihong, Bollinger J Daniel, Cheskin Howard S, Dutta Sandeep, Engh Kevin R and 
Poska Richard P.  Controlled Release Formulation of Divalproex Sodium.  US Patent No. 
6,713,086; March 30, 2004; (United States Patent Application 20030118656).   

4. Qiu Yihong, Bollinger J Daniel, Dutta Sandeep, Cheskin Howard S, Engh Kevin R and 
Poska Richard P.  Controlled Release Formulation of Divalproex Sodium.  US Patent No. 
6,720,004; April 13, 2004; (United States Patent Application 20030104057).   

5. Bain Earle E, Abi-Saab Walid M, Dutta Sandeep, Garimella Tushar S, Awni Walid M, 
Saltarelli Mario D.  Treatment of Attention-Deficit/Hyperactivity Disorder.  US Patent No. 
8,222,278; July 17, 2012  (US Patent Application 20100144795, Serial Number 475440; June 
10, 2010) and Sofinicline (ABT-894) for Attention-Deficit/Hyperactivity Disorder.  
EP2303272, April 6, 2011, also published as WO2009149003, US2010144795, 
TW201002719, MX2010013237, JP2011522051, CN 102056608, CA 2725470. 

6. Powell John, Casson Duncan, Maginn Mark, Liu Wei, Dutta Sandeep, Best Andrea, Hall 
Jerry A.  Antibodies Against Nerve Growth Factor (NGF) with Enhanced In Vivo Stability.  
US Patent No. 8,435,523; May 7, 2013. 

7. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Podsadecki Thomas J, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri 
E.  Methods for Treating HCV.  (12-week ABT-450/r ± ABT-333 ± ABT-267 at least 2DAA 
GT1 interferon-free therapies) US Patent No. 8,466,159; June 18, 2013. 

8. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Podsadecki Thomas J, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri 
E.  Methods for Treating HCV.  (12-week ABT-450/r ± ABT-333 ± ABT-267 at least 2DAA 
GT1 interferon- and ribavirin-free therapies) US Patent No. 8,492,386; July 23, 2013. 

9. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri E, Podsadecki Thomas 
J.  Methods for Treating HCV.  (8-week ABT-450/r ± ABT-333 ± ABT-267 at least 2DAA 
GT1 interferon-free therapies) US Patent No. 8,680,106; March 25, 2014. 
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10. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri E, Podsadecki Thomas 
J.  Methods for Treating HCV.  (8-week ABT-450/r ± ABT-333 ± ABT-267 at least 2DAA 
GT1 interferon- and ribavirin-free therapies) US Patent No. 8,685,984; April 1, 2014. 

11. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri E, Podsadecki Thomas 
J.  Methods for Treating HCV.  (8-week PSI-7977 & any NS5A at least 2DAA GT1 
interferon- and ribavirin-free therapies) US Patent No. 8,809,265; August 19, 2014.  

12. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri E, Podsadecki Thomas 
J.  Methods for Treating HCV.  (12-week ABT-450/r+ABT-267 at least 2DAA GT1 
interferon-free therapies) US Patent No. 8,853,176; October 7, 2014.  

13. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri E, Podsadecki Thomas 
J.  Methods for Treating HCV.  (8 – 12-week PSI-7977 ± ABT-450/r ± ABT-267 at least 
2DAA GT1 interferon-free therapies) US Patent No. 8,969,357; March 3, 2015.  

14. Bernstein Barry M, Menon Rajeev M, Khatri Amit, Mensing, Sven, Dutta Sandeep, Cohen 
Daniel E, Brun Scott C, Awni Walid M, Dumas Emily O, Klein Cheri E, Podsadecki Thomas 
J.  Methods for Treating HCV.  (8 – 12-week PSI-7977 ± ABT-450/r ± ABT-267 at least 
2DAA GT1 interferon- and ribavirin-free therapies) US Patent No. 8,993,578; March 31, 
2015.  

15. Powell John, Casson Duncan, Maginn Mark, Liu Wei, Dutta Sandeep, Best Andrea, Hall 
Jerry A.  Antibodies Against Nerve Growth Factor (NGF) with Enhanced In Vivo Stability.  
US Patent No. 9,447,181; September 20, 2016. 

16. Awni Walid M, Bernstein Barry M, Brun Scott C, Cohen Daniel E, Dumas Emily O, Dutta 
Sandeep, Khatri Amit, Klein Cheri E, Menon Rajeev M, Mensing Sven, Podsadecki Thomas 
J.  Methods for Treating HCV.  (8 – 12-week PSI-7977 ± ABT-450/r ± ABT-267 at least 
2DAA GT1 interferon- and ribavirin-free therapies) US Patent No. 9,452,194; September 27, 
2016.  

17. Awni Walid M, Bernstein Barry M, Brun Scott C, Campbell Andrew L, Dutta Sandeep, Lin 
Chih-Wei, Menon Rajeev M, Podsadecki Thomas J, Wang, Tianli, Mensing Sven.  Methods 
for Treating HCV.  (8 – 12-week 2nd generation [glecaprevir and pibrentasvir] at least 
2DAA GT1-3 interferon- and ribavirin-free therapies) US Patent No. 10,286,029; May 14, 
2019.  

25 July 2023



Sandeep Dutta CV	 Page  of 8 64

18. Awni Walid M, Bernstein Barry M, Brun Scott C, Campbell Andrew L, Dutta Sandeep, Lin 
Chih-Wei, Menon Rajeev M, Mensing Sven, Podsadecki Thomas J, Wang Tianli,.  Methods 
for Treating HCV.  (8 – 12-week 2nd generation [glecaprevir and pibrentasvir] at least 
2DAA GT1-3 interferon- and ribavirin-free therapies) US Patent No. 10,286,029; Nov 01, 
2022.  

Applications Filed (selected, >200 filed) 

19. Rosenberg Joerg, Woehrle Gerd H, Kessler Thomas Y, Breitenbach Joerg, Durak Salih, 
Richter Friedrich W, Liu Wei, Dutta Sandeep.  Formulations of Nonopioid and Confined 
Opioid Analgesics.  US Patent Application 20090022798, Serial Number 780625, January 
22, 2009; also published as TW 200904431. 

20. Rosenberg Joerg, Woehrle Gerd H, Kessler Thomas Y, Breitenbach Joerg, Durak Salih, 
Richter Friedrich W, Dutta Sandeep , Liu Wei.  Formulations of Nonopioid and Confined 
Opioid Analgesics.  EP2182928, May 12, 2010; also published as WO2009014534, 
MX2010000803, JP2010534204, CN101917977, CA2690829, IL 202680. 

21. Roth Wolfgang, Burst Alexander, Zietsch Martina, Liu Wei, Dutta Sandeep.  Abuse 
Resistant Melt Extruded Formulation having Reduced Alcohol Interaction.  US Patent 
Application 20100172989, Serial Number 631010, July 8, 2010; and WO2011068723, June 
9, 2011.   

22. Rosenberg Joerg, Woehrle Gerd H, Kessler Thomas Y, Breitenbach Joerg, Durak Salih, 
Richter Friedrich W, Liu Wei, Dutta Sandeep.  Formulations of Nonopioid and Confined 
Opioid Analgesics.  US Patent Application 20110229526, Serial Number 984373, September 
22, 2011. 

23. Bernstein Barry M, Dutta Sandeep, Liu Wei, Podsadecki Thomas J, Campbell Andrew L, 
Menon Rajeev M, Lin Chih-Wei, Wang Tianli, Awni Walid M.  Methods for Treating HCV.  
(2nd Generation interferon- and ribavirin-free therapies) US Patent Application 61/783,376, 
March 14, 2013. 

24. Bernstein Barry M, Dutta Sandeep, Liu Wei, Podsadecki Thomas J, Campbell Andrew L, 
Menon Rajeev M, Lin Chih-Wei, Wang Tianli, Awni Walid M.  Methods for Treating HCV.  
(2nd Generation interferon-free therapies) US Patent Application 61/783,437, March 14, 2013. 

25. Walid M. Awni, Prajakta Badri, Daniel E. Cohen, Dutta Sandeep, Amit Khatri, Rajeev M. 
Menon, Thomas Podsadecki, Akshanth Polepally, Roger Trinh, Tianli Wang, Jiuhong Zha.  
Dose Adjustment.  (1st Generation HCV) US Patent Application US 14/606,369 
(Publication# US20150209403 A1 & WO2015116594A1, Jan 27, 2015. 
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26. Dutta Sandeep, Kosloski Matthew, Liu Wei.  Dose Adjustment.  (2nd Generation 
HCV[glecaprevir and pibrentasvir] cadmic DDIs) US Patent Application US 14/606,369 
(Publication# US20180085330 A1) March 29, 2018. 

Invited Presentations 

Nov 25, 2004 “Use of In Vitro In Vivo Correlation in Formulation Development and Biowaiver 
Applications” at the 34th Annual Meeting of the Korean Society for 
Pharmaceutics, November 25-26, 2004, Seoul, Korea.  Abstract published in Korean 
Society for Pharmaceutics Annual Meeting-The role of pharmaceutical scientists 
in post-genomic era, 63-68, 2004. 

Dec 4, 2004 “Drug Development, Clinical Trials and Regulatory Affairs - Opportunity for 
Strategic Guidance from JUOPAA”at the 56th Indian Pharmaceutical Congress, 
December 3-5, 2004, Kolkata, India.  Abstract published in Indian 
Pharmaceutical Congress Annual Meeting-Pharmacists in Healthcare System, 
xxxix-xi, 2004. 

Dec 17, 2004 “Present Trends in Drug Development” and “Pharmacokinetics & 
Pharmacodynamics in Drug Development” in the Department of Chemical 
Technology, University of Calcutta 

Jul 29, 2006 “Role of IVIVC and BCS Classification in Generic Drug Development” at the 2nd 
International Workshop-“Complying with Regulatory and Sponsor’s 
Requirements in New and Generic Drug Development” by Transworld Institute of 
Professional Development & Training and Indian Pharmaceutical Association – 
Industrial Pharmacy Division, July 28-29, 2006, Hyderabad, India.   

Nov 15, 2007 “Integration of Preclinical PK/PD to Clinical Studies” in session titled “PK/PD 
Modeling and Simulation in Drug Discovery” at the American Association of 
Pharmaceutical Scientists Annual Meeting and Exposition, November 11-15, 
2007, San Diego, California. 

Sep 15, 2011 “Exposure-Response Modeling and Clinical Trial Simulations to Predict Phase 
2/3 Study Clinical Endpoints Using Data from Early Clinical Trials” in session 
titled “Modeling from Bench to Human” at the Land O'Lakes Conference, 
September 12-16, 2011, Devil's Head Resort and Conference Center, Merrimac, 
Wisconsin. 
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Jan 31, 2014 “Modeling and Simulations in Drug Development” in the Department of 
Mathematical Sciences, Northern Illinois University. 

Oct 28, 2015 “Nonlinear Mixed Effects Models with Applications in Pharmacokinetic/
Pharmacodynamic (PK/PD) Modeling” American Statistical Association Webinar.  
Presented jointly with Prof. Bala Hosmane, Northern Illinois University. 

May 10, 2016 “Model Based Drug Development” in the Department of Pharmaceutical Sciences 
and Experimental Therapeutics / Division of Pharmaceutics and Translational 
Therapeutic, University of Iowa. 

Mar 30, 2018 “Clinical pharmacology approach for dose selection in product development 
under the animal rule: modeling and simulation application in acute radiation 
syndrome” ASCPT Orlando, Florida. 

Apr 23, 2018 “Surmounting the insurmountable obstacles in drug discovery and development - 
real world case studies: evolocumab” ASPET, San Diego, California. 

May 01, 2018 “Model Informed Drug Development” in the Department of Pharmaceutical 
Sciences and Experimental Therapeutics / Division of Pharmaceutics and 
Translational Therapeutic, University of Iowa. 

Nov 15, 2019 “PKPD Primer on Biologics Discovery and Development” in the Department of 
Pharmaceutical Sciences and Experimental Therapeutics / Division of 
Pharmaceutics and Translational Therapeutic, University of Iowa. 

Nov 15, 2019 “Model Informed Drug Development” in the Department of Pharmaceutical 
Sciences and Experimental Therapeutics / Division of Pharmaceutics and 
Translational Therapeutic, University of Iowa. 

Nov 03, 2020 “Clinical Pharmacology Considerations for Targeted Covalent Inhibitor” in 
“Targeted Covalent Inhibitors and Protein Degraders: From Discovery and 
Preclinical Development to Clinical Proof of Concept” at the American 
Association of Pharmaceutical Scientists Annual Meeting and Exposition, 
November 03, 2020, New Orleans, Louisiana (Virtual). 

May 11, 2022 “Applications of MIDD in Clinical Pharmacology”.  Distinguished Alumni 
seminar in the Department of Pharmaceutical Sciences, University at Buffalo. 
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Workshop/Symposium Chair 

Apr 2, 2011 “Non-linear Mixed Effects Modeling in R” at the American Conference on 
Pharmacometrics (ACoP), April 3-6, 2011, San Diego, California. 

Mar 12, 2016 “Clinical and Translational Pharmacology of Emerging Modalities of 
Therapeutics: RNA and Gene Therapies” at the American Society for Clinical 
Pharmacology (ASCPT), March 8-12, 2016, San Diego, California. 

Oct 23, 2016 “Quantitative Applications in Biopharmaceutics: Development and Use of 
Quantitative Mechanistic Modeling and In Vitro In Vivo Correlations for 
Formulation Screening and Selection, and Setting Clinically Relevant 
Dissolution Specifications” at the American Conference on Pharmacometrics 
(ACoP), October 23-26, 2016, Bellevue, Washington. 

Sep 18, 2017 “Safety Assessment in Phase 1 Healthy Volunteer Trials”  Webinar Chair  for 
the American Society for Clinical Pharmacology (ASCPT) Early Development 
& Drug Safety (EDDS) Community , September 18, 2017. 

Feb 1, 2018 “Clinical MIDD in Oncology” session at the FDA-ISoP Public Workshop: 
Model Informed Drug Development (MIDD) for Oncology Products, February 
1, 2018, FDA White Oak, Maryland. 

Mar 14, 2019 “Poster Walk III: Physiologically-Based Pharmacokinetics” at the American 
Society for Clinical Pharmacology (ASCPT), March 13-16, 2019, Washington, 
DC. 

Industry/Academia/Regulatory Working Groups 

2006-11 Member and contributor of the PhRMA PISC Compound Properties Working 
Group responsible for evaluating current methods for the modeling and 
simulation of compound properties across industry and academia as it relates to 
prediction of human pharmacokinetics from in vitro and in situ compound 
properties and animal pharmacokinetics. 

2008-11 Member and contributor of the Coalition Against Major Diseases (CAMD) 
Working Group on Disease Progression Modeling for Alzheimer’s and 
Parkinson’s diseases.  CAMD, led by the Critical Path Institute, is a coalition of 
major pharmaceutical companies, the Food and Drug Administration (FDA), the 
National Institute for Aging (NIA), and patient advocacy groups  
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2014-16 Member and contributor of the The DILI-sim Initiative and DILIsym® Software.  
The DILI-sim Initiative is a pre-competitive partnership between The Hamner 
Institute (academia) and a diverse set of stakeholders (Pharma Industry, FDA) to 
develop a computational model that will predict whether new drug candidates will 
cause drug-induced liver injury (DILI) in patients. 

2015-16 Member and contributor of the PhRMA Biomarkers Evidentiary Standards 
Working Group.   

2017-19 Chair (2018-19) and Vice Chair (2017-18), ASCPT Early Development & Drug 
Safety (EDDS) Community.   

2018-21 Member and contributor of the PhRMA Model Informed Drug Development 
Working Group.   

Journal Referee: 
Epilepsia 
Journal of Clinical Pharmacy and Therapeutics 
Journal of Clinical Pharmacology 
Journal of Pharmaceutical Sciences 
Clinical Pharmacokinetics and Therapeutics 
Pharmacological Research, Italian Society of Pharmacology 
Expert Opinion on Pharmacotherapy (UK) 
The AAPS Journal 
Biopharmaceutics and Drug Disposition 
Journal of Pharmaceutical and Biomedical Analysis 
Journal of Pharmacy and Pharmacology 
Current Clinical Pharmacology 
ISRN Pharmaceutics 
The Open Pharmacology Journal 
AIChE Journal 
Human Psychopharmacology: Clinical and Experimental 
British Journal of Clinical Pharmacology 
Journal of Pharmacokinetics and Pharmacodynamics 
The AAPS Journal 
International Journal of Pharmaceutics 
Xenobiotica 
Clinical Pharmacokinetics 
Nature Reviews 
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Regulatory (FDA/EMA/PMDA/Health Canada) Interactions: 

Face-to-Face Meetings: 
FDA 
Jan 3, 2001: Depakote ER  
May 3, 2001: Depakote ER  
Mar 4, 2002: Depakote  
Jun 12, 2003: Vicodin CR Pre-IND Meeting 
Dec 5, 2003: Hydromorphone-PCA Pre-IND Meeting 
Sep 2, 2004: Depakote Pediatric Written Request 
Sep 9, 2004: Vicodin CR Pre-Phase 2 Meeting 
Mar 16, 2005: Vicodin CR End-of-Phase 2 Meeting 
Oct 24, 2007: Vicodin CR Pre-NDA Meeting 
Nov 5, 2009: Vicodin 10/650 End-of-Phase 2 Meeting 
Nov 18, 2010: ABT-110 anti-NGF Antibody End-of-Phase 2a Meeting 
Mar 8, 2011: Vicodin 10/650 Type A Meeting 
Sep 14, 2011: HCV 1st Generation Interferon-free DAA Combination Program 
Oct 1, 2012: EOP2 HCV 1st Generation Interferon-free DAA Combination Program 
Nov 13, 2012: ABT-110 anti-NGF Antibody Type C Meeting 
July 22, 2013: HCV 1st Generation Interferon-free Broad GT1 DAA Combination Program 
Jan 28, 2014: HCV 1st Generation DAA Combination Program Pre-NDA 
Aug 18, 2015: Duopa 2nd Generation Type C Meeting 

EMA/European Agencies 
Jun 10, 2011: EMA, HCV 1st Generation Interferon-free DAA Combination Program 
Mar 02, 2012: EMA, HCV 1st Generation Interferon-free DAA Combination Program 
Dec 13, 2012: MHRA, Pediatric Investigation Plan (PIP) HCV 1st Generation Interferon-free 
DAA Combination Program 
Sep 09, 2013: EMA, HCV 2nd Generation Interferon-free DAA Combination Program 
Sep 04, 2015: EMA, HCV 2nd Generation End-of-Phase 2 Scientific Advice 

PMDA 
Apr 04, 2012: HCV 1st Generation Interferon-free DAA Combination Program 

Health Canada 
Feb 26, 2014: HCV 1st Generation DAA Combination Program Pre-NDS 

Teleconferences: 
FDA 
Nov 30, 2000: Depacon population pharmacokinetic analyses  
Apr 27, 2001: Depacon labeling 
Oct 18, 2001: Depakote ER – IVIVC application for “Biowaiver” for lower strength tablet 
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May 1, 2002: Depakote ER – Setting dissolution specifications using IVIVC 
Sep 25, 2002: Depakote Pediatric Written Request 
Dec 12, 2002: Depakote ER label negotiations 
Dec 16, 2002: Depakote ER label negotiations 
Dec 17, 2002: Depakote ER label negotiations 
Mar 11, 2003: Depakote Migraine Prophylaxis Study for Pediatric Written Request  
Apr 14, 2003: Depakote Epilepsy Study for Pediatric Written Request  
Jun 10, 2003: Dilaudid OROS Pre-Phase II Meeting 
Aug 13, 2003: Depakote ER label negotiations for Pediatric Indications 
Sep 11, 2003: Depakote Pediatric Written Request-Longterm Safety 
Sep 7, 2005: ABT-894 Pre-IND/Multiple-dose Study Design  
Nov 14, 2006: Vicodin CR Abuse Liability Study  
Jan 15, 2008: ABT-116 FIH Study  
May 27, 2010: Depakote ER Bipolar NDA Post Approval Commitment 
Feb 15, 2011: ABT-639 Pre-IND 
Nov 5, 2012: EOP2 HCV Combination Program 
Feb 15, 2013: EMA, Pediatric Investigation Plan (PIP) HCV 1st Generation Interferon-free DAA 
Combination Program 
Jun 30, 2014: EOP1 HCV 2nd Generation Combination Program 
February 22, 2016: Break-Through Designation HCV 2nd Generation Combination Program & 
HCV 1st Generation GT4 
August 26, 2019: AMG 510 KRAS Inhibitor NSCLC & Colon Cancer Phase 2 Dose Selection 
November 10, 2020: Sotorasib (AMG 510) KRAS Inhibitor Pre-NDA 
February 26, 2021: Sotorasib (AMG 510) KRAS Inhibitor Dose Comparison Study 
March 11, 2021: Sotorasib (AMG 510) KRAS Inhibitor Mid-Cycle Review 
April 21, 2021: Sotorasib (AMG 510) KRAS Inhibitor Late-Cycle Review 

Health Canada 
Oct 24, 2013: Ribavirin Pre-Submission 

EMA/European Agencies 
July 13, 2015: EMA, Pediatric Investigation Plan (PIP) - HCV 2nd Generation Interferon-free 
DAA Combination Program 

Professional Memberships 

 American Society for Clinical Pharmacology and Therapeutics 1999-2023. 
 American Society of Pharmacometrics 2011-2023. 
 American Association of Pharmaceutical Scientists: 1995-2008, 2012. 
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Presentations 

Posters/Podium Abstracts: 

1. Dutta S, Matsumoto Y, Ebling WF:  Assessing sigmoid Emax model parameter 
estimatability with a monte carlo jacknife method.  Second International Symposium on 
Measurement and Kinetics of In Vivo Drug Effects, 14-16 April 1994, Noordwijkerhout, 
The Netherlands.  Abstract published in Measurement and Kinetics of In Vivo Drug 
Effects: Advances in Simultaneous Pharmacokinetic/Pharmacodynamic Modelling, 102-3, 
1994. 

2. Dutta S, Matsumoto Y, Ebling WF:  Role of intralipid in the pharmacokinetics and 
pharmacodynamics of propofol in rats.  American Association of Pharmaceutical 
Scientists Annual Meeting and Exposition (AAPS), November 6-11, 1995, Miami, Florida.  
Abstract published in Pharmaceutical Research, 12 (9): S401, 1995. 

3. Dutta S, Matsumoto Y, Ebling WF:  Degree of stimulation of the sigmoid Emax model 
required for estimation of its parameters.  American Association of Pharmaceutical 
Scientists Annual Meeting and Exposition (AAPS), November 6-11, 1995, Miami, Florida.  
Abstract published in Pharmaceutical Research, 12 (9): S365, 1995. 

4. Dutta S, Ebling WF:  Safety of phenol anesthetic is enhanced by emulsion formulation.  
Pharmacokinetics/Pharmacodynamics in the Developing System and Impact on Risk 
Assessment, April 21-23, 1996, Little Rock, Arkansas.  Abstract published in Journal of 
Toxicology and Environmental Health, 49: 355, 1996. 

5. Dutta S, Ebling WF:  Parameter estimatability of additive biphasic effect models 
[Podium Presentation].  American Association of Pharmaceutical Scientists Annual 
Meeting and Exposition (AAPS), October 27-31, 1996, Seattle, Washington.  Abstract 
published in Pharmaceutical Research, 13 (9): S474, 1996. 

6. Dutta S, Ebling WF:  Potency and safety of propofol is enhanced by emulsion 
formulation.  American Association of Pharmaceutical Scientists Annual Meeting and 
Exposition (AAPS), October 27-31, 1996, Seattle, Washington.  Abstract published in 
Pharmaceutical Research, 13 (9): S461, 1996. 

7. Dutta S, Ebling WF:  Steady state propofol brain:plasma partition coefficient and the 
effect site equilibration paradox[Podium Presentation].  American Association of 
Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), November 2-6, 1997, 
Boston, Massachusetts.  Abstract published in Pharmaceutical Research, 14 (11): S621, 
1997. 
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8. Dutta S, Ebling WF:  Influence of intravenous formulation on tissue uptake, 
pharmacokinetics, pharmacodynamics and kinetics of pharmacologic effect of propofol 
[Podium Presentation].  American Association of Pharmaceutical Scientists Annual 
Meeting and Exposition (AAPS), November 2-6, 1997, Boston, Massachusetts.  Abstract 
published in Pharmaceutical Research, 14 (11): S623, 1997. 

9. Dutta S, Ebling WF:  Formulation dependent pharmacodynamics of propofol.  American 
Association of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), 
November 2-6, 1997, Boston, Massachusetts.  Abstract published in Pharmaceutical 
Research, 14 (11): S361, 1997. 

10. Dutta S, Ebling WF:  Formulation dependent brain and lung distribution kinetics of 
propofol.  American Association of Pharmaceutical Scientists Annual Meeting and 
Exposition (AAPS), November 2-6, 1997, Boston, Massachusetts.  Abstract published in 
Pharmaceutical Research, 14 (11): S330, 1997. 

11. Dutta S, Lal R, Karol MD, Cohen T, Ebert T:  Dexmedetomidine pharmacokinetics in a 
human maximum tolerated dose study.  American Association of Pharmaceutical 
Scientists Annual Meeting and Exposition (AAPS), November 14-18, 1999, New Orleans, 
Louisiana.  Abstract published in AAPS PharmSci, 1(4): 494, 1999; available from: http://
www.aapspharmsci.org/. 

12. Dutta S, Karol MD, Cohen T, Jones RM, Mant T:  Dexmedetomidine-propofol 
pharmacodynamic interaction in healthy volunteers.  American Association of 
Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), November 14-18, 
1999, New Orleans, Louisiana.  Abstract published in AAPS PharmSci, 1(4): 535, 1999; 
available from: http://www.aapspharmsci.org/. 

13. Ryan CW, Janus TJ, Vogelzang NJ, Vokes EE, Kindler HL, Dutta S, Conroy M, Ratain 
MJ:  A Phase I study of men and women with refractory malignancies given daily dosing 
of an endothelin receptor antagonist.  American Society of Clinical Oncology, Thirty-
Sixth Annual Meeting, May 20-23, 2000, New Orleans, Louisiana.  Abstract published in 
Proceedings of the Thirty-Sixth Annual Meeting of the American Society of Clinical 
Oncology 19: 201a, 2000. 

14. Bertz R, Hsu A, Lam W, Williams L, Renz C, Karol MD, Dutta S, Carr R, Zhang Y, 
Wang Q, Schweitzer S, Foit C, Andre A, Bernstein B, Granneman GR, Sun E:  
Pharmacokinetic interactions between lopinavir/ritonavir (ABT-378/r) and other non-HIV 
drugs. Fifth International Congress on Drug Therapy in HIV Infection, October 22-26, 
2000, Glasgow, United Kingdom.  Abstract published in AIDS 14 (Suppl 4): S100, 2000. 

15. Dutta S, Samara E, Lam W, Granneman GR, Leese PT, Padley RJ:  Single and multiple 
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dose pharmacokinetics of ABT627, an endothelin-a receptor antagonist.  American 
Association of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), 
October 29 - November 2, 2000, Indianapolis, Indiana.  Abstract published in AAPS 
PharmSci, 2 (4), 2000; available from: Error! Hyperlink reference not 
valid.www.aapspharmsci.org/. 

16. Dutta S, Cloyd J, Cao G, Walch JK, Collins SD, Granneman GR:  Valproate free fraction 
and distribution volume following rapid infusions in patients with epilepsy.  American 
Academy of Neurology 53rd Annual Meeting (AAN), May 5-11, 2001, Philadelphia, 
Pennsylvania.  Abstract published in Neurology, 56 (8 [Suppl 3]): A335, 2001. 

17. Dutta S, Zhang Y, Selness DS, Lee LL, Williams LA, and Sommerville KW:  
Comparison of the bioavailability of unequal doses of Depakote extendedrelease (ER) 
formulation relative to Depakote delayedrelease (DR) formulation in healthy volunteers.  
Focus on Epilepsy VI, July 7-10, 2001, Mont-Tremblant, Quebec, Canada.  Abstract 
published in Focus on Epilepsy VI: Treatment Of Epileptic Syndromes: From Molecular 
Targets To Quality Of Life, 46, 2001. 

18. Dutta S, Zhang Y, Granneman R, Verlinden M:  Single dose pharmacokinetics of 
fiduxosin under fasting conditions in healthy elderly male subjects.  American Association 
of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), October 21-25, 
2001, Denver, Colorado.   Abstract published in AAPS PharmSci, 3 (4), 2001; available 
from: http://www.aapspharmsci.org/. 

19. Dutta S, Zhang Y, Granneman R, Verlinden M:  Multiple dose pharmacokinetics of 
fiduxosin under fasting conditions in healthy elderly male subjects.  American Association 
of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), October 21-25, 
2001, Denver, Colorado.  Abstract published in AAPS PharmSci, 3 (4), 2001; available 
from: http://www.aapspharmsci.org/. 

20. Dutta S, Zhang Y, Granneman R, Verlinden M:  Effect of food on the pharmacokinetics 
of fiduxosin in healthy male subjects.  American Association of Pharmaceutical Scientists 
Annual Meeting and Exposition (AAPS), October 21-25, 2001, Denver, Colorado.  
Abstract published in AAPSPharmSci, 3 (4), 2001; available from: http://
www.aapspharmsci.org/. 

21. Dutta S, Zhang Y, Granneman R, Verlinden M:  Single and multiple dose 
pharmacokinetics of fiduxosin under nonfasting conditions in healthy male subjects.  
American Association of Pharmaceutical Scientists Annual Meeting and Exposition 
(AAPS), October 21-25, 2001, Denver, Colorado.  Abstract published in AAPSPharmSci, 3 
(4), 2001; available from: http://www.aapspharmsci.org/. 
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22. Dutta S, Zhang Y, Selness DS, Lee LL, Ye X, Williams LA, and Sommerville KW:  
Comparison of the bioavailability of two novel 250 mg Depakote extended-release 
formulations relative to a 500 mg Depakote extended-release reference formulation in 
healthy volunteers.  American Epilepsy Society Annual Meeting (AES), November 30 - 
December 5, 2001, Philadelphia, Pennsylvania.  Abstract published in Epilepsia, 42 
(Suppl. 7): 88-89, 2001. 

23. Dutta S, Cloyd JC, Granneman GR, and Sommerville KW:  Evaluation of dosing 
strategies for IV and oral valproic acid (VPA) products in epilepsy using simulations.  
American Society of Clinical Pharmacology and Experimental Therapeutics Annual 
Meeting (ASCPT), March 24 - 27, 2002, Atlanta, Georgia.  Abstract published in Clinical 
Pharmacology and Therapeutics, 71 (2): P96, 2002. 

24. Dutta S, Sommerville KW, Zhang Y, Lamm J, Lee L, Owen JR, Biton V, Combs-Cantrell 
DT, Krishnamurthy B, Cloyd JC, Uthman BM:  Comparison of the bioavailability of 
unequal doses of a Depakote extended-release (ER) formulation relative to a Depakote 
delayed-release (DR) formulation in epilepsy patients on concomitant enzyme-inducing 
antiepileptic drugs (EIAED).  American College of Clinical Pharmacology Annual 
Meeting (ACCP), September 21-23, 2002, San Francisco, California.  Abstract published 
in Journal of Clinical Pharmacology, 42 (9): 1064, 2002. 

25. Uthman BM, Biton V, Dutta S, Owen JR, Zhang Y, Lamm J, Lee L, Combs-Cantrell DT, 
Krishnamurthy B, Cloyd JC, Sommerville KW:  Extended-release (ER) vs. delayed-
release (DR) formulations of divalproex sodium: safety results of a randomized, 
crossover study of epilepsy patients on concomitant enzyme-inducing antiepileptic drugs 
(EIAED).  Fifth European Congress on Epileptology, October 6-10, 2002, Madrid, Spain.  
Abstract available from http://www.epilepsycongress.org/abs_index.asp. 

26. Dutta S, Cloyd JC, and Sommerville KW:  Exploration, using simulations, of optimal IV 
valproic acid initiation intervals and maintenance regimens following IV loading in the 
typical patient in various epilepsy patient populations.  American Association of 
Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), November 10-14, 
2002, Toronto, Canada.  Abstract published in AAPS PharmSci, 4 (4), 2002; available 
from: http://www.aapspharmsci.org/. 

27. Dutta S, Cloyd JC, and Sommerville KW:  Determination, using simulations, of optimal 
initiation intervals and maintenance regimens of delayed release divalproex, following IV 
valproic acid loading in the typical patient in various epilepsy patient populations.  
American Association of Pharmaceutical Scientists Annual Meeting and Exposition 
(AAPS), November 10-14, 2002, Toronto, Canada.  Abstract published in AAPS PharmSci, 
4 (4), 2002; available from: http://www.aapspharmsci.org/. 
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28. Sallee FR, Kilts, CD, Cloyd JC, Kearns GL, Dutta S, Cummins T, and Sommerville KW: 

Bioavailability of various doses of Depakote extended-release formulation in pediatric 
patients already taking Depakote delayed-release tablets or Depakote extended-release 
tablets.  American College of Neuropsychopharmacology 41st Annual Meeting, December 
8-12, 2002. San Juan, Puerto Rico. 

29. Dutta S, Zhang Y, and Sommerville KW: Bioavailability (F) of divalproex sodium 
extended release (ER) tablets relative to divalproex sodium delayed release (DR) tablets: a 
meta-analysis.  American Society of Clinical Pharmacology and Experimental 
Therapeutics Annual Meeting (ASCPT), April 2-5, 2003, Washington, DC.  Abstract 
published in Clinical Pharmacology and Therapeutics, 73 (2): P79, 2003. 

30. Reed RC, Dutta S:  What happens to steady-state plasma valproate concentrations when 
a patient misses a single daily dose of divalproex sodium extended-release tablets? - 
Computer simulation and dose replacement recommendation for the clinician.  American 
Academy of Neurology 55th Annual Meeting (AAN), March 29 – April 5, 2003, Honolulu, 
Hawaii.  Abstract published in Neurology, 60 [Suppl 1]: A473, 2003. 

31. Dutta S, Sommerville KW, Zhang Y, Cloyd JC, Uthman BM, Biton V:  Conversion 
between divalproex sodium ER and divalproex sodium DR tablets.  American Psychiatric 
Association 156th Annual Meeting (APA), May 17-22, 2003, San Francisco, California.  
Abstract published in New Research Abstracts, American Psychiatric Association 2003 
Annual Meeting: 151, 2003. 

32. Cummins T, Dutta S, Sommerville KW, Cloyd JC, Kearns GL:  Pharmacokinetics and 
safety of divalproex ER in the pediatric population.  American Psychiatric Association 
156th Annual Meeting (APA), May 17-22, 2003, San Francisco, California.  Abstract 
published in New Research Abstracts, American Psychiatric Association 2003 Annual 
Meeting: 150, 2003. 

33. Dutta S, Reed RC, Cavanaugh J:  Absolute bioavailability and absorption characteristics 
of divalproex sodium extended-release tablets in healthy volunteers.  American 
Association of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), 
October 26-30, 2003, Salt Lake City, Utah.  Abstract published in AAPS PharmSci, 5 (4), 
2003, Abstract W5224; available from: http://www.aapspharmsci.org/. 

34. Dutta S, Reed RC:  Divalproex to divalproex-ER dose conversion: analysis of five 
distinct studies and dosing recommendations.  American Association of Pharmaceutical 
Scientists Annual Meeting and Exposition (AAPS), October 26-30, 2003, Salt Lake City, 
Utah.  Abstract published in AAPS PharmSci, 5 (4), 2003, Abstract W5223; available 
from: http://www.aapspharmsci.org/. 
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35. Dutta S, Kearns GL, Reed M, Cloyd JC:  Valproate protein binding following 
divalproex-ER administration in pediatric patients: a population analysis.  American 
Association of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), 
October 26-30, 2003, Salt Lake City, Utah.  Abstract published in AAPS PharmSci, 5 (4), 
2003, Abstract T2340; available from: http://www.aapspharmsci.org/. 

36. Dutta S, Zhang Y, Kearns GL, Reed M, Cloyd JC:  Pharmacokinetics of divalproex-ER 
in children, adolescents and adults.  American Association of Pharmaceutical Scientists 
Annual Meeting and Exposition (AAPS), October 26-30, 2003, Salt Lake City, Utah.  
Abstract published in AAPS PharmSci, 5 (4), 2003, Abstract M1314; available from: 
http://www.aapspharmsci.org/. 

37. Dutta S, Reed RC, Chun AHC, Zhang Y, Cavanaugh JH:  Morning versus evening dosing 
of divalproex extended-release tablets does not make a difference: a biopharmaceutic and 
safety comparison.  American Epilepsy Society Annual Meeting (AES), December 5-10, 
2003, Boston, Massachusetts.  Abstract published in Epilepsia, 44 (Suppl. 9): 96, 2003. 

38. Reed RC, Dutta S:  How to best convert from twice daily divalproex to once daily 
divalproex extended-release tablets: examination and answers via computer simulation.  
American Epilepsy Society Annual Meeting (AES), December 5-10, 2003, Boston, 
Massachusetts.  Abstract published in Epilepsia, 44 (Suppl. 9): 110-111, 2003. 

39. Dutta S, Cloyd JC:  Population pharmacokinetics (PopPK) of valproic acid (VPA) 
following rapid infusion in epilepsy patients.  American Society of Clinical Pharmacology 
and Experimental Therapeutics Annual Meeting (ASCPT), March 24-27, 2004, Miami, 
Florida.  Abstract published in Clinical Pharmacology and Therapeutics, 75 (2): P31, 
2004. 

40. Cloyd JC, Reed RC, Dutta S, Smith TB:  Pharmacokinetics and clinical experience with 
divalproex-ER.  Seventh EILAT Conference On New Antiepileptic Drugs, Villasimius, 
Sardinia, Italy, May 9–13, 2004.  Abstract published in Epilepsia, 61: 36-38, 2004. 

41. Reed RC, Dutta S:  Forgetting to take a daily dose of divalproex sodium extended-
release tablets beyond 12 hours: what is a patient to do?  American College of Clinical 
Pharmacology Annual Meeting (ACCP), October 3-5, 2004, Pheonix, Arizona.  Abstract 
published in Journal of Clinical Pharmacology, 44 (10): 1201, 2004. 

42. Dutta S, Reed RC, O’Dea R:  Single dose pharmacokinetics of divalproex sodium 
delayed release tablets in healthy volunteers.  American College of Clinical 
Pharmacology Annual Meeting (ACCP), October 3-5, 2004, Pheonix, Arizona.  Abstract 
published in Journal of Clinical Pharmacology, 44 (10): 1202, 2004. 
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43. Dutta S, Qiu Y, Samara E, Cao G, Granneman R:  Development and validation of a level 
a in vitro-in vivo correlation (IVIVC) for extended-release tablet of divalproex sodium.  
American Association of Pharmaceutical Scientists Annual Meeting and Exposition 
(AAPS), November 7-11, 2004, Baltimore, Maryland.  Abstract published in The AAPS 
Journal, 6 (4), 2004, Abstract T2313; available from: http://
www.aapspharmaceutica.com/. 

44. Dutta S, Reed RC:  Perturbations in plasma valproate concentrations when a patient 
misses and replaces later, one or more enteric-coated divalproex doses: computer 
simulation and dose replacement recommendations for the clinician.  American 
Association of Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), 
November 7-11, 2004, Baltimore, Maryland.  Abstract published in The AAPS Journal, 6 
(4), 2004, Abstract W4363; available from: http://www.aapspharmaceutica.com/. 

45. Dutta S, Reed RC:  Is multiple-daily dose enteric-coated divalproex more protective than 
extended-release dosed once-daily when a dose is missed?  American Epilepsy Society 
Annual Meeting (AES), December 3-8, 2004, New Orleans, Louisiana.  Abstract published 
in Epilepsia, 45 (Suppl. 7): 308, 2004. 

46. Reed RC, Dutta S:  The optimal blood sampling time following once-daily divalproex 
extended-release dosed in the morning seems clear, but when does one sample after 
evening daily dosing?: Recommendations to clinicians.  American Epilepsy Society 
Annual Meeting (AES), December 3-8, 2004, New Orleans, Louisiana.  Abstract 
published in Epilepsia, 45 (Suppl. 7): 312, 2004. 

47. Dutta S, Reed RC, Cavanaugh JH:  A multiphasic absorption model for characterizing 
single dose pharmacokinetics of divalproex-ER in healthy subjects.  American Society of 
Clinical Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 
2-5, 2005, Orlando, Florida.  Abstract published in Clinical Pharmacology and 
Therapeutics, 77 (2): P33, 2005. 

48. Dutta S, Reed RC, O’Dea R:  Comparative absorption profiles of divalproex sodium 
delayedrelease vs. extended-release tablets-clinical implications.  American Academy of 
Neurology 57th Annual Meeting (AAN), April 9-16, 2005, Miami, Florida.  Abstract 
published in Neurology, 64 (6 [Suppl 1]): A189-A190, 2005. 

49. Dutta S, Reed RC:  Functional half-life is a clinically meaningful descriptor of steady 
state pharmacokinetics of extended-release products as illustrated for divalproex-ER.  
American Association of Pharmaceutical Scientists Annual Meeting and Exposition 
(AAPS), November 6-10, 2005, Nashville, Tennessee.  Abstract published in The AAPS 
Journal, 7 (4), 2005, Abstract M1282; available from: http://
www.aapspharmaceutica.com/. 
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50. Dutta S, Reed RC:  Comparison of the absorption characteristics of five oral formulations 
of valproic acid: clinical impact.  American Epilepsy Society Annual Meeting (AES), 
December 2-6, 2005, Washington, DC.  Abstract published in Epilepsia, 46 (Suppl. 8): 39, 
2005. 

51. Reed RC, Dutta S, Cavanaugh JH Locke C, Granneman R:  Twice daily administration 
of extended-release divalproex in patients with epilepsy: impact on plasma valproic acid.  
American Epilepsy Society Annual Meeting (AES), December 2-6, 2005, Washington, 
DC.  Abstract published in Epilepsia, 46 (Suppl. 8): 183, 2005. 

52. Dutta S, Reed RC:  Distinct absorption characteristics of five oral formulations of 
valproic acid.  American Society of Clinical Pharmacology and Experimental 
Therapeutics Annual Meeting (ASCPT), March 7-11, 2006, Baltimore, Maryland.  
Abstract published in Clinical Pharmacology and Therapeutics, 79 (2): P74, 2006. 

53. Capparelli EV, Dutta S, Baggs GE, Burt DA, Ryan AS, Aranda JV:  Population 
pharmacokinetics of ibuprofen L-lysine during early treatment of patent ductus arteriosus 
in premature infants.  (Abstract 2863.253)  Pediatric Academic Societies' Annual 
Meeting, April 29 - May 2, 2006, San Francisco, California.  Abstract available from 
http://www.abstracts2view.com/pasall/. 

54. Reed RC, Dutta S:  Is multiple-daily dose enteric-coated divalproex truly “more 
protective” than extended-release dosed once daily when a dose(s) is (are) missed in the 
manic patient?  Evidence from comprehensive plasma valproic acid concentration 
simulations.  (Abstract# NR574)  American Psychiatric Association 159th Annual 
Meeting (APA), May 20-25, 2006, Toronto, Canada.   

55. Reed RC, Dutta S:  Extended-release (ER) of valproic acid in the form of divalproex.  
Eight EILAT Conference On New Antiepileptic Drugs, Sitges, Spain, September 10–14, 
2006.  Abstract published in Epilepsia, 73: 39-41, 2007. 

56. Dutta S, Faught E, Limdi N:  Valproate protein binding following rapid IV administration 
of high doses in patients with epilepsy: a population analysis.  American Association of 
Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), October 26-30, 2003, 
San Antonio, Texas (Abstract T3361).   

57. Dutta S, Hosmane BS, Reed RC:  Does gender affect valproate pharmacokinetics?  
American Epilepsy Society Annual Meeting (AES), December 1-5, 2006, San Diego, 
California.  Abstract published in Epilepsia, 47 (Suppl. 4): 247, 2006. 
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58. Reed RC, Dutta S:  Once-daily dosing, over a large dose range, is appropriate for 
extended-release divalproex, but not for enteric-coated, delayed-release divalproex: 
evidence via computer simulations and implications for epilepsy therapy.  American 
Epilepsy Society Annual Meeting (AES), December 1-5, 2006, San Diego, CA.  Abstract 
published in Epilepsia, 47 (Suppl. 4): 196-197, 2006. 

59. Klein CE, Liu W, Qian JX, Jain R, Dutta S:  Pharmacokinetics of 12-hour controlled-
release hydrocodone and acetaminophen tablets in healthy subjects following single- and 
multiple-dose(s).  American Academy of Pain Medicine 23rd Annual Meeting, February 
7-10, 2007, New Orleans, Louisiana.  Abstract published in American Academy of Pain 
Medicine 23rd Annual Meeting Program Book, 73-74, 2007.   

60. Dutta S, Diderichsen PM:  Population pharmacokinetics and pharmacodynamics of 
valproic acid in mania associated with bipolar disorder following once-daily 
administration of extended-release divalproex sodium.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 24-27, 
2007, Anaheim, California.  Abstract PI25 published in Clinical Pharmacology and 
Therapeutics, 81 (Suppl 1): S20, 2007. 

61. Bowden C, Allen M, Hirschfeld R, Vigna N, Dutta S, Diderichsen PM, Wozniak P, Baker 
J, Abi-Saab W:  A pharmacokinetic/pharmacodynamic model for describing the 
concentration-effect relationship in acute mania following once-daily administration of 
extended-release divalproex sodium.  (Abstract# NR325)  American Psychiatric 
Association 160th Annual Meeting (APA), May 19-24, 2007, San Diego, California.   

62. Reed RC, Dutta S:  The biopharmaceutics of divalproex sodium extended-release tablets 
vs. other formulations: Top ten pharmacokinetic essentials for the clinician.  (Abstract/
Poster # 255)  27th International Epilepsy Congress, July 8-12, 2007, Singapore.  Abstract 
published in Epilepsia, 48 (Suppl. 7): 109-110, 2007. 

63. Liu W, Fang X, Jain R, Dutta S:  Pharmacokinetics of twice-daily hydrocodone/ 
acetaminophen in mild-moderate liver impairment.  American Academy of Pain 
Management 18th Annual Clinical Meeting, September 27-30, 2007, Las Vegas, Nevada.  
Abstract published in American Academy of Pain Management 18th Annual Clinical 
Meeting Program Book, 75, 2007. 

64. Liu W, Li J, Jain R, Dutta S:  Effect of food on pharmacokinetics of twice-daily 
hydrocodone/acetaminophen.  American Academy of Pain Management 18th Annual 
Clinical Meeting, September 27-30, 2007, Las Vegas, Nevada.  Abstract published in 
American Academy of Pain Management 18th Annual Clinical Meeting Program Book, 
75, 2007. 
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65. Dutta S:  “Integration of Preclinical PK/PD with Clinical Study Design” in session titled 
“PK/PD Modeling and Simulation in Drug Discovery” at the American Association of 
Pharmaceutical Scientists Annual Meeting and Exposition (AAPS), November 11-15, 
2007, San Diego, California.  (Invited Speaker, Abstract T3361).   
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Meeting (SMB), July 22-26, 2019, Montreal, Canada.  (Available from https://
drive.google.com/file/d/1cZVQLmZvJbVAXFZAh4QGEqbnm9rRuTQx/view,  or https://
edmhill.github.io/files/Programmes/SMB2019AbstractBooklet.pdf    page 273) 

193. Abuqayyas L, Vu T, Ly N, Zheng Y, Komjathy S, Dutta S: Exposure-response analysis 
to predict clinical response for tezepelumab in patients with atopic dermatitis.  American 
Conference on Pharmacometrics Annual Meeting (ACoP), October 20-23, 2019, Orlando, 
Florida.  Abstract# M-043 published in ACoP10, Orlando FL, ISSN:2688-3953, 2019,Vol 
1. 
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194. Chen P, Chandra F, Doshi S, Zheng Y, Komjathy S, Dutta S, Lin C: Implementation of 
Markov-modulated poisson process to model time-variant pharmacokinetic effects on 
categorical responses.  American Conference on Pharmacometrics Annual Meeting 
(ACoP), October 20-23, 2019, Orlando, Florida.  Abstract# M-063 published in ACoP10, 
Orlando FL, ISSN:2688-3953, 2019,Vol 1. 

195. Yago MR, Bhagwat S, Mehta K, Klippel Z, Obreja E, Chopra V, Dutta S, Upreti V: 
Mechanistic PK/PD modeling in support of a patient convenient once-weekly dosing 
regimen of Kyprolis (carfilzomib).  American Society of Clinical Pharmacology and 
Experimental Therapeutics Annual Meeting (ASCPT), March 18-21, 2020, Houston, 
Texas (accepted, meeting canceled due to COVID-19).  Abstract# PII-059 published in 
Clinical Pharmacology and Therapeutics, 107 (Suppl 1): S51, 2020. 

196. Wong HL, Mehta K, Dutta S, Upreti V: Novel quantitative approach for a higher first-in-
human (FIH) dose in an oncology setting for the anti-programmed cell death (PD-1) 
monoclonal antibody, AMG 404.  American Society of Clinical Pharmacology and 
Experimental Therapeutics Annual Meeting (ASCPT), March 18-21, 2020, Houston, 
Texas (accepted, meeting canceled due to COVID-19).  Abstract# PII-138 published in 
Clinical Pharmacology and Therapeutics, 107 (Suppl 1): S73, 2020. 

197. Agarwal S, Bhagwat S, Mehta K, Hindoyan A, Stein A, Ravandi F, Subklewe M, Walter 
RB, Laverncic M, Ossenkoppele GJ, Paschka P, Khaldoyanidi S, Dutta S, Upreti V: 
Characterization of clinical pharmacokinetics and exposure-response relationships of 
AMG 330, a bispecific CD33 T-cell engager antibody construct, in patients with relapsed/
refractory AML.  American Society of Clinical Oncology Annual Meeting (ASCO) May 
29 - June 2, 2020, Chicago, Illinois (Virtual); and 25th European Hematology Association 
Anniversary Congress (EHA), June 11-14, 2020, Frankfurt, Germany (Virtual); and 18th 
Japanese Society of Medical Oncology Annual Meeting (JSMO), February 18-21, 2021, 
Kyoto, Kansai, Japan (Virtual). 

198. Kast J, Bose M, Mehta K, Stienen S, Dutta S, Upreti V: Clinical pharmacokinetics and 
response-assessments of the novel anti-EGFRvIII BiTE® (Bispecific T-cell Engager) 
AMG 596 in patients with glioblastoma.  American College of Clinical 
Pharmacology(ACCP), September 21-23, 2020, Bethesda, Maryland.  Abstract# 021 
published in Clinical Pharmacology in Drug Development, 9 (S2) 15-16, 2020.   

199. Chen P, Abuqayyas L, Dutta S, Houk B, Doshi S: Population pharmacokinetics of 
rozibafusp alfa, a bispecific IgG2 peptide antibody conjugate targeting T-cell and B-cell 
activity, following subcutaneous administration in healthy subjects and rheumatoid 
arthritis patients.  American Conference on Pharmacometrics Annual Meeting (ACoP), 
October 4-7, 2020, Aurora, Colorado.  Abstract# TUE-064 published in ACoP11, 
ISSN:2688-3953, 2020, Vol 2. 
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200. Yago MR, Bhagwat S, Mehta K, Klippel Z, Obreja M, Chopra VS, Dutta S, Upreti VV: 
Mechanistic PK/PD modeling in support of a patient convenient once-weekly dosing 
regimen of Kyprolis (carfilzomib).  American Conference on Pharmacometrics Annual 
Meeting (ACoP), October 4-7, 2020, Aurora, Colorado. Abstract# TUE-084 published in 
ACoP11, ISSN:2688-3953, 2020, Vol 2..   

201. Wong HL, Mehta K, Dutta S, Upreti VV: Novel quantitative approach for the first-in-
human dose in an oncology setting for the anti-programmed cell death (PD-1) 
monoclonal antibody, AMG 404.  American Conference on Pharmacometrics Annual 
Meeting (ACoP), October 4-7, 2020, Aurora, Colorado.  Abstract# WED-028 published in 
ACoP11, ISSN:2688-3953, 2020, Vol 2.   

202. Mehta K, Ermakov S, Upreti VV, Dutta S: Computational analysis of dynamic 
interactions between soluble shed target and pharmacokinetics of free drug: A case study 
with Bispecific T-cell Engagers (BiTEs) for cancer immunotherapy.  American 
Conference on Pharmacometrics Annual Meeting (ACoP), October 4-7, 2020, Aurora, 
Colorado.  Abstract# WED-046 published in ACoP11, ISSN:2688-3953, 2020, Vol 2.   

203. Agarwal S, Bhagwat S, Mehta K, Hindoyan A, Stein A, Ravandi F, Subklewe M, Walter 
RB, Laverncic M, Ossenkoppele GJ, Paschka P, Khaldoyanidi S, Dutta S, Upreti VV: 
Characterization of clinical pharmacokinetics and exposure-response relationships of 
AMG 330, a CD33 Bispecific T-cell Engager (BiTE) antibody construct, in patients with 
relapsed/refractory AML.  American Conference on Pharmacometrics Annual Meeting 
(ACoP), October 4-7, 2020, Aurora, Colorado.  Abstract# WED-077 published in 
ACoP11, ISSN:2688-3953, 2020, Vol 2.   

204. Liao MZ, Ermakov S, Kischel R, Stienen, S, Sternjak A, Locher K, Lutteropp M, Harrold 
J, Bailis J, Rattel B, Friedrich M, Mehta K, Dutta S, Upreti VV: Optimization of FIH 
(First-in-Human) starting dose for an HLE-BiTE (Half-life Extended Bispecific T-cell 
Engager) molecule for patients with gastric cancer using translational PKPD modeling.  
American Conference on Pharmacometrics Annual Meeting (ACoP), October 4-7, 2020, 
Aurora, Colorado.  Abstract# WED-084 published in ACoP11, ISSN:2688-3953, 2020, 
Vol 2.   

205. Davis C, Dutta S, Mehta K: A Bayesian approach to PK/PD modeling – a comparison of 
NONMEM, Stan, Python, and Julia.  American Conference on Pharmacometrics Annual 
Meeting (ACoP), October 4-7, 2020, Aurora, Colorado.  Abstract# THU-012 published in 
ACoP11, ISSN:2688-3953, 2020, Vol 2..   

206. Bose M, Kaestli A, Dutta S, Mehta K: A multivariate hybrid approach for exposure-
response analysis of oncology treatments using machine learning classifiers and 
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population pharmacokinetic modeling.  American Conference on Pharmacometrics 
Annual Meeting (ACoP), October 4-7, 2020, Aurora, Colorado.  Abstract# THU-051 
published in ACoP11, ISSN:2688-3953, 2020, Vol 2.  

207. Nagase M, Doshi S, Dutta S, Lin C:: A method to estimate Time to Progression (TTP) 
from summary level OS and PFS data: an example of use of TTP to compare treatments 
based on published literature for non-small cell lung cancer patients receiving immune 
checkpoint inhibitors.  American Conference on Pharmacometrics Annual Meeting 
(ACoP), October 4-7, 2020, Aurora, Colorado.  Abstract# THU-052 published in 
ACoP11, ISSN:2688-3953, 2020, Vol 2.  

208. Cardona P, Simiens MA, Purkis J, Mather O, Dutta S, Houk BE: An open label study to 
evaluate the effect of omeprazole on the pharmacokinetics of sotorasib (AMG 510) in 
healthy subjects.  American Society of Clinical Pharmacology and Experimental 
Therapeutics Annual Meeting (ASCPT), March 8-12 & 15-17, 2021, (virtual meeting).  
Abstract# PII-009 published in Clinical Pharmacology and Therapeutics, 109 (Suppl 1): 
S31, 2021. 

209. Cardona P, Spring M, Purkis J, Mather O, Dutta S, Houk BE: An open label study to 
evaluate the effect of single and multiple doses of rifampin on the pharmacokinetics of 
sotorasib (AMG 510) in healthy subjects.  American Society of Clinical Pharmacology 
and Experimental Therapeutics Annual Meeting (ASCPT), March 8-12 & 15-17, 2021, 
(virtual meeting).  Abstract# PII-010 published in Clinical Pharmacology and 
Therapeutics, 109 (Suppl 1): S31, 2021.  Encore: International Transporter Consortium 
Workshop , April 19-20, 2021, (virtual meeting).  Abstract# ITCW-004 published in 
Clinical Pharmacology and Therapeutics, 109 (Suppl 1): S80, 2021. 

210. Cardona P, Spring M, Purkis J, Mather O, Dutta S, Houk BE: An open label study to 
evaluate the effect of sotorasib (AMG 510) on digoxin pharmacokinetics in healthy 
subjects.  American Society of Clinical Pharmacology and Experimental Therapeutics 
Annual Meeting (ASCPT), March 8-12 & 15-17, 2021, (virtual meeting).  Abstract# 
PII-011 published in Clinical Pharmacology and Therapeutics, 109 (Suppl 1): S31, 2021.  
Encore: International Transporter Consortium Workshop , April 19-20, 2021, (virtual 
meeting).  Abstract# ITCW-005 published in Clinical Pharmacology and Therapeutics, 
109 (Suppl 1): S80, 2021. 

211. Vuu I, Hutton S, Purkis J, Mather O, Dutta S, Houk BE: A phase I, open label study of 
absorption, metabolism, and Excretion of [14C]-sotorasib (AMG 510) in healthy subjects.  
American Society of Clinical Pharmacology and Experimental Therapeutics Annual 
Meeting (ASCPT), March 8-12 & 15-17, 2021, (virtual meeting).  Abstract# PIII-017 
published in Clinical Pharmacology and Therapeutics, 109 (Suppl 1): S49-50, 2021. 
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212. Vuu I, Simiens MA, Purkis J, Mather O, Dutta S, Houk BE: An open label study to 
evaluate the drug-drug interactions between metformin and sotorasib (AMG 510) in 
healthy subjects.  American Society of Clinical Pharmacology and Experimental 
Therapeutics Annual Meeting (ASCPT), March 8-12 & 15-17, 2021, (virtual meeting).  
Abstract# PIII-018 published in Clinical Pharmacology and Therapeutics, 109 (Suppl 1): 
S50, 2021.  Encore: International Transporter Consortium Workshop , April 19-20, 2021, 
(virtual meeting).  Abstract# ITCW-001 published in Clinical Pharmacology and 
Therapeutics, 109 (Suppl 1): S79, 2021. 

213. Abuqayyas L, Chen P, Dutta S, Houk BE: Dose selection for Phase 2b investigation of 
rozibafusp alfa, a bispecific therapeutic combining BAFF inhibition with ICOSL receptor 
occupancy coverage.  American Society of Clinical Pharmacology and Experimental 
Therapeutics Annual Meeting (ASCPT), March 8-12 & 15-17, 2021, (virtual meeting).  
PIII-027 published in Clinical Pharmacology and Therapeutics, 109 (Suppl 1): S52, 
2021. 

214. Abuqayyas L, Chen P, Marcia Teixeira dos Santos, Parnes JR, Dutta S, Houk BE: 
Pharmacokinetics and pharmacodynamics of rozibafusp alfa, a bispecific inhibitor of 
BAFF and ICOSL: analysis of phase 1 clinical trials.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 8-12 & 
15-17, 2021, (virtual meeting).  Abstract# PIII-028 published in Clinical Pharmacology 
and Therapeutics, 109 (Suppl 1): S52-53, 2021. 

215. Abuqayyas L, Cheng L, Simiens MA, Dutta S, Houk BE: Phase 1, open-label, 
randomized, single-dose study to assess safety and pharmacokinetics of subcutaneous 
rozibafusp alfa in healthy Japanese subjects.  American Society of Clinical Pharmacology 
and Experimental Therapeutics Annual Meeting (ASCPT), March 8-12 & 15-17, 2021, 
(virtual meeting).  Abstract# PIII-029 published in Clinical Pharmacology and 
Therapeutics, 109 (Suppl 1): S53, 2021. 

216. Upreti VV, Yago MR, Last J, Zhou D, Wong H, Dhuria SV, Agarwal SK, Chandra F, 
Doshi, S, Bhagwat S, Bose M, Jajamovich G, Davis C, Mehta K, Dutta S: Accurate 
prediction of clinical pharmacokinetics of 3-generation of Bispecific T-Cell Engagers 
(canonical BiTE® construct, half-life extended BiTE® construct, bispecific antibody) 
MABEL based first-in-human starting doses.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 8-12 & 
15-17, 2021, (virtual meeting).  

217. Trivedi A, Aoki M, Abbasi S, Dutta S, Lee E: Pharmacokinetics and safety of 
omecamtive mecarbil in healthy Japanese participants: results from a phase 1, single 
center, double-blind, randomized, placebo-controlled study.  Japenese Circulation Society 
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Congress (JCS) 85th Annual Scientific Meeting joint meeting with World Congress of 
Cardiology (WCC), March 26-28, 2021, Yokohama, Kanagawa, Japan.  Abstract# 20019. 

218. Trivedi A, Wahlstrom J, Mackowski M, Dutta S, Lee E: Pharmacokinetics, disposition, 
and biotransformation of [14C]-omecamtiv mecarbil in healthy male subjects after a 
single intravenous or oral dose.  American College of Clinical Pharmacology(ACCP), 
September 12-14, 2021, Phoenix, Arizona.   

219. Trivedi A, Hsu C, Jafarinasabian P, Terminello B, Zhang H, Flach S, Xue H, Dario B, 
Abbasi S, Dutta S, Lee E: Omecamtiv mecarbil does not prolong QTc intervals at 
therapeutic concentrations.  American College of Clinical Pharmacology(ACCP), 
September 12-14, 2021, Phoenix, Arizona.   

220. Trivedi A, Oberoi RK, Jafarinasabian P, Zhang H, Flach S, Abbasi S, Dutta S, Lee E:  
Effect of varying degrees of renal impairment on the pharmacokinetics of omecamtiv 
mecarbil.  American College of Clinical Pharmacology(ACCP), September 12-14, 2021, 
Phoenix, Arizona.   

221. Trivedi A, Oberoi RK, Mackowski M, Jafarinasabian P, Zhang H, Flach S, Abbasi S, 
Dutta S, Lee E:  Effect of varying degrees of hepatic impairment on the 
pharmacokinetics of omecamtiv mecarbil.  American College of Clinical 
Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

222. Trivedi A, Sohn W, Jafarinasabian P, Zhang H, Terminello B, Flach S, Abbasi S, Dutta S, 
Lee E:  Pharmacokinetic drug-drug interaction study of omecamtiv mecarbil with proton 
pump inhibitor, omeprazole in healthy subjects.  American College of Clinical 
Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

223. Trivedi A, Oberoi RK, Jafarinasabian P, Zhang H, Spring M, Flach S, Abbasi S, Dutta S, 
Lee E:  Pharmacokinetic drug-drug interaction study of omecamtiv mecarbil with 
MATE1/MATE2-K substrate metformin in healthy subjects.  American College of 
Clinical Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

224. Trivedi A, Mackowski M, Jafarinasabian P, Zhang H, Flach S, Terminello B, Bhatia A, 
Abbasi S, Dutta S, Lee E:  Relative bioavailability of omecamtiv mecarbil pediatric mini 
tablet formulations in healthy subjects.  American College of Clinical 
Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

225. Trivedi A, Oberoi RK, Mackowski M, Jafarinasabian P, Zhang H, Flach S, Simiens MA, 
Terminello B,, Abbasi S, Dutta S, Lee E:  Switchability and minimal effect of food on 
pharmacokinetics of modified release tablet strengths of omecamtiv mecarbil.  American 
College of Clinical Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   
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226. Trivedi A, Sohn W, Jafarinasabian P, Zhang H, Hutton S, Flach S, Abbasi S, Dutta S, 
Lee E:  Pharmacokinetic drug-drug interaction study of omecamtiv mecarbil with P-
glycoprotein (P-gp) substrate digoxin in healthy subjects.  American College of Clinical 
Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

227. Trivedi A, Sohn W, Jafarinasabian P, Zhang H, Hutton S, Flach S, Abbasi S, Dutta S, 
Lee E:  Pharmacokinetic drug-drug interaction study of omecamtiv mecarbil with 
midazolam, a CYP3A4 sensitive index substrate, in healthy subjects.  American College 
of Clinical Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

228. Trivedi A, Hsu C, Jafarinasabian P, Zhang H, Hutton S, Flach S, Abbasi S, Dutta S, Lee 
E:  Pharmacokinetic drug-drug interaction study of omecamtiv mecarbil with amiodarone 
in healthy subjects.  American College of Clinical Pharmacology(ACCP), September 
12-14, 2021, Phoenix, Arizona.   

229. Trivedi A, Sohn W, Jafarinasabian P, Zhang H, Sring M, Flach S, Abbasi S, Dutta S, Lee 
E:  Pharmacokinetic drug-drug interaction study of omecamtiv mecarbil with breast 
cancer resistance protein (BCRP) substrate rosuvastatin in healthy subjects.  American 
College of Clinical Pharmacology(ACCP), September 12-14, 2021, Phoenix, Arizona.   

230. Chen P, Trivedi A, Lee E, Dutta S, Ahamadi M:  Population pharmacokinetic properties 
of omecamtiv mecarbil in healthy subjects and patients with heart failure with reduced 
ejection fraction.  American College of Clinical Pharmacology(ACCP), September 12-14, 
2021, Phoenix, Arizona.   

231. Mehta K, Upreti V, Dutta S:  Interaction of pharmacokinetics, dynamics of target 
inhibition and target turnover: implications on clinical development of covalent 
inhibitors.  American College of Clinical Pharmacology(ACCP), September 12-14, 2021, 
Phoenix, Arizona.   

232. Castillo FS, Oberoi R, Lee E, Dutta S, Doshi S:  Longitudinal exposure-response model 
of glucagon-like peptide-1 (GLP-1) analogs for weight management.  American 
Conference on Pharmacometrics Annual Meeting (ACoP), November 8-12, 2021, Virtual. 

233. Chen P, Karlson M, Ueckert S, Pritchard-Bell A, Davis C, Nagase M, Hsu M, Dutta S, 
Ahamadi M:  Evaluation of migraine-specific questionnaire (MSQ) to inform migraine 
drug development using item response theory modeling.  American Conference on 
Pharmacometrics Annual Meeting (ACoP), November 8-12, 2021, Virtual.  

234. Zhou Di, Byers LA, Sable B, Smit MD, Sadraei NH, Dutta S, Upreti VV: Clinical 
pharmacology characterization of AMG 119, a chimeric antigen receptor T (CAR T) cell 
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therapy targeting Delta-like Ligand 3 (DLL3), in patients with relapsed/refractory small 
cell lung cancer (R/R SCLC).  American Society of Clinical Pharmacology and 
Experimental Therapeutics Annual Meeting (ASCPT), March 16-22, 2022, (virtual 
meeting).  

235. Chandra F, Wong HL, Zugmaier G, Velasco K, Doshi S, Dutta S, Upreti VV: Short daily 
disconnect of first-in-class BiTE blinatumomab continuous intravenous infusion to 
improve patient quality of life while minimizing impact on exposure and efficacy in B-
cell precursor acute lymphoblastic leukemia patients.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 16-22, 
2022, (virtual meeting).  

236. Wong HL, Chandra F, Zugmaier G, Gordon P, Zeng Y, Doshi S, Dutta S, Upreti VV: 
Encouraging pharmacokinetic/pharmacodynamic results from subcutaneous (SC) 
blinatumomab in relapsed or refractory (R/R) indolent non-Hodgkin’s lymphoma and R/
R acute lymphoblastic leukemia patients indicate that patient convenient SC dosing is a 
viable alternative to continuous intravenous infusion dosing.  American Society of 
Clinical Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 
16-22, 2022, (virtual meeting).  

237. Cardona P, Spring M, Mather O, Dutta S, Houk BE: An open label study to evaluate the 
effect the drug-drug interaction effect of itraconazole, a strong CYP3A4 and P-gp 
inhibitor, on the pharmacokinetics of sotorasib in healthy subjects.  American Society of 
Clinical Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 
16-22, 2022, (virtual meeting).  

238. Cardona P, Spring M, Purkis J, Mather O, Dutta S, Houk BE: An open label study to 
evaluate the relative bioavailability of sotorasib administered as tablets or as water 
dispersion in healthy subjects.  American Society of Clinical Pharmacology and 
Experimental Therapeutics Annual Meeting (ASCPT), March 16-22, 2022, (virtual 
meeting).  

239. Cardona P, Hutton S, Purkis J, Mather O, Dutta S, Houk BE: An open label study to 
assess the effect of food on the pharmacokinetics of sotorasib in healthy subjects.  
American Society of Clinical Pharmacology and Experimental Therapeutics Annual 
Meeting (ASCPT), March 16-22, 2022, (virtual meeting).  

240. Chen P, Pritchard-Bell A, Karlson M, Ueckert S, Davis C, Nagase M, Hsu M, Dutta S, 
Ahamadi M:  Item response theory modeling framework for evaluating migraine-specific 
questionnaire (MSQ) in migraine drug development.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 16-22, 
2022, (virtual meeting).  
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241. Lee SY, Chen P, Narayanan N, Dutta S, Ahamadi M:  Performance of nlmixr vs 
NONMEM for the estimation of pharmacometric models with different degrees of non-
linearity-an Amgen experience.  American Society of Clinical Pharmacology and 
Experimental Therapeutics Annual Meeting (ASCPT), March 16-22, 2022, (virtual 
meeting).  

242. Ahamadi M, Narayanan A, Chen P, Kast J, Dutta S, Upreti VV:  Viral kinetic 
mechanistic modeling of first-in-class oncolytic virus therapy talimogene laherparepvec 
(TVEC) in subjects with advanced melanoma.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 16-22, 
2022, (virtual meeting).  

243. Chase B, Jajamovich G, Mehta K, Dutta S, Ross DS: Modeling the Effects of Shed 
Targets on Efficacy of Immunotherapies.  Society for Industrial and Applied 
Mathematics(SIAM), July 11-15, 2022, Pittsburgh, PA.  (Available from https://
www.siam.org/Portals/0/Conferences/AN/AN22/AN22_ABSTRACTS_V2.pdf;  page 
157). 

244. Cardona P, Hutton S, Purkis J, Varrieur T, Dutta S, Houk BE: An open label study to 
assess the effect of coadministration of sotorasib on the pharmacokinetics of rosuvastatin, 
a breast cancer resistance protein (BCRP) substrate, in healthy subjects.  American 
Society of Clinical Pharmacology and Experimental Therapeutics Annual Meeting 
(ASCPT), March 22-24, 2023, Atlanta, GA.  

245. MaComb M, Terrio C, Purkis J, Varrieur T, Dutta S, Houk BE: An open label single-
dose study to evaluate the pharmacokinetics of sotorasib in healthy subjects and subjects 
with moderate or severe hepatic impairment.  American Society of Clinical 
Pharmacology and Experimental Therapeutics Annual Meeting (ASCPT), March 22-24, 
2023, Atlanta, GA.  

246. Chen P, Modi S, Karlson M, Mackowski M, Dutta S, Ahamadi M:  Comparison of item 
response theory modeling frameworks between two patient-reported outcomes (PROs) in 
migraine prevention drug development.  American Conference on Pharmacometrics 
Annual Meeting (ACoP), October 30-November 02, 2022, Aurora, CO.  

247. Chih-Wei L, Nags M, Doshi S, Dutta S:  A platform model for multiple time-to-event 
endpoints.  American Conference on Pharmacometrics Annual Meeting (ACoP), October 
30-November 02, 2022, Aurora, CO.  
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Publications 

Dissertation: Dutta S.  Factors affecting the assessment of CNS pharmacodynamics, State 
University of New York at Buffalo, NY, USA, 1997.  UMI Dissertation Information Services, 
Ann Arbor, Michigan, USA. 

1. Dutta S, Matsumoto Y, Ebling WF:  Is it possible to estimate the parameters of the 
sigmoid Emax model with truncated data typical of clinical studies?  Journal of 
Pharmaceutical Sciences, 85 (2): 232-239, 1996. 

2. Dutta S, Matsumoto Y, Gothgen NU, Ebling WF:  Concentration - EEG effect 
relationship of propofol in rats.  Journal of Pharmaceutical Sciences, 86 (1): 37-43, 1997. 

3. Dutta S, Ebling WF:  Parameter estimability of biphasic response models.  Journal of 
Pharmaceutical Sciences, 86 (1): 44-51, 1997. 

4. Dutta S, Matsumoto Y, Ebling WF:  Propofol pharmacokinetics and pharmacodynamics 
assessed from a cremophor EL formulation.  Journal of Pharmaceutical Sciences, 86 (8): 
967-969, 1997. 

5. Dutta S, Ebling WF:  Emulsion formulation reduces propofol dose requirement and 
enhances safety.  Anesthesiology, 87 (6): 1394-1405, 1997. 

6. Dutta S, Ebling WF:  Formulation dependent pharmacokinetics and pharmacodynamics 
of propofol.  Journal of Pharmacy and Pharmacology, 50: 37-42, 1998. 

7. Dutta S, Matsumoto Y, Muramatsu A, Matsumoto M, Fukuoka M, Ebling WF:  Steady-
state propofol brain:plasma and brain:blood partition coefficient and the effect site 
equilibration paradox.  British Journal of Anaesthesia, 81: 422-424, 1998. 

8. Dutta S, Ebling WF:  Formulation-dependent brain and lung distribution kinetics of 
propofol in rats.  Anesthesiology, 89 (3): 678-685, 1998.  

9. Dutta S, Lal R, Karol MD, Cohen T, Ebert T:  Influence of cardiac output on 
dexmedetomidine pharmacokinetics.  Journal of Pharmaceutical Sciences, 89 (4): 
519-527, 2000.  

10. Dutta S, Karol MD, Cohen T, Jones RM, Mant T:  Effect of dexmedetomidine on 
propofol requirements in healthy volunteers.  Journal of Pharmaceutical Sciences, 90 (2): 
172-181, 2001.  
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11. Samara E, Dutta S, Cao G, Granneman GR, Dordal MS, Padley RJ:  Single dose 
pharmacokinetics of atrasentan, an endothelin-a receptor antagonist.  Journal of Clinical 
Pharmacology, 41 (4): 397-403, 2001. 

12. Dutta S, Samara E, Lam W, Granneman GR, Leese PT, Padley RJ:  Multiple dose 
pharmacokinetics of atrasentan, an endothelin-a receptor antagonist.  Clinical Drug 
Investigation, 21 (2): 129-136, 2001. 

13. Dutta S, Zhang Y, Selness DS, Lee LL, Williams LA, and Sommerville KW:  
Comparison of the bioavailability of unequal doses of divalproex sodium extendedrelease 
(ER) formulation relative to divalproex sodium delayedrelease (DR) formulation in 
healthy volunteers.  Epilepsy Research, 49 (1): 1-10, 2002. 

14. Dutta S, Zhang Y, Granneman GR, Verlinden M:  Effect of food on the pharmacokinetics 
of fiduxosin in healthy male subjects European Journal of Drug Metabolism and 
Pharmacokinetics, 27 (1): 49-52, 2002. 

15. Dutta S, Zhang Y, Daszkowski DJ, Granneman GR, Verlinden M:  Multiple dose 
pharmacokinetics of fiduxosin under fasting conditions in healthy elderly male subjects.  
Journal of Pharmacy and Pharmacology, 54 (5): 641-647, 2002. 

16. Dutta S, Zhang Y, Daszkowski DJ, Granneman GR, Verlinden M:  Single- and multiple- 
dose pharmacokinetics of fiduxosin under nonfasting conditions in healthy male subjects.  
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