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Academic Profile 

2015-2017: PhD, summa cum laude, School of Biochemistry, Chemistry and Pharmacy of the 

Johann Wolfgang Goethe-Universität, Frankfurt am Main, Germany 

The qualification was based on a dissertation which aimed at exploring the utilization of in vitro and 

in silico tools to improve the assessment and extrapolation of therapeutic equivalence.  In vitro to in 

vivo extrapolation using PBPK models was the core of the dissertation. The feasibility of 

extrapolating bioequivalence results from the traditional healthy adults model to special populations 

as well as an integrative approach combining in vitro predictive dissolution, PBPK and PK/PD 

models for decision making about generic drug BE standards were also addressed.  

Committee: Prof. Dr. Jennifer B. Dressman, Prof. Dr. Cristos Reppas, Prof. Dr. Dieter Steinhilber 

and Prof. Dr. Achim Schmidtko. 

2010-2013: MSc Applied Toxicology to Health Surveillance, State University of Londrina, 

PR, Brazil 

The qualification was based on a thesis which aimed at analyzing the predictive capacity of BCS and 

BDDCS on bioequivalence outcome.   

Advisor: Prof. Dr. Silvia Storpirtis 

mailto:rcristofoletti@cop.ufl.edu


2000-2004: BSc Pharmaceutical Sciences, University of Sao Paulo, FCFRP, Ribeirao Preto, 

SP, Brazil 

This included four-year experience in a Pharmacology laboratory, working on antipyretic and pain 

relief models. The final year was dedicated to industrial pharmacy, including a 6-month placement 

at the CIMED Indústria Farmaceutica Ltda, Brazil (drug product development).  

 

Employment Profile  

2023-current: Associate Director of the Center for Pharmacometrics and Systems 

Pharmacology, College of Pharmacy, University of Florida. 

2020-current: Assistant Professor at the Department of Pharmaceutics, College of Pharmacy, 

University of Florida. 

On July 1st of 2020 I joined the College of Pharmacy, University of Florida as a tenure-track, 

Assistant Professor.   

2019-2020: Research Assistant Professor at the Center for Pharmacometrics and Systems 

Pharmacology in Lake Nona (Orlando), University of Florida. 

In June of 2019 I joined the CPSP in Lake Nona in a full-time position at the Research Assistant 

Professor level to develop state-of-the-art physiologically-based pharmacokinetic (PBPK) models to 

anticipate clinically relevant drug-drug interactions as well as to investigate the impact of intrinsic 

and extrinsic factors on systemic and tissue drug distribution as potential sources of variability in the 

time course of pharmacological effect. Exploring integrated frameworks combining mechanistic 

absorption modeling with in vitro to in vivo extrapolation techniques to reduce regulatory burden 

will also be part of my research line, with potential to attract external funding from regulatory 

authorities, pharmaceutical companies, contract research organizations and providers of 

pharmacometrics software and services. 

2005-2019: Brazilian Health Regulatory Agency (Anvisa), Brasilia, DF, Brazil 

From 2005 on I have been working at the Biopharmaceutics & Clinical Pharmacology Department 

of Anvisa where I am responsible for carrying out inspections under the scope of GCP and GLP as 

well as for reviewing biopharmaceutics and clinical pharmacology reports submitted to support 



generic and new drug applications as well as biosimilars. I have been a member of the Brazilian 

Pharmacopoeia since 2010.  I was given a leave of absence to work on my Ph.D. 

2004-2005: CIMED Industria Farmaceutica Ltda, Pouso Alegre, MG, Brazil 

Projects included the development of oral drug products and in vitro biopharmaceutics analysis.   

 

Research Interests 

• Integrating in vitro systems and quantitative methods and modeling to inform drug discovery and 

drug product development with focus on: 

o Oral  and non-oral mechanistic absorption models  

o Translational DMPK 

o Disease-based models  

• Integrating stem cell technology, tissue biopsy, co-culture techniques, microfluidics, and next 

generation sequencing to develop microphysiological systems to investigate drug- and disease- 

related mechanisms affecting membrane integrity and predict drug absorption/disposition. 

o Development of a segment-specific intestine-on-a-chip to investigate drug- and disease-

related mechanism affecting intestinal membrane integrity (leaky gut) as well as transport-

mediated kinetics and drug-drug interactions. 

o Development of a neurovascular unit-on-a-chip model to study drug penetration in the brain 

parenchyma and cerebrospinal fluid as well as molecular and cellular underlying 

mechanisms in neurodegenerative diseases. 

• Development of microphysiological system to study Down Syndrome pathogenesis downstream the 

extra copy of the chromosome 21 in different tissues. 

• Development of microphysiological system to study host-virus interaction in the CNS. 

• Development of techniques for precision dosing of metabolically-cleared drugs, e.g. liquid biopsy. 

• Quantification of human blood-brain barrier drug transporters and solute carriers in health and 

disease (e.g., in Allan-Herndon-Dudley syndrome). 

• Evaluating protein abundance vs. activity relationships of drug-metabolizing enzymes (CYP and 

UGT) in the human liver and small intestine,  using matched iPSC-derived intestinal organoids and 

hepatocytes. 

 

Awards 



ATCC Innovation Challenge 2024 for my research on CAR-T therapies 

International Society for Stem Cell Research (ISSCR) travel award 2023 (Pineiro-Llanes     

et al, 2023) 

Top Student & Trainee Abstracts at the 2022 Annual Meeting of the American College of 

Clinical Pharmacology (Silva et al, 2022); 

QSP SIG Poster Highlight at the 2021 ACoP12 

Student Abstract Award Winner at the 2020 Annual Meeting of the American College of 

Clinical Pharmacology (Cicali et al, 2021); 

Simcyp Academic Award for the Most Informative and Scientific Report 2020: 

Cicali B, Long T, Kim S, Cristofoletti R. 2020. Assessing the impact of cystic fibrosis on the 

antipyretic response of ibuprofen in children: Physiologically‐based modeling as a candle in the dark. 

Br J Clin Pharmacol doi: 10.1111/bcp.14326. Online ahead of print. 

In recognition of scientific research which is leading the field of virtual bioequivalence trials. 

Simcyp Academic Award for the Most Informative and Scientific Report 2017: 

Cristofoletti R, Patel N, Dressman JB. 2017. Assessment of Bioequivalence of Weak Base 

Formulations Under Various Dosing Conditions Using Physiologically Based Pharmacokinetic 

Simulations in Virtual Populations. Case Examples: Ketoconazole and Posaconazole. J Pharm Sci 

106(2):560-569. 

In recognition of scientific research which is leading the field of IVIVE, ADME, PBPK, Pharmaceutics, 

Biologics, Safety Pharmacology, Systems Pharmacology and Modeling and Simulation. 

 

Other Experience and Professional Memberships 

2023-  Grant reviewer for NIH - Advancing Therapeutics study section: MCST-M (81) S 

2023-  Grant reviewer for Maryland Industrial Partnerships Program 

2023-  Grant reviewer for Austrian Science Fund (FWF) 

2023-   Member of the International Microphysiological System Society (IMPSS) 



2023-   Member of the European Organ-on-chip society (EUROoCS). 

2023-   Editorial Board, AAPS J 

2022-  Grant reviewer for Austrian Science Fund (FWF) 

2022-   Editorial Board, Journal of Precision Medicine 

2022-   Guest Editor, European Journal of Pharmaceutics and Biopharmaceutics – special issue on modeling 

and artificial intelligence in drug delivery 

2022- Editorial Board, Journal of Pharmacy & Pharmacology 

2021- Guest Editor, AAPS J – special issue on IVIVE-PBPK modeling 

2021- Editorial Board, Biopharmaceutics & Drug Disposition 

2021- Associate Editor, Frontiers in Pharmacology – Drug Transport and Metabolism 

2021- Member, American Association of Pharmaceutical Scientists (AAPS) 

2021- Member of the European Network on Understanding Gastrointestinal Absorption-related Processes 

(UNGAP) 

2019- Member, American Society for Clinical Pharmacology (ASCPT) 

2017- Member, Iberoamerican Pharmacometrics Network (RedIF) 

2008- Member, Brazilian Pharmacopoeia 

2008- Member, BCS and Biowaiver Focus Group, FIP 
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modeling and simulation. Eur J Pharm Sci 194:106689. 
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Alexandre V, Charbe NB, Borghi-Pangoni FB, Cristofoletti R, Diniz A. 2023. Adult and pediatric 

physiologically-based biopharmaceutics modeling to explain lamotrigine immediate release 

absorption process. CPT Pharmacometrics Syst Pharmacol. doi: 10.1002/psp4.13071. Online ahead 

of print. 
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