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Curriculum Vitae

Personal information Marco Cavaleri

Work experience

May 2022-present:

e Head of Health Threats and Vaccines Strategy, EMA, Amsterdam, NL.

e In addition to the role and responsibilities below, co-chair of the Emergency Task Force of the EMA working
on preparedness and response for health threats

e Member of WHO PDVAC for development of new vaccines

March 2020-May 2022:

e Head of Biological Health Threats and Vaccines Strategy, Clinical trials and manufacturing Working

Stream, EMA, Amsterdam, NL.

Chair of the EMA COVID-19 Task Force for rapid evaluation of vaccines and therapeutics for COVID-19.

EMA lead in the activities related to COVID-19 vaccines and therapeutics.

Co-Chair of ICMRA Workshops on COVID-19 vaccines and therapeutics.

Member of EC expert group on variant vaccines for COVID-19.

Scientific contribution and coordination of the activities of the therapeutic area working parties, i.e.

Vaccine Working Party and Infectious Diseases Working Party, including guideline development;

Responsible for vaccines strategy of the EMA as per Regulatory Science Strategy and EU network strategy

e Responsible for the AMR Agency strategy on human medicines.

e EMA topic leader and scientific coordinator for activities related to public health emergencies of
international concern

e Member of the WHO R&D Blueprint SAG.

e Member of the WHO WG on clinical trial design for emergent pathogens

2013-2020:
e Head of Antiinfectives and Vaccines Office, Scientific and Regulatory department, Human Medicines

Evaluation Division, EMA, Amsterdam, NL.

e Responsible for scientific oversight and coordination of EU regulatory activities for antiinfectives and
vaccines.

e Operational coordination and implementation of the Office activities and report regularly thereon to the
Head of Department

e Supervision of work carried out by Office staff.

e Responsible for the Office’s contributions with regard to safety, efficacy and risk management aspects
related to medicinal products in the therapeutic areas, thereby ensuring that the Agency’s role in the
clinical and benefit/risk evaluation is performed with the highest possible quality.

e Developing the therapeutic area competencies to support research and development as well as
pharmacovigilance activities, and to complement the competencies available in the network.

e Scientific contribution and coordination of the activities of the therapeutic area working parties, i.e.
Vaccine Working Party and Infectious Diseases Working Party, including guideline development;

e Coordination of activities of scientific advisory groups (SAGs) for antivirals, antiinfectives and vaccines.

e EMA scientific leader for the AMR Agency strategy on human medicines and Chair of the EMA AMR Task
Force.

e EMA topic leader and scientific coordinator for activities related to public health emergencies of
international concern.

e EMA Chair of cluster meetings with FDA on vaccines, antibiotics and antivirals.

¢ Member of WHO R&D Roadmaps Task Force for diagnostics, vaccines and antivirals for several pathogens,
e.g. Ebola/Marburg.

e Representative of EMA on the human medicines side in the context of Transatlantic Task Force on
Antimicrobial Resistance (TATFAR) and in the context of the European Strategy on Antimicrobial
Resistance.

e Chair of CPAS, Advisory group to CHMP and PRAC on classification of post-authorization studies.

e Member of several Scientific Advisory Board of EU funded projects.

2009-2013:

o Head of Section Antiinfectives and vaccines, Safety&Efficacy Sector, Human Medicines Development
and Evaluation Unit, European Medicines Agency (EMEA), London, UK.

e Specific tasks include:

e Responsible for all pre- and post-authorization scientific, regulatory and procedural activities related to
vaccines and antiinfectives, including management of Vaccine Working Party, Infectious Diseases Working
Party and scientific advisory groups (SAGs) for antivirals, antiinfectives and ad-hoc groups for vaccines
and tropical medicines.

e Operational coordination and implementation of the Section activities and report regularly thereon to the
Head of Sector and supervision of work carried out by Office staff.

e EMA scientific coordinator of activities related to clinical and preclinical evaluation of vaccines during the
2009 H1IN1 pandemic .

e Representation of EMA at various meetings and expert groups at WHO and at international scientific
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meetings in the area of infectious diseases, especially in the areas of vaccines, influenza, TB and bacterial
infections.

e Representation of EMA on the human medicines side in the context of Transatlantic Task Force on
Antimicrobial Resistance (TATFAR) and in the context of the European Strategy on Antimicrobial
Resistance.

2008- 2009:

e -Specialised Group Leader Antiinfectives, Safety&Efficacy Sector, Pre-Authorisation Human Unit,
European Medicines Agency (EMEA), London, UK, managing the group within the EMEA secretariat in
charge of initial MAA procedures for drugs in the areas of infectious diseases including vaccines,
rheumatology, GI and autoimmune diseases.

2008:

* Scientific Associate Director at Cosmo Pharmaceuticals, Italy, acting as deputy of both Chief Scientific
Officer and Chief Medical Officer. Main responsibilities included definition of regulatory, preclinical and
clinical strategy for all products in full development

2005- 2007:
* Scientific Administrator, Scientific Advice and Orphan Drugs Sector, Pre-Authorisation Unit,

European Medicines Agency (EMEA), London, UK acting as EMEA coordinator and project manager for both
scientific advice and orphan drugs procedures.

2005:
e Associate Director, Clinical Pharmacology at Tibotec BVBA-Johnson & Johnson, Belgium, with global

development responsibilities for clinical pharmacology for a new antitubercolosis drug.

2002- 2005:

, at “Vicuron Pharmaceuticals Italy”,

Gerenzano.
e Responsible for clinical trials in Europe

2000-2002:
e Head of Bioanalysis and Pharmacokinetics, "Biosearch Italia S.p.A.”, Gerenzano (VA)
e Project Leader for the early development candidates antibiotics
e Study Director of Bioanalysis, Pharmacokinetic and Toxicokinetic GLP studies with parenteral and topical

antibiotics.
e Management of outsourced toxicology activities as Company representative and Study Monitor.

1997-2000:

e PK specialist at "Biosearch Italia S.p.A.”, Gerenzano (VA) Italy.

Education and training

1995-1997:

e Degree in Pharmacology.
University of Milan, Italy.
1989-1995:

e Degree in Pharmaceutical Sciences.

University of Milan, Italy.

Additional information

Publications Buoninfante, A., Andeweg, A., Baker, A.T. Mitesh Borad, Nigel Crawford, Jean-Michel Dogné, David Garcia-

Azorin, Andreas Greinacher, Rita Helfand, Anders Hviid, Stefan Kochanek, Marta Lépez-Faugued, Ishac Nazy, Anand
Padmanabhan, Sue Pavord, Daniel Prieto-Alhambra, Huyen Tran, Ulla Wandel Liminga & Marco Cavaleri

Understanding thrombosis with thrombocytopenia syndrome after COVID-19 vaccination. npj Vaccines 7, 141

(2022). https://doi.ora/10.1038/s41541-022-00569-8

Sonali Kochhar, Draurio Barreira, Pauline Beattie, Marco Cavaleri, Alejandro Cravioto, Mike W Frick, Ann M
Ginsberg, Ian Hudson, David C Kaslow, Sherry Kurtz, Christian Lienhardt, Shabir A Madhi, Christopher

Morgan, Yalda Momeni, Deepali Patel, Helen Rees, Taryn Rogalski-Salter , Alexander Schmidt , Boitumelo Semete-
Makokotlela, Gerald Voss, Richard G White , Matteo Zignol , Birgitte Giersing

Building the concept for WHO Evidence Considerations for Vaccine Policy (ECVP): Tuberculosis vaccines intended for
adults and adolescents as a test case

Vaccine. 2022 Mar 15;40(12):1681-1690. doi: 10.1016/j.vaccine.2021.10.062.

Cavaleri M, Sweeney F, Gonzalez-Quevedo R, Carr M
haping EU medicines regulation in th VID-19 era.

Lancet Reg Health Eur. 2021 Oct;9:100192. doi: 10.1016/j.lanepe.2021.100192.

Cavaleri M, Enzmann H, Straus S, Cooke E.
The European Medicines Agency's EU conditional marketing authorisations for COVID-19 vaccines.

Lancet. 2021 Jan 30;397(10272):355-357. doi: 10.1016/S0140-6736(21)00085-4.
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Moore KA, Ostrowsky JT, Kraigsley AM, Mehr AJ, Bresee ]S, Friede MH, Gellin BG, Golding JP, Hart PJ, Moen A,
Weller CL, Osterholm MT; Influenza Vaccines R&D Roadmap Taskforce Vaccine.
A Research and Development (R&D) roadmap for influenza vaccines: Looking toward the future.

2021 Oct 29;39(45):6573-6584. doi: 10.1016/j.vaccine.2021.08.010.

Mufioz-Fontela C, Dowling WE, Funnell SGP, Gsell PS, Riveros-Balta AX, Albrecht RA, Andersen H, Baric RS, Carroll
MW, Cavaleri M, Qin C, Crozier I, Dallmeier K, de Waal L, de Wit E, Delang L, Dohm E, Duprex WP, Falzarano D,
Finch CL, Frieman MB, Graham BS, Gralinski LE, Guilfoyle K, Haagmans BL, Hamilton GA, Hartman AL, Herfst S,
Kaptein SJF, Klimstra WB, Knezevic I, Krause PR, Kuhn JH, Le Grand R, Lewis MG, Liu WC, Maisonnasse P, McElroy
AK, Munster V, Oreshkova N, Rasmussen AL, Rocha-Pereira J, Rockx B, Rodriguez E, Rogers TF, Salguero FJ,
Schotsaert M, Stittelaar KJ, Thibaut HJ, Tseng CT, Vergara-Alert ], Beer M, Brasel T, Chan JFW, Garcia-Sastre A,
Neyts J, Periman S, Reed DS, Richt JA, Roy CJ, Segalés J, Vasan SS, Henao-Restrepo AM, Barouch DH

Animal models of COVID-19.

Nature. 2020 Oct;586(7830):509-515. doi: 10.1038/s41586-020-2787-6.

Pelfrene E, Botgros R, Cavaleri M.

Antimicrobial multidrug resistance in the era of COVID-19: a forgotten plight?
Antimicrob Resist Infect Control. 2021 Jan 29;10(1):21. doi: 10.1186/s13756-021-00893-z

Eichler, H. - G., Cavaleri, M., Enzmann, H., Scotti, F., Sepodes, B., Sweeney, F., Vamvakas, S. and Rasi, G. (2020),
Clinical Trials for COVID - 19: Can we Better Use the Short Window of Opportunity?. Clin. Pharmacol. Ther.
doi:10.1002/cpt.1891

Sumathi Nambiar, Marco Cavaleri, and Junko Sato
Achieving Regulatory Alignment for Anti-Infective Clinical Trials

ACS Infect. Dis. 2020, 6, 1308-1310

Annelie A Monnier, Evelina Tacconelli, Christine Ardal, Marco Cavaleri, Inge C Gyssens, A case study on
Staphylococcus aureus bacteraemia: available treatment options, antibiotic R&D and responsible antibiotic-use
strategies, JAC-Antimicrobial Resistance, Volume 2, Issue 2, June 2020, dlaa034,

https://doi.org/10.1093/jacamr/dlaa034

Lienhardt C, Vernon AA, Cavaleri M, Nambiar S, Nahid P. Development of new TB regimens: Harmonizing trial
design, product registration requirements, and public health guidance.

PLoS Med. 2019;16(9):€1002915. Published 2019 Sep 6. doi:10.1371/journal.pmed.1002915

Pelfrene E, Harvey Allchurch M, Ntamabyaliro N, Victoria Nambasa, Fatima V Ventura, Nithyanandan
Nagercoil, Marco Cavaleri.

The European Medicines Agency's scientific opinion on oral fexinidazole for human African trypanosomiasis.

PLoS Negl Trop Dis. 2019;13(6):e0007381. Published 2019 Jun 27. doi:10.1371/journal.pntd.0007381

Pelfrene E, Sebris Z, Cavaleri M. Comment on Fauconnier, A.
Phage Therapy Regulation: From Night to Dawn.
Viruses. 2019;11(9):771. Published 2019 Aug 22. doi:10.3390/v11090771

Demonstrating vaccine effectiveness during a waning epidemic: A WHO/NIH meeting report on approaches to
velopment and licensure of Zika vaccin ndi

Vannice KS, Cassetti MC, Eisinger RW, Hombach J, Knezevic I, Marston HD, Wilder-Smith A, Cavaleri M, Krause PR.

Vaccine. 2019 Feb 4;37(6):863-868. doi: 10.1016/j.vaccine.2018.12.040. Epub 2019 Jan 11.

Monoclonal antibodies as anti-infective products: a promising future?

Pelfrene E, Mura M, Cavaleiro Sanches A, Cavaleri M.

Clin Microbiol Infect. 2019 Jan;25(1):60-64. doi: 10.1016/j.cmi.2018.04.024. Epub 2018 Apr 30. Review
Human challen rials in vaccin velopment, Rockville, MD A mber 28- 2017.

Baay MFD, Richie TL, Neels P; Session chairs at the second Human Challenge Trials meeting.

Biologicals. 2018 Mar 21. pii: S1045-1056(18)30039-3. doi: 10.1016/j.biologicals.2018.02.002

Clinical development and regulatory points for consideration for second-generation live attenuated dengue vaccines

Kirsten S. Vannice, Annelies Wilder-Smith, Alan D.T.Barrett, Kalinka Carrijo, Marco Cavaleri, Aravinda de Silva, Anna
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P. Durbin, Tim Endy, Eva Harris, Bruce L. Innis, Leah C. Katzelnick, Peter G. Smith, Wellington Sun, Stephen J.
Thomas, Joachim Hombach.

Vaccine 2018 Volume 36, Issue 24, 7 June 2018, Pages 3411-3417. doi:10.1016/j.vaccine.2018.02.062.

Discovery, research, and development of new antibiotics: the WHO priority list of antibiotic-resistant bacteria and
tuberculosis.

Tacconelli E, Carrara E, Savoldi A, Harbarth S, Mendelson M, Monnet DL, Pulcini C, Kahlmeter G, Kluytmans J,
Carmeli Y, Ouellette M, Outterson K, Patel J, Cavaleri M, Cox EM, Houchens CR, Grayson ML, Hansen P, Singh N,
Theuretzbacher U, Magrini N; WHO Pathogens Priority List Working Group.

Lancet Infect Dis. 2017 Dec 21. pii: S1473-3099(17)30753-3. doi: 10.1016/S1473-3099(17)30753-3.

Facilitating Antibacterial Drug Development in a Time of Great Need.
Cox E, Cavaleri M, Eichler HG, Woodcock J, Borio L.

Clin Infect Dis. 2016 Aug 15;63 Suppl 2:527-8. doi: 10.1093/cid/ciw257.

B. rioph her. 1A 1 r ive.
Pelfrene E, Willebrand E, Cavaleiro Sanches A, Sebris Z, Cavaleri M.

J Antimicrob Chemother. 2016 Apr 10.

A viewpoint on European Medicines Agency experience with investigational medicinal products for Ebola.
Cavaleri M, Thomson A, Salmonson T, Hemmings RJ.

Clin Trials. 2016 Feb;13(1):101-4.

Use of colistin-containing products in animals within the European Union and European Economic Area (EU/EEA):
development of resistance and possible impact on human and animal health

Catry B, Cavaleri M, Baptiste K, Grave K, Grein K, Holm A, Jukes H, Liebana E, Lopez Navas A, Mackay D,
Magiorakos AP, Moreno Romo MA, Moulin G, Mufioz Madero C, Matias Ferreira Pomba MC, Powell M, Pyo6rald S,
Rantala M, RuZauskas M, Sanders P, Teale C, Threlfall EJ, Térneke K, van Duijkeren E, Torren Edo J.

Int J Antimicrob Agents. 2015 Sep;46(3):297-306

Hollow Fibre System Model for Tuberculosis: The European Medicines Agency Experience
Cavaleri M, Manolis E.

Clin Infect Dis. 2015 Aug 15;61 Suppl 1:S1-4

Analysis of licensed over-the-counter (OTC) antibiotics in the European Union and Norway, 2012
Both L, Botgros R, Cavaleri M.

Euro Surveill. 2015 Aug 27;20(34)

experience at the European Medicines Agency.

Pelfrene E, Pinheiro MH, Cavaleri M.

Int Health. 2015 Jul;7(4):239-46

Approaches to Demonstration of Ebola Virus Vaccine Efficacy
Krause PR, Cavaleri M, Coleman G, Gruber MF.

Lancet Infect Dis. 2015 Jun;15(6):627-9. Epub 2015 May 17.

T f antimi ] ] - for i .
Roca I, Akova M, Baquero F, Carlet J, Cavaleri M, Coenen S, Cohen J, Findlay D, Gyssens I, Heuer OE, Kahlmeter
G, Kruse H, Laxminarayan R, Liébana E, Lopez-Cerero L, MacGowan A, Martins M, Rodriguez-Bafio J, Rolain M,
Segovia C, Sigauque B, Tacconelli E, Wellington E, Vila J.

New Microbes New Infect. 2015 Apr 16;6:22-9

Summary of knowledge gaps related to quality and efficacy of current influenza vaccines.
Pfleiderer M, Trouvin JH, Brasseur D, Granstrom M, Shivji R, Mura M, Cavaleri M.

Vaccine. 2014 Jul 31;32(35):4586-91.

Regulation of vaccines in Europe

WWWw.ema.europa.eu
20/04/2023 Classified as public by the European Medicines Agency Page 4 of 5


https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/article/pii/S0264410X18302494#!
https://www.sciencedirect.com/science/journal/0264410X/36/24
https://doi.org/10.1016/j.vaccine.2018.02.062
https://www.ncbi.nlm.nih.gov/pubmed/?term=WHO%20Pathogens%20Priority%20List%20Working%20Group%5BCorporate%20Author%5D
https://www.ncbi.nlm.nih.gov/pubmed/27481949
http://www.ncbi.nlm.nih.gov/pubmed/27068400
http://www.ncbi.nlm.nih.gov/pubmed/26768561
http://www.ncbi.nlm.nih.gov/pubmed/25855638
http://www.ncbi.nlm.nih.gov/pubmed/25855638
http://www.ncbi.nlm.nih.gov/pubmed/26029375
http://www.ncbi.nlm.nih.gov/pubmed/24954696

Ehmann F, Kurz X., Cavaleri M, Arlett P.

Vaccines (book) sixth edition (2013) and seventh edition (2017)

A alobal reqgulatory science agenda for vaccines.

Elmgren L, Li X, Wilson C, Ball R, Wang J, Cichutek K, Pfleiderer M, Kato A, Cavaleri M, Southern J, Jivapaisarnpong
T, Minor P, Griffiths E, Sohn Y, Wood D.

Vaccine. 2013 Apr 18;31 Suppl 2:B163-75.

The state of hepatitis B and C in Europe: report from the hepatitis B and C summit conference*.

Hatzakis A, Wait S, Bruix J, Buti M, Carballo M, Cavaleri M, Colombo M, Delarocque-Astagneau E, Dusheiko G,
Esmat G, Esteban R, Goldberg D, Gore C, Lok AS, Manns M, Marcellin P, Papatheodoridis G, Peterle A, Prati D,
Piorkowsky N, Rizzetto M, Roudot-Thoraval F, Soriano V, Thomas HC, Thursz M, Valla D, van Damme P, Veldhuijzen
IK, Wedemeyer H, Wiessing L, Zanetti AR, Janssen HL.

J Viral Hepat. 2011 Sep;18 Suppl 1:1-16

Human pharmacokinetics and rationale for once-weekly dosing of dalbavancin, a semi-synthetic glycopeptide.
M.B. Dorr, D. Jabes, M. Cavaleri, J. Dowell, G. Mosconi, A. Malabarba, RJ White and T. Henkel,
Journal of Antimicrobial and Chemotherapy 2005 Mar;55 Suppl 2:ii25-30.

Pharmacokinetics and excretion of dalbavancin in the rat.
M. Cavaleri, S. Riva, A. Valagussa, M. Guanci, L. Colombo, J. Dowell and M. Stogniew

Journal of Antimicrobial and Chemotherapy 2005 Mar;55 Suppl 2:ii31-5.

Efficacy of Dalbavancin against Methicillin-Resistant Staphylococccus aureus in the rat granuloma pouch infection
model.

D. Jabes, G. Candiani, G. Romano, C. Brunati, S. Riva and M. Cavaleri

Antimicrobial Agents and Chemotherapy (Apr. 2004) 1118-1123.

Determination of Ramoplanin in human urine by high-performance liquid chromatography with automated column
switching.

M. Cavaleri, W. Pollini and L. Colombo.

Journal of Chromatography A, 846 (1999) 185-192.

Cholesta-5,7,9(11)-trien-3b-ol found in plasma of patients with Smith-Lemli-Opitz syndrome suggests formation of a
sterol hydroperoxide.

E. De Fabiani, D. Caruso,_M. Cavaleri, M. Galli Kienle and G. Galli.
The Journal of Lipid Research (1996) 37, p.2280-2287.

Projects Co-inventor of 3 EU and/or US registered patents.

Memberships

Other Relevant Information
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