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Personal information Viviana Giannuzzi
Work experience                                                                                                      

 

Dates: 07/2010 - Present 

Position held: Senior scientist

Employer: Fondazione per la Ricerca Farmacologica Gianni Benzi onlus (Italy)

Main activities in the position: Head of the Research Department. 
Senior regulatory manager for consultancy activities: European medicine regulatory procedures, ethical/regulatory 
support to the preparation of documents for clinical studies (protocol, material for the informed consent and assent 
process., etc). 
Researcher and leader of ethics and regulatory activities/work packages in EU projects. 
Project manager of EuOrphan. 
Project writer for grant applications.

 

Dates:  01/2010 – 12/2015 

Position held: Consultant

Employer: Consorzio per Valutazioni Biologiche e farmacologiche (Italy)

Main activities in the position: Education and training activities; Regulatory and ethical support to ARPEC project 
(2009 11 01, Health 
Programme).

 

Dates: 04/2010 – 07/2010

Position held: Consultant

Employer: Fondazione per la Ricerca Farmacologica ‘Gianni Benzi’ onlus (Italy)

Main activities in the position: Scientific Coordination of TEDDY (EU FP6 Network of Excellence LSHB-CT-2005-
005216) e-Learning Platform: 
preparation/support to the realisation of educational material on paediatric medicines; support to the realisation 
of the platform.

 

Dates: 04/2008 – 07/2010

Position held: Scientific Secretary of Ethics Committee

Employer: ASL Lecce (Italy)

Main activities in the position: Support to the evaluation of interventional and non-interventional studies, and the 
application of current 
international and national provisions; National Monitoring Centre for Clinical Trials (Osservatorio Nazionale per la 
Sperimentazione Clinica dei Farmaci) management and data entry.

 

Dates: 11/2006 – 01/2009

Position held: Post-doctoral position

Employer: University of Bari (Italy)

Main activities in the position: Non-clinical and basic research activity: cytofluorimetric evaluation of calcium 
homeostasis and calcium channels 
activity in physiological and pathological situations including rare diseases (ageing, simulated microgravity, muscular 
Duchenne dystrophy), in vitro and in vivo therapeutic and toxic effects of drugs; preparation of native muscular 
fibres from mechanical dissection of rodent muscles; fura-2 imaging technique; Education and training activities in 
pharmacology, pharmacotherapy and toxicology, drug research, regulatory sciences, paediatric medicines and 
research.

Education and training                                                                                                      

Dates: 12/2008 – 12/2009

Degree or qualification obtained: Post-graduate II level Master in Clinical Research of Medicines

Institution: University of Pisa (Italy)
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Subjects/skills covered: Clinical trial methodology, protocol design, enrolment of patients, efficacy and safety 
evaluation of investigational 
treatment, rules and procedures on clinical research, role of investigators, patients/subjects information, ethical 
issues, pharmacogenetic studies, collection of study data, role and tasks of Ethics Committees.

 

Dates: 10/2003 – 10/2006

Degree or qualification obtained: PhD in Cellular Biochemistry and Cellular Pharmacology

Institution: University of Bari (Italy)

Subjects/skills covered: cytofluorimetric evaluation of calcium homeostasis and calcium channels activity in 
physiological and pathological situations, in vitro and in vivo therapeutic and toxic effects of drugs; preparation of 
native muscular fibres from mechanical dissection of rodent muscles; fura-2 imaging technique; pharmacological 
characterization of native CLC-K renal chloride channels; dissection of rodent kidneys and tubules; patch-clamp 
technique. Thesis: Muscular disuse and calcium homeostasis: effects of ageing and simulated microgravity on rat 
slow-twitch and fast-twitch muscle and pharmacological interventions. 

 

Dates: 08/1998 – 07/2003

Degree or qualification obtained: Second level Degree in Pharmacy

Institution: University of Bari (Italy)

Subjects/skills covered: Non clinical research on skeletal muscle calcium homeostasis. Thesis: Effects of a Growth 
Hormone secretagogue on calcium homeostasis in native rat muscle fibres .

Additional information                                                                                                      
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953X (Electronic)). 
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10.1016/j.phrs.2010.01.012. Epub 2010 Jan 29. PMID: 20116431. 
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10.1210/en.2013-1334. Epub 2013 Jul 8. PMID: 23836033.

9. Ruggieri L, Giannuzzi V, Baiardi P, Bonifazi F, Davies EH, Giaquinto C, Bonifazi D, Felisi M, Chiron C, Pressler R, 
Rabe H, Whitaker MJ, Neubert A, Jacqz-Aigrain E, Eichler I, Turner MA, Ceci A; GRiP Consortium. Successful 
privatepublic funding of paediatric medicines research: lessons from the EU programme to fund research into off-
patent medicines. Eur J Pediatr. 2015 Apr;174(4):481-91. doi: 10.1007/s00431-014-2398-z. Epub 2014 Sep 23. 
PMID: 25241827; PMCID: PMC4369287.
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I, Bartoloni F, Bellettato CM, Bonifazi F, Ceci A, Cvitanović-Šojat L, Dali CI, D'Avanzo F, Fumic K, Giannuzzi V, 
Lampe C, Scarpa M, Garcia-Cazorla Á. Review and evaluation of the methodological quality of the existing guidelines 
and recommendations for inherited neurometabolic disorders. Orphanet J Rare Dis. 2015 Dec 30;10:164. doi: 
10.1186/s13023-015-0376-9. Erratum in: Orphanet J Rare Dis. 2016 Nov 3;11(1):147. PMID: 26714856; PMCID: 
PMC4696316.

11. Giannuzzi V, Altavilla A, Ruggieri L, Ceci A. Clinical Trial Application in Europe: What Will Change with the New 
Regulation? Sci Eng Ethics. 2016 Apr;22(2):451-66. doi: 10.1007/s11948-015-9662-0. Epub 2015 Jun 3. PMID: 
26037896.

12. Conte R, Ruggieri L, Gambino A, Bartoloni F, Baiardi P, Bonifazi D, Bonifazi F, Felisi M, Giannuzzi V, Padula R, 
Pepe A, Putti MC, Del Vecchio GC, Maggio A, Filosa A, Iacono A, Mangiarini L, Ceci A. The Italian multiregional 
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intensive care unit: study protocol for a multicentre randomised controlled trial. BMJ Open. 2017 Jun 
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deferiprone in paediatric patients with congenital haemoglobinopathies and chronic iron overload. Expert Opinion on 
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Michailidou K, Nkya S, Nnodu OE, Trompeter S, Tshilolo L, Wonkam A, Zilfalil BA, Inusa BPD, Kleanthous M; on 
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Med., 16 May 2023 Sec. Regulatory Science. Volume 10 - 2023. https://doi.org/10.3389/fmed.2023.1206753

32. Ceci A, Conte R, Didio A, Landi A, Ruggieri L, Giannuzzi V, Bonifazi F. Target therapy for high-risk neuroblastoma 
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Task-force in Europe for Drug Development for the Young (TEDDY) 
[ 31/08/2009 – 30/07/2010 ] 
Scientific co-coordinator of the e-learning platform 
FP6-LIFESCIHEALTH 
https://cordis.europa.eu/project/id/5216 
DOI: 10.2165/0148581-200911010-00008

Inherited NeuRoMetabolic Diseases INFORMATION NETWORK (InNerMeD-INETWORK) 
[ 31/03/2013 – 30/09/2015 ] 
leader of the Work Package setting up the platform; researcher, ethical and regulatory expert within the work 
package on methodologies (2012 12 12, Second Health Programme 2008-2013) 
https://webgate.ec.europa.eu/chafea_pdb/health/projects/20121212/summary

DEferiprone Evaluation in Paediatrics (DEEP) 
[ 31/12/2010 – 30/10/2016 ] 
Coordinating the application of multi-national paediatric clinical studies; ethical and regulatory advice (EU FP7 - 
HEALTH-F4-2010-261483): https://cordis.europa.eu/project/id/261483/it

Global Research in Paediatrics (GRiP) 
[ 31/12/2010 – 29/06/2017 ] 
e-learning on ethical and regulatory aspects of paediatric research (EU FP7 Network of Excellence - HEALTH-F5-
2010-261060); https://cordis.europa.eu/project/id/261060.

GAbapentin in Paediatric Pain (GAPP) 
[ 30/06/2013 – 29/06/2017 ] 
ethical and regulatory advice on nonclinical and paediatric clinical studies, support to the coordination of the multi-
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national clinical studies, ICH-Good Clinical Practice (GCP) Training Course for investigators (602962 - FP7-HEALTH-
2013-INNOVATION-1) https://cordis.europa.eu/project/id/602962

Clonidine for Sedation of Paediatric Patients in the Intensive Care Unit (CloSed) 
[ 30/11/2013 – 29/11/2018 ] 
Ethical and regulatory advice and support to the coordination of the paediatric multi-national clinical study 
preparation and application 
(602453 - FP7-HEALTH-2013-INNOVATION-1) https://cordis.europa.eu/project/id/602453

Small Medicines Advanced Research Training (SMART) 
[ 31/12/2015 – 30/12/2018 ] 
on-line and face to face training on methodological, ethical and regulatory issues of paediatric trials (692327 - 
H2020-TWINN-2015) https://cordis.europa.eu/project/id/692327 
DOI: 10.3030/692327

Paediatric Clinical Research Infrastructure Network (PedCRIN) 
[ 31/12/2016 – 29/06/2021 ] 
Ethical and regulatory expert 
https://cordis.europa.eu/project/id/731046 
DOI: 10.3030/731046

 
European Paediatric Translational Research Infrastructure (EPTRI) 
[ 31/12/2017 – 29/04/2020 ] 
Ethics Advisory Board member 
https://cordis.europa.eu/project/id/777554 
DOI: 10.3030/777554

conect4children (COllaborative Network for European Clinical Trials For Children) 
[ 30/04/2018 – Current ] 
Support to regulatory and ethical issues and training on research ethics, Ethics Committees, informed consent and 
assent in paediatric clinical trials (777389-IMI2-2016-10-04) https://cordis.europa.eu/project/id/777389 
DOI: 10.3030/777389

European Joint Programme on Rare Diseases (EJP RD) 
[ 31/08/2019 – Current ] 
Leader of WP on ethics, regulatory and IPR (825575- SC1-BHC-04-2018) 
https://cordis.europa.eu/project/id/825575 
DOI: 10.3030/825575

African Research and Innovative Initiative for Sickle cell Education: Improving Research Capacity for Service 
Improvement (ARISE) 
[ 31/12/2018 – 31/07/2020 ] 
Leader of Work Package on Ethics requirements (824021-H2020-MSCA-RISE-2018) 
https://cordis.europa.eu/project/id/824021 
DOI: 10.3030/824021

Memberships
since January 2020: Regulatory & Ethics workstream of Global Alliance for Genomics and Health (GA4GH) 
since 2018: Working Group on Rare Cancers (WGRC) at ECPC (European Cancer Patient Coalition) 
since 2015: EnprEMA working group WG 4 - Ethics 
since 2012: Young European AssessorS (YEAS). 
since 2008: Member of HTA-Thal Registry Scientific Committee;  Ethics and regulatory expert for the Italian 
Foundation “Leonardo Giambrone” 
since 2007: Member of the Italian Society of Pharmacology (SIF)

Gruppo di lavoro "Progetto Biobanche" (GdL) crioconservazione di materiale biologico umano set within the Regional 
Strategic Agency for Health and Society (Agenzia Regionale Strategica per la Salute ed il Sociale - AreSS - Puglia).

Guest (Topic) Editor for FRONTIERS 
1- Guest (Topic) Editor for FRONTIERS in Pharmacology - section Drugs Outcomes Research and Policies - for the 
Research Topic The use of Real World Data for regulatory purposes in the rare diseases setting. 
2- 1- Guest (Topic) Editor for FRONTIERS in Medicine for the Research Topic "Reviews in: Regulatory Science".
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