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SUMMARY


· [bookmark: Infectious_Disease_and_Internal_Medicin]Infectious Disease and Internal Medicine-trained physician with over 12-years pharmaceutical industry experience

· Success designing and leading international clinical studies from proof of concept through phase IV in multiple therapeutic areas with high unmet medical need including rare diseases, infectious diseases, vaccines and inflammation, and oncology

· Dynamic and creative with proven ability to successfully operate in regions with diverse cultural backgrounds and with international teams

· Fluent in French, English, Italian, Russian, Czech, and Slovak

[bookmark: PROFESSIONAL_EXPERIENCE]PROFESSIONAL EXPERIENCE










Currently :

Medical and science expert/ consultant for partnership, speaker, advocate for science and health (ONE HEALTH)

Examples of recent missions

TB/AMR programs advisor for India, Armenia and Cooperation Europe on latent form of tuberculosis diagnostic , surveillance and vulnerable population
( AVIESAN, IP Lille)


Oncology –Support the genitourinary workstreams, the gastro-intestinal workstreams and clinical global support to LCM portfolio, Partnerships and exploration of new path to integrate Immunology/microbiome


AZURRX, Nimes,France

June 201September 2018
[bookmark: Role_:_Medical_Research_Director]Role : Medical Research Director

Scope : Drug development in gastroenterology and infectious diseases (AMR) with own IP protected innovative molecule in Europe – phase II.

















Flamel Technologies Lyon, France September 2015 – January 2017


[bookmark: Director_-_Preclinical_and_Clinical_Rese]Director - Preclinical and Clinical Research and Development Medical and operational lead of a global development program using a new drug delivery platform to facilitate drug administration in pediatric and aging populations across therapeutic applications

· Authored protocols and executed Phase II and III clinical trials in CNS, and Pain/Inflammation therapeutic areas
· Pharmacokinetics/Pharmacodynamic/Bioavailability studies in Pediatrics
· Due diligence and strategic alliances & Business development – Pediatric reformulations
· Building of KOLs and scientific environment /Advisory boards
· Driving medical insight with regulatory agencies/ethic committees
· Managed internal and external stakeholders
· Oversaw budget of $XX
· Established and managed the pharmacovigilance department
· Implementation, overview and delivery of various projects (Clinical operations, Regulatory, CROs)







Wyeth/Pfizer, Paris, France September
September 2005 til September 2012

Global Medical Lead
· Medical, Scientific and Safety EU based Global R&D lead for various therapeutic areas Europe/Asia in children and adults through phase II/IV- Europe, Asia (Focus India), US and Member of Wyeth/Pfizer Pediatric Task force – cross functional group across company portfolio

· Understanding the new pediatric regulations in the US and EU
· Developing a plan to integrate these requirements into the current Learn and Confirm processes in place for drug development
· Identifying issues and gaps in the current processes
· Developing a process for integrating pediatric studies in CDP
· Developing governance processes
· EU lead for Pediatric extension of adult development plan
- Pediatric investigational Plan, PWR
· Lead and Accountable for patient safety and provides medical guidance during study design and execution.
· Providing clinical leadership for programs and participating on Program Teams, standing committees
· Supervise the detailed planning of annual work and business planning, timelines and milestones, delivery
· Accountable for reviewing and approving the disease strategies and supporting the translation of strategies to effective operational plans and deliveries, management of internal and external stakeholders
· Maintaining compliance with current local and

international regulations, laws, scientific and regulatory guidance, Good Clinical Practice, and internal policies and procedures
· Accountable for portfolio management/ Review compounds for potential in-licensing including performance of due diligence reviews and providing assistance to New Business Development on Market Opportunity and Target Product Profile (BD) and Medical oversight of Regulatory meetings and submissions
· Design a Development Strategy with multiple protocols designed to obtain worldwide approval for a compound.
· Medical communication and guidance in design and execution development phase II – III studies in adults and paediatric extension of adult Clinical development plan, regulatory requirements, advisory Boards, safety reviews, data monitoring committees, protocol and strategy design, clinical study reports (CSRs), publications




Servier, Paris, France

2002 – 2005


Head of clinical studies
Management of all clinical development studies (phase I-III), including drafting and execution of all aspects of trial protocols, operational implementation, development/guidance of new countries clinical research activities (Baltic countries, Romania, Portugal), Pharmacovigilance


Medical Center of Vaccination for National and Foreigners, Bratislava, Slovak Republic
1996 – 2002
Provided consultancy services for immunization to foreigners and travelers and prevention, antibiotic consultancy for clinics






[bookmark: Clinical_Practice,_Internal_Medicine_and]Clinical Practice, Internal Medicine and Infectious Diseases Provided medical care to adult and pediatric patients including emergency service for internal medicine and infectious diseases (CME since 2005, Hospital Pitie Salpetriere Paris)

Necker Hospital & Center of Vaccination, Paris, France Consultant and external auditor	2000/200











EDUCATION AND TRAINING
1990 – 1996



MD, Comenius University, Slovak republic


Postgraduate Certificates in Internal Medicine, Slovak republic	1996 – 1999
Infectious diseases, Tropical Medicine (Focus Malaria), Tel Aviv, Israel	1998
Infectious Diseases & tropical diseases, Derer Hospital, Slovak Republic	1999 – 2001
2012
MBA Vaccines Short course, UK (Terrapinn training)
Immunology Course, British Immunology Society, UK	2012
Oxford course of Human Vaccines, Oxford, UK,	2012
2014

Diplomacy and Global HEALTH, Switzerland (IHEAD), Immunology, Microbiota and medical /clinical application, France

2017







SPECIALTY CERTIFICATION AND LICENSURE



Board certified in internal medicine, immunology and infectious diseases and graduated in the Slovak Republic and French-board certified Physician.


[bookmark: SOCIETY_MEMBERSHIPS]SOCIETY MEMBERSHIPS

French Society of Immunology (SFI)

The Center of Global Health (CHD) - India Mangalore - advisor international

Society of Exotic Pathologies (SPE)


World Alliance Against Antibiotic Resistance (WAAAR) - Admin. board


PUBLICATIONS- few examples


F. Trémolières , R. Cohen , R. Gauzit , D. Vittecoq , J.P. Stahl , *

Ivana Balter , What can be done to prevent a forecasted disaster, suggestions to promote the development of new antibiotics, published in Journal of SPIL (Society of Infectious Pathology) 2010 and updated in 2017

Ivana Balter MD, Joan Korth-Bradley, Jay Purdy, MD, PhD, Sylvie Jouve, PhD, Jean Li Yan MS, PharmD, Pharmacokinetics, Safety and tolerability of tigecycline in patients 8 to 11 years of age with
selected serious infections; Clinical Therapeutics Volume 34, Issue 2, February 2012, Pages 496-507.

Ivana Balter; Ebola - What we learned about preparedness; India Medical Journal Mangalore 2015 Ongoing:
“Prospective, hospital-based epidemiological surveillance study to estimate the burden of pneumonia and invasive pneumococcal disease in children aged <5 years” (PNEUMONET)

-Separate publication for India, Thailand, Indonesia, Philippines

“Active hospital-based surveillance of invasive pneumococcal disease and clinical pneumonia in infants and young children” (ASPECT)
-Separate publication for Poland and Hungary

ABSTRACTS

Ramalinge Gowda Nisarga M.D, Ivana Balter M.D, Ramaswamy Premalatha, Munirathnam Govindaraj, Ranjith Batuwanthudawe, Michele Moscariello, Robin Hubler, Jian Ye, Paul Kilgore, Seok Woo Kim, Kadahalli Lingegowda Ravikumar, Usha Shivappa; Prospective active hospital based surveillance of Invasive pneumococcal diseases and pneumonia among children in South Bangalore, presented at ESPID 2011/ISPPD 2012

Anjana Gopi, Kadahalli Ravikumar, Ivana Balter, Ramalingegowda Nisarga, Michele Moscariello; Current patterns in the antibiogram of Salmonella enterica isolated from paediatric blood cultures in Bangalore over a 2 year period; presented at Global forum antibiotic resistance India New Delphi 2014




ORAL PRESENTATIONS - few examples Vaccines and Immunotherapy, India February, 2017
Gut Brain axis – microbiota and antimicrobial resistance, Paris, 2017 September 2017 Vaccines world congress India, Pune, 2018 Microbiome R&D meeting Europe, Rotterdam May 2019
Clinical research forum, Kiev, May 2019 Antibiotic resistance , Kiev, 2020
World Vaccines and Immunization, Singapore, November 2019 World Vaccine , March , Pune 2020
World Vaccines , Singapore , September 2020 Immunology key note Melbourne, September 2020 World vaccine congress, Washington 2020
Prague, Public health, Alternative medicine 2020 Osaka , Immunization and Health 2020
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