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Citizenship: 

1) 
United Kingdom
2) 
 Georgia

Summary: 22 years of experience in pharmacovigilance, 2 patents in the field of drug development, 33 years of experience in clinical and experimental medicine, neurology and pediatric neurology, 19 years of experience in clinical trials, more than 50 publications in medical journals.
Pharmacovigilance experience: 

· medical analysis and review of AE reports (CT, post-marketing, spontaneous), medical queries to sites for follow-up information 

· signal detection, risk management, risk assessment, risk minimization plans, PSUR and other aggregate periodic reports, aggregate data reviews
· annual reporting and SUSAR reviews for clinical trials, coordination of AE and SAE activities for assigned projects, AE and ADR reporting plans, management of case-handling process

· detection, exploration and monitoring of positive ADR
· medical and scientific expertise for regulatory documents, adhering to current regulations and FDA, EMEA and ICH guidelines relating to ADR monitoring

· consulting and training of vendors, healthcare authorities and professionals in pharmacovigilance
· AE forms for hospitals and out-patients stations: instructions for completion (CIOMS Form, etc.)

· standard operational procedures

· monitoring of pharmacovigilance publications and information sources 
· management of data entry into safety database, ARGUS, ARIS Global, EMA database
Career and professional experience: 

15.01.2024 - till now: Consultant Pediatric Neurologist, Senaki Health and Development Centre, Senaki, Georgia (part-time contract, hybrid).

16.01. 2023 – 22.12.2023: Associate Medical Advisor, Pharmacovigilance Dept., Georgian Drug Agency, Tbilisi, Georgia (fixed short-term 11-months contract, home-based).

Monitoring of risk management and risk minimization plans, activity in local pharmacovigilance risk assessment committee (PRAC), monitoring of spontaneous adverse events registration system, medical and scientific review, analyzing and interpretation of spontaneous AE reports and aggregate data reviews. Coordination of SAE activities for assigned projects.
07.02.2022 - 30.10.2022: Drug Safety Physician, Medical Reviewer, ProPharmaGroup, London, UK (fixed short-term 9-months contract, home-based).

Medical evaluation of serious individual case safety reports, aggregate safety reports, and signal detection reports, activities in medical safety surveillance. Reviews of aggregate safety reports for medical content and possible safety signals (both periodic and ad hoc). Providing the input into a system/process to allow for detecting changes/potential changes in the safety profile of client’s products. Review of signal detection reports and participate in signal review meetings. Assistance in the creation, review and implementation of documents and/or tools to align and improve pharmacovigilance processes. Review and provision of support for Risk Management Plans. Support to QPPVs/LPPVs, as required. 
10.01.2021 - 10.07.2021: Associate Medical Director, PRA Health Sciences, UK (fixed short-term 6-months contract position, home-based)
Evaluating and assessing serious/non-serious adverse events. Evaluation safety issues. Evaluating spontaneous report and literature cases. Reviewing and authorizing Periodic Safety Update Reports. Generating and/or reviewing notification letters to health authorities, investigators, IRBs and Ethic Committees. Providing individual and cumulative benefit/risk assessments. Providing benefit/risk evaluations and drug safety expertise for marketed drugs, diagnostics, and devices.

02.09.2019 – 29.11.2019: Drug Safety Physician, Kinapse, Farnborough, UK (fixed short-term 3-months contract position, home-based)

Medical review and evaluation of the safety data as part of ICSR management including MedDRA coding, labelling assessment, causality assessment and ICSR narrative writing. Working with EMA databases for ICSR published in periodic medical literature. Preparation of responses for queries to be submitted to regulatory authorities. 

03.05.2011 – 05.06.2019: Global Patient Safety Physician, Eli Lilly Erl Wood Centre, Windlesham, Surrey, UK
Medical expertise in evaluation of adverse events (ICSR); assessments of expectedness of AE based on global and specific requirements; extended medical expertise for follow-up queries. Safety management team meetings, medical input for risk management process and periodic aggregate reports, signal detection and evaluation. Extended monitoring and analysis of special interest case reports for surveillance team, presentations on surveillance team meetings. Training and mentoring of newly started drug safety physicians and case managers. Interviews with applicants for role of drug safety physician. Creation and implementation of Multi-tab Access Program for proper expectedness evaluation of Lilly and non-Lilly products and for fast access to other frequently used professional websites, documents and programs. 

04.05.2010 – 20.03.2011: Senior Clinical Safety Associate, ICON, Eastleigh, UK

Document and process of SAE reports, spontaneously reported adverse events, and other medically related information per study specific procedures, provide input and review relevant safety tracking systems, perform safety review of clinical data (case report forms) and patient labs, completion of quality control feedbacks forms, attend sponsor and project team meetings and teleconferences. Clinical and post-marketing studies experience.
05.06.2008 – 19.02.2010: Clinical Safety Associate, Novartis Horsham Research Centre, Horsham, UK. Responsible for the accurate data entry of serious adverse events/post marketing events and the evaluation on non-expeditable reports within agreed timeframes, in compliance with IMS business rules, standard operating procedures and regulatory requirements. 
23.12. 2004 – 15.10.2007: Senior Medical Advisor, Pharmacovigilance Dept., Georgian Drug Agency (GDA), Tbilisi, Georgia. 
Responsible for the risk management and risk minimization plans, activity in local pharmacovigilance risk assessment committee (PRAC), monitoring of spontaneous adverse events registration system, medical and scientific review, analyzing and interpretation of spontaneous AE reports and aggregate data reviews. Registration, medical review and analysis of positive side effects of drugs. Coordination of SAE activities for assigned projects. See also ‘Pharmacovigilance experience’ on page 1. 
10.11.1998 – 13.10.2007 (part-time): Medical Advisor, Chief Neurologist, “Rea” Medical Rehabilitation Centre for Chronic Disorders, Tbilisi, Georgia. Implementation and monitoring of new methods of pharmacotherapy of neurological and neurogenic disorders. Pharmacotherapy of bronchial asthma as neurogenic inflammatory disorder. PI, clinical trials (see ‘Clinical trials’ on page 3). Daily clinical work with patients, clinical rounds and consultations. 
08.01.1997 – 22.12.2004 (till 12 October 1998 – part-time): Pharmacovigilance Physician, National Drug Monitoring Center of Pharmacovigilance, Tbilisi, Georgia. Implementation and monitoring of spontaneous adverse events registration system, medical and scientific review, analyzing and interpretation of spontaneous AE, training of physicians and nurses concerning adverse event reporting. See also ‘Pharmacovigilance experience’ on page 1.
PhD Degree. Thesis: “Experimental use of perfluorochemical gas-carrying blood substitute solution during acute brain ischemia” (in Georgian, Eng. abstr). Tbilisi, 254p. See # 25 in: 

http://www.nplg.gov.ge/ec/en/dis/catalog.html?pft=biblio&from=21&rnum=10&udc=616.8
Education: 

Specialty training in Neurology, Department of Neurological Diseases, Central University Hospital, Tbilisi, Georgia

Medical Doctor’s Degree, Tbilisi State Medical University, Faculty of Internal Medicine

Patents: 
In the field of drug development:

1) EU, USA: WO 0066096, New Indication for Use of Antiepileptic Agents and Medicines. 
http://www.wipo.int/pctdb/en/wo.jsp?wo=2000066096 
2) Georgia:
P 2487, New indication for 5-carbamoyl-5H-dibenz(b,f)azepine, its derivatives and analogues

P 2612, New indication for use of antiepileptic agents and medicines

Clinical trials: Principal investigator
Links to registered clinical trials: http://www.clinicaltrials.gov/ct/search?term=Lomia&submit=Search
Therapeutic Areas in Pharmacovigilance/Lab Experience:

Oncology, diabetes, bronchial asthma, COPD,  endocrinology, neurology, cardiology, psychiatry, transplantology, urology, infections, viral hepatitis (all - phase III, IV, multi country)

Language skills: English, Russian, Georgian, Megrelian. 

Computer skills: SPSS for Windows, MS Word, Excel, PowerPoint, Adobe Photoshop, web-design and coding (entry level)

Reviewer of medical journals:

Respiratory Medicine, http://www.sciencedirect.com/science/journal/09546111 
The Journal of Neurology, Neurosurgery, and Psychiatry, http://jnnp.bmj.com 

Publications: 52 in total (see full list on www.asthma.ge/author/ )
PhD Dissertation: “Experimental use of perfluorochemical gas-carrying blood substitute solution during acute brain ischemia” (in Georgian, Eng. abstr). Tbilisi,  254p. See # 25 in: 

http://www.nplg.gov.ge/ec/en/dis/catalog.html?pft=biblio&from=21&rnum=10&udc=616.8 
Articles in peer-review and international journals: 

Lomia M. Bronchial asthma as neurogenic paroxysmal inflammatory disease: Do some antiepileptic drugs have antiasthmatic properties? Medical Hypotheses, 2007, vol. 69, no. 4, pp. 858 – 859. http://www.medical-hypotheses.com/article/PIIS0306987707001454/abstract  , or doi:10.1016/j.mehy.2007.02.004 
Lomia M, Tchelidze T, Pruidze M. Bronchial asthma as neurogenic paroxysmal inflammatory disease: a randomized trial with carbamazepine. Respir Med, 2006, vol.100, no.11, pp. 1988-1996.  http://www.resmedjournal.com/article/PIIS095461110600103X/abstract  , or 

doi:10.1016/j.rmed.2006.02.018   

Lomia M, Chapichadze Z, Pruidze M, Platonov P. Efficacy of monotherapy with carbamazepine and valproic acid in patients with bronchial asthma: Is asthma a neurological disease? The Internet Journal of Neurology. 2005. vol. 4, no 1. http://ispub.com/IJN/4/1/6172
Books: 1 book, with co-authors (in Georgian), Articles in Georgian and Russian journals: 15 articles.  

Abstracts of international conferences: 19 publications, Abstracts of Georgian conferences: 13 publications.
You can find more detailed version of my CV and full list of publications on www.asthma.ge/author/ , and links to published articles on my professional website www.asthma.ge . 
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