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PERSONAL INFORMATION

» Nationality: Israeli, American.
= Date of Birth: 5-8-68.
= Place of Birth: U.S.A.

EDUCATION

2005 Bar-Ilan University Ramat-Gan Israel

PhD. Biostatistics (Time Dependant ROC Curves with application to AIDS
Progression and Prognosis) - supervisor Professor. Laurence Freedman

1995 Bar-Ilan University Ramat-Gan Israel

M.Sc. Statistics (graduated Magna Cum Laude) - supervisor Dr. Linda Har-
Nevo

1991 Bar-Ilan University Ramat-Gan Israel

B.Sc. Statistics (Major) and Mathematics (Minor)

PROFESSIONAL EXPERIENCE

2000-Present
CEO - Biostats Statistical Consulting Ltd

= Area of expertise: Research in the fields of Medicine and Biology. Compliance
with FDA, European, PMDA (Japan) and NMPA (China) regulation
requirements. Broad knowledge of guidance documents for approval of
medical devices and drugs (ICH, ISO, CLSI, MDR, IVDR and FDA guidelines).
Extensive experience assisting with approval of medical devices, and drugs,
(510k, PMA, NDA etc..).

Specifically:
» Trial design Consultation (V&V, Bench Tests, Pre-Clinical & Clinical Trials)
= Sample size calculation
= Interim Analysis Plan
= Randomization
= DSMB Statistician

= Representation at Regulatory Agency Meetings
= Analysis of data from clinical trials.

= Algorithm development
» Extensive knowledge of advanced statistical methods
» Statistical Methods Section of Protocol writing



» Manuscript and Grant Preparation or Review

= Help with Regulatory submission clinical summary and presentation of
results

= Response to reviewer inquiries related to regulatory submission or peer
reviewed Paper

= Review of protocol and/or study report by Expert Statistician
¢ Evaluate study report includes:
* Study protocol review
* Data analysis review
* Review of statistical summary and conclusions

2000-2007 Hebrew University Ein-Kerem Israel

Statistics team leader of research project funded by the NIH, associated
with the School of Public Health.

2000-2001 Bar-Ilan University Ramat-Gan Israel
Lecturer in the Mathematics department.

% Courses: Biostatistics, Probability and Statistics, and S.AS
programming.

1993 - 1998 Bar-Ilan University Ramat-Gan Israel
Teaching assistant in the Mathematics department.

% Courses: S.A.S programming, Queuing theory, Operations research, and
Probability and Statistics.

LANGUAGES

English, Hebrew and French, basic Hungarian.
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Marmar, Amygdala-derived-EEG-fMRI-pattern neurofeedback for the treatment

of chronic post-traumatic stress disorder. A prospective, multicenter,

multinational study evaluating clinical efficacy. Psychiatry Research 333 (2024)
115711.
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Shibolet, Michal Mandelboim, Shlomo L Maayan, Yaakov Nahmias. Efficacy and
safety of metabolic interventions for the treatment of severe COVID-19: in vitro,
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al. eLife 2023;12:¢79946.
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Domankevich, PhD. Diffusing Alpha-Emitters Radiation Therapy Promotes a
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Cell Death Protein 1 Blockade. International Journal of Radiation Oncology,
Biology, PhysicsVol. 115Issue 3p707-718Published online: August 28, 2022
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Keisari, Lior Arazi, Tomer Cooks and Vered Domankevich. Diffusing alpha-emitters
radiation therapy in combination with temozolomide or bevacizumab in
human glioblastoma multiforme xenografts. PUBLISHED 27 September 2022.
Frontiers in Oncology. DOI 10.3389 /fonc.2022.888100

Stewart J. Tepper MD, Brian Grosberg MD, Oved Daniel MD, Deena E. Kuruvilla MD,
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neurostimulation—A randomized controlled trial. RESEARCH SUBMISSION.
Accepted: 23 May 2022. DOI: 10.1111/head.14350

Oved Daniel, Stewart ]J. Tepper, Lisa Deutsch, Roni Sharon. External Concurrent
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Prospective, Randomized, Double-Blind, Sham Controlled Trial. “Pain and
Therapy” journal, June 4, 2022. https://link.springer.com/article/10.1007 /s40122-
022-00394-w

Moshe Isserles, Aron Tendler, Yiftach Roth, Alexander Bystritsky, Daniel M.
Blumberger, Herbert Ward, David Feifel, Laura Viner, Walter Duffy, Joseph Zohar,
Corey J]. Keller, Mahendra T. Bhati, Amit Etkin, Mark S. George, Igor Filipcic, Kyle
Lapidus, Leah Casuto, Sandeep Vaishnavi, Ahava Stein, Lisa Deutsch, Frederic
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Grading: Improving the SUN Grading Scheme with a Visual Analog Scale. Ocular
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neurological condition, and functional status as outcome predictors in out-of-
hospital cardiac arrest: Secondary analysis of the Jerusalem Cohort Study
data. Archives of Gerontology and Geriatrics 93
(2021). doi:10.1016/j.archger.2020.104317
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3998 Screening Colonoscopies. ] Clin Gastroenterol. 2017 Aug 4. doi:
10.1097/MCG.0000000000000874.

Ben-Pazi H, Cohen A, Kroyzer N, Lotem-Ophir R, Shvili Y, Winter G, Deutsch L, Pollak
Y. Clown-care reduces pain in children with cerebral palsy undergoing
recurrent botulinum toxin injections - A quasi-randomized controlled
crossover study. PLoSOne. 2017 Apr 17;12(4):e0175028

Adini Y, Bonneh YS, Komm S, Deutsch L, Israeli D.The time course and
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Roth Y, George MS, Zangen A. Efficacy and safety of deep transcranial magnetic
stimulation for major depression: a prospective multicenter randomized
controlled trial. World Psychiatry. 2015 Feb;14(1):64-73

Rabany L, Deutsch L, Levkovitz Y. Double-blind, randomized sham-controlled
study of deep-TMS add-on treatment for negative symptoms and cognitive
deficits in schizophrenia. ] Psychopharmacol. 2014 May 14;28(7):686-690 [Epub
ahead of print]
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Anesth. 2013 Nov;22(4):273-9. doi: 10.1016/j.ijjoa.2013.04.014. Epub 2013 Aug 9.
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