Peter A. Trabold, Ph.D., MBA

ptrabold@yahoo.com, (m) 716-361-6177

SUMMARY

EXPERIENCE

Versatile in vitro diagnostic (IVD) professional with extensive experience in
regulatory affairs, product development and business development. Possesses
strong technical background that enables science-based decision making to
move projects forward efficiently. Synthesizer capable of identifying best
practices and translating them across diverse projects.

Pattern Biosciences Inc., Austin, TX

Regulatory Affairs Specialist, 5/25-current

e Lead regulatory team for an IVD device, with breakthrough device
designation, capable of quantitation, identification, antimicrobial
susceptibility testing (AST) from polymicrobial samples

e Prepares presubmissions, including sprints and informational meetings, and
submits to FDA.

e Reviews all necessary documentation for regulatory compliance.

MDC ASSOCIATES Inc., Beverly, MA (ISO 9001)

Regulatory Affairs Specialist, 5/21-10/24

e Authored regulatory documents for 510(k)s, pre-submissions and
breakthrough device requests

e Lead small and large project teams to bring deliverables to completion on
time and under budget.

e Provided regulatory guidance and risk evaluation to IVD, POC and at-home
medical device manufacturers with specific expertise in rapid antimicrobial
susceptibility testing (AST) and molecular biology

e Successfully obtained Breakthrough Device Designation then proceeded to
bring device to successful 510(k) clearance.

e Developed Analytical and Clinical Study Protocols in collaboration with MDC
team members and Sponsors.

RHEONIX Inc., Ilthaca, NY

Director, Business Development, 2/16-5/21

e Assisted in development and review of the Rheonix COVID-19 MDx EUA

e Lead sales team effort for the Rheonix COVID-19 MDx and Beer
SpoilerAlert™ assays

o Assisted the Marketing department in generating all customer facing
documents

ZEPTOMETRIX CORPORATION, Buffalo, NY (ISO 13485)

Director, Business Development, 11/12-2/16

e Developed detailed proposals and procedures for Analytical Testing to
assist IVD manufacturers with regulatory submissions

¢ Negotiated and reviewed service, supply and licensing agreements between
ZeptoMetrix and our partners

e Responsible for identifying and licensing all organisms that are part of the
ZeptoMetrix collection

Manager, Bacteriology, 6/07-11/12



¢ Managed 5-6 employees, including 2 PhD-level scientists, in the
development of 200+ new products derived from over 200 bacteria, yeast,
molds and parasites

e Supervised contract manufacturing of raw materials/finished goods for
numerous 510(k)-approved products

e Started this department from scratch and within 3 years we were the largest
unit producer at the Buffalo facility

o Safety Committee member and Alternate Responsible Official (ARO) for
ZeptoMetrix’s Select Agent license issued by the CDC/USDA

Research and Marketing Intern, 8/05-6/07

¢ Identified and developed two systems to produce non-infectious PCR
controls for biohazardous microorganisms that prevented regulatory
oversight and without royalty or licensing fees

SKILLS Q-submissions (pre-submissions), 510(k) submissions, breakthrough device
designations requests (BDD), Microsoft Office suite

EDUCATION UNIVERSITY AT BUFFALO, THE STATE UNIVERSITY OF NEW YORK
Master of Business Administration, 2007

UNIVERSITY OF CALIFORNIA SAN DIEGO, San Diego, California
Postdoctoral Fellow, 9/02 — 1/05

ROSWELL PARK CANCER INSTITUTE, Buffalo, New York

Doctor of Philosophy in Molecular and Cellular Biology, 2002
Dissertation: “Characterization of the Biological Effects of the Antitumor Agent
Adozelesin in Saccharomyces cerevisiae.”

UNIVERSITY AT BUFFALO, THE STATE UNIVERSITY OF NEW YORK
Bachelor of Arts in Biology and Philosophy, 1996

SELECTED ORAL Invited speaker: RATS, | mean rAST! The Coming Revolution in Rapid
PRESENTATIONS Antimicrobial Susceptibility Testing, Western New York ASM, April 2024

Invited speaker: Ins and Outs of PCR, Master Brewers’
Association of the Americas District Western New York, Dec. 2019

Invited speaker: PCR Curious? Part I: Principle of PCR Analyses, Master
Brewers Conference, Oct. 2017

Panel member: Strategy & Development Track: Establishing a Roadmap for
Your Bio Start Up, MedTech Annual Meeting Oct. 2015

Guest lecturer: Product Development & Marketing in the Becoming a Leader in
the Life Sciences Series, 2011 and 2012

Panel member: Regulatory Affairs & Government Compliance Track: Preparing
for a Government Inspection. MedTech Annual Meeting Sept. 2011



PUBLICATIONS

HONORS

ACTIVITIES

“Construction of Full Process Controls for Nucleic Acid Testing.” Presented at
Applications of Nucleic Acids Technologies in Molecular Diagnostics meeting in
Las Vegas, NV, May 19-20th, 2009 meeting in Las Vegas, NV.

"Standardization of Full Process Nucleic Acid Testing Controls." Presented at
Standardization of Genome Amplification Techniques-Clinical Diagnostics | at
National Institute for Biological Standards and Control in Herefordshire, UK,
June 24-25th, 2008.

Trabold, P., M. Weinberger, L. Feng and W. Burhans. “Lethal effects of DNA-
damaging drugs caused by disruption of protein-DNA interactions at origins of
DNA replication”. J Biol Chem 2005 Apr 1;280(13):12413-21.

Weinberger, M., P. Trabold, M. Lu, K. Sharma, J. Huberman, W. Burhans.
“Induction by adozelesin and hydroxyurea of origin recognition complex-
dependent DNA damage and DNA replication checkpoints in Saccharomyces
cerevisiae.” J Biol Chem 1999 Dec 10;274(50): 35975-84.

+ Judge for the 43North Business Competition

* National Science Foundation/Japanese Ministry of Education, Culture, Sports,
Science and Technology Summer Program in Japan

» Howard Hughes Medical Institute Undergraduate Scholar

» Eagle Scout

WNY ASM Committee Member (2016 - ), WNY ASM President (2014-2016),
Committee Chair for Cambria Cub Scout Pack 3008 (2014-2018), backpacking,
board/video games, reading



