GIANCARLO MONTIEL
C: (818)-220-2175 | Email: montielgiancarlo@gmail.com | Apache Junction, AZ 85119

BIOENGINEER

Creative and detail-oriented Bioengineer with six years of experience managing projects in the Medical
Device industry. Four years as the lead Design Engineer for a startup company developing eye drug delivery
devices to redefine treatment for AMD. Successfully optimized the design of the device to increase drug
flow delivery to the posterior portion of the eye. Two years of experience leading multiple teams involved
with product malfunction investigations and testing medical devices for particulates. Within two months as
the Project Manager, the product malfunction investigations turnaround time was reduced from 16 days to
7 days, exceeding quality goals for the year.

PROFESSIONAL EXPERIENCE

Quality Process Engineer From 6/2021 to Present
Innovative Health LLC
e Managed multiple teams of engineers involved with product malfunction investigations and

testing/analyzing device particulates while presenting team metrics to upper management.
Successfully reduced product investigations turnaround time from 16 days to 7 days. Frequently
completed Non-conformance Material Reports (NCMR’s) and Corrective and Preventive Actions
(CAPA’s) to investigate malfunctions to identify all potential root causes and implement changes
to Work Instructions and Standard Operating Procedures for process improvement. Responsible for
quality documentation, in-process deviations, supporting R&D new product development, and
serving as Quality SME for change control reviews and audits.

Product Quality Engineer From 10/2020 to 5/2021
Abbott Laboratories
e Operated within the Quality Engineering team to ensure overall quality of manufactured products
within the cardiac rhythm management division. Responsible for technical documentation,
conducting product issue investigations, and reporting to the FDA. Successfully reported all
Medical Device Reports in a timely manner and completed all investigations within the 30 day
timeframe.

Engineer Specialist IT From 7/2020 to 11/2020
SierraCrete Materials
e Investigated green materials for sustainable housing applications. Conducted theoretical
simulations and material analysis, to test the quality of new composites and their structures.

Drug Delivery & Biomedical Devices Engineer From 8/2019 to 6/2020
University of California, Merced - CA

o Managed and led projects within the Simulations & Models department. Performed gap analysis
for a finite budget medical device company working with Investigational New Drug (IND)
applications. Performed Finite Element Analysis (FEA) simulations through the utilization of
COMSOL Multiphysics simulation software, in order to study and analyze eye drug delivery
prototypes containing Antibody Drug Conjugates. Successfully 3D bioprinted all medical device
variations while optimizing the design of the device to increase drug flow delivery to the posterior
portion of the eye.



Lead Quality Engineer From 1/2020 to 5/2020
Morning Star Packing Company - CA
e Designed and modified industrial grade equipment for the removal of artifacts from the product
stream. Improved artifact removal by 30% by optimizing the machine design to separate artifacts
based on density levels. Ensured safety regulations were met and successfully completed all
modeling and simulations for new product development.

Biochemistry Engineering Intern From 6/2019 to 8/2019
Indiana University Bloomington — IN
e Developed and screened an en2NTS1 point mutant library for NMR assignment of 90 methyl
containing amino acids. Confirmed mutations by direct Sanger sequencing while combining DNA
analysis techniques and bioinformatics tools to derive key mutagenesis results.

Biomedical Engineer From 8/2017 to 1/2019
University of California, Merced - CA

e Managed projects within the Simulations & Models department. Performed CAD modeling of eye
drug delivery prototypes for 3D bio-printing at a CELLINK facility. Characterized biocompatible
prototypes containing Antibody Drug Conjugates at UC Merced using standard light microscopy
and record dimensions. Performed Finite Element Analysis (FEA) simulations through the
utilization of COMSOL Multiphysics simulation software, in order to study and analyze eye drug
delivery prototypes.

EDUCATION

Bachelor of Science (B.S.), Bioengineering
®  University of California, Merced

SKILLS

Laboratory, Computer and Software proficiency:
e [SO-13485,1S0-14971, 21 CFR, ISO 9001: PCR, Flow Cytometry, CAD Modeling
e Startup company development, medical device documentation, FDA communication/reports
e Project management, CAPA management, NCMR’s, QMS Implementation
e (ap Assessments, Verifications/Validations, Medical Device Prototyping

Other:
e Problem solving and managerial experience, creativity and attention to detail
e Analytical and quantitative skills, team oriented and dedicated
e Excellent presentation, communication, & leadership skills

Languages: Bilingual. Proficient in English and Spanish (speaking, writing, reading)

PUBLICATIONS

G. Montiel, A. Tripathi, and L.P. Davila. The role of implant separators on the intraocular drug delivery
response of bio-inspired microstructures. In preparation (2022).

G. Montiel, B. Salvador, J. Zavala, and L.P. Davila. In vivo biocompatibility investigation of 3D printed
prototypes for intraocular drug delivery. In preparation (2022).



