CONFIDENCE
PHARMACEUTICAL
RESEARCH

State, Country)

CURRICULUM VITAE
First Name Colin
Family Name McGregor
Middle Name
(if applicable) Edward
Position Project Coordinator
Location (City,

Chicago, IL, United States of America

EDUCATIONAL BACKGROUND, PROFESSIONAL TRAININGS

Dates Degree / Diploma / Certificate Institution Name, Location
29 -Mar-2024 Certificate: Certified Clinical Association of Clinical Research
Research Coordinator Professionals (ACRP)
29-Sep-2022 Certificate: Good Clinical Practice | Collaborative Institutional Training
P Course (US FDA focus) Initiative (CITI Program)
2020 Bachelor of arts: Cognitive science | Johns Hopkins University

CURRENT AND PREVIOUS POSITIONS (including Academic Appointments)

Dates

Position Organization, Location

2024 - Present

Project Coordinator (PC)

CONFIDENCE Pharmaceutical Research,
LLC

Main
Responsibilities:

Act as a direct contact for the Sponsor for non-medical issues as directed
and applicable

Report project status to the Sponsor

Control and report the project progress to the PM as per contract, budget,
and the Company’s Quality Management System Documentation

Perform project-related financial reporting

Interact with other departments of the Company on study-related issues
Organize and facilitate the study team meetings (STM)

Write the minutes of the STM

Maintain documentation and perform quality control to ensure the most
recent revisions of documents are on portals and shared drives

Assist the project team (Clinical Research Associate, PM, etc.) with
gathering the documents required for submission to Regulatory Authorities
and Ethics Committees

Assure that all the required financial documents have been received from
the sites

Maintain the Trial Master File (TMF) as appropriate

Provide data for invoices of investigators and sites to the financial
department

Assist in conducting the Investigators' Meeting

Translate the study documents or arrange them for translation in accordance
with local needs as required
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CURRENT AND PREVIOUS POSITIONS (including Academic Appointments)

Train the study team members on how to prevent and resolve the identified
study issues
Keep the project-specific training documentation updated

Dates

Position Organization, Location

2022 -2024

Lead clinical oncology research Roswell Park Comprehensive Cancer

coordinator Center

Main

Responsibilities:

Supervisor and primary support for 15 solid-tumor protocols; combined 20-
30 active patients and 60-70 on follow-up

Successfully opened 4 pharmaceutical-sponsored trials and ran 7 others,
including 4 phase 1 trials with PKs for as many as 3 simultaneous reference
drugs

Assessed protocols for efficacy, feasibility, and subject safety; reviewed
inclusion/exclusion criteria; facilitated open discussions between sponsor
and investigator

Managed high-accruing, multi-phase IIT w/initial dose escalation

Ran two National Cooperative Group studies on site level

Completed in-house monitoring SDV tasks for an investigator-initiated trial
(total of 21 patients over roughly 1 year) and shadowed in-house CRAs
Assists in updating and rewriting existing standard operating procedures to
adapt to evolving IRB, FDA, and NIH regulations, as well as FDA audit
findings

Maintains open communication between sponsor, CRO, investigator,
processing labs, treatment center, site data management, and home clinic
Provides oversight and training of new clinical research coordinators,
assistants, and laboratory employees

Ensured timely and consistent long-term follow-up of 60-70 patients while
consistently recruiting at high-accruing site

Manages 4 data-entry employees and delegated tasks appropriately
Worked in multiple EDC databases (including REDCap, iMedidata RAVE,
Advarra, Veeva) and electronic medical records (Epic, Allscripts EHR)
Obtains informed consent, demographics, medical history, concomitant
medications, and documented appropriately in source

Maintains accurate case report forms, source binders, and electronic source
Serves as point-of-contact during 6 site initiation visits and hundreds of
investigator meetings

Ensured compliance with 1572 and DOA

Coordinates sponsor-supplied equipment approval and testing

Completed and compiled continuing review documentation

Reports, documents, and communicates routine AEs, SAEs, AESIs, and
DLTs as applicable and ensures subject safety in accordance with IRB
guidelines

Verifies compliance with GCP, FDA, ICH, and any local regulations
Documents protocol deviations and reportable problems; assisted sponsors
with study startup/closeout

Provides timely, efficient, and friendly assistance to monitors

Dates

Position Organization, Location

2020 — 2022

Clinical neurology research

Johns Hopkins Medical Institute

coordinator
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2017 — 2020 Research assistant ‘
Coordinator of 55 patients on treatment or follow-up
Served as coordinator on 6 protocols involving neurodegenerative
movement disorder patients
Designed and built pilot study aiming to test investigational walking device
(see Publications)
Attended and participated in investigator/staff meetings. Provided guidance
on progress and participant timelines
Obtained informed consent, baseline information, financial disclosure
statements
Main Ensured compliance with ICH, GCP, FDA, and local guidelines
Responsibilities: Coordinated meetings and data reviews with sister sites and maintained
rapport with colleagues across the world
Administered tests and questionnaires including the MoCA, Purdue
Pegboard Assessment, Box and Blocks Test, Hopkins Verbal Learning
Assessment, Trail-Making Tests, and Stroop Tests
Completed and compiled continuing review documentation
Actively attended several physicians’ clinic days to distribute IRB-
approved recruitment materials to prospective patients
Participated in journal club meetings and suggested papers for discussion
CLINICAL RESEARCH EXPERIENCE
Dates Therapeutic Area Phase Role in the Study
2022 - 2024 Thoracic medical oncology [-11I Lead CRC
2018 — 2022 Parlqnson. s Disease/Atypical I CRC
Parkinsonism
ADDITIONAL INFORMATION
Languages:
e English
Publications:

e Bastepe-Gray S, Wainwright L, Lanham DC, Gomez G, Kim JS, Forshee Z, Kaas B, McCoy A,
McGregor C, Moukheiber E, Rajan S, Suarez-Cedeno G, Wang J, Brennan S, Coughlin S, Kang K,
Pantelyat A. GuitarPD: A Randomized Pilot Study on the Impact of Nontraditional Guitar
Instruction on Functional Movement and Well-Being in Parkinson's Disease. Parkinsons Dis. 2022
Jun 25;2022:1061045. doi: 10.1155/2022/1061045. PMID: 35795456, PMCID: PMC9252755.

e Zajac JA, Porciuncula F, Cavanaugh JT, McGregor C, Harris BA, Smayda KE, Awad LN, Pantelyat
A, Ellis TD. Feasibility and Proof-of-Concept of Delivering an Autonomous Music-Based Digital
Walking Intervention to Persons with Parkinson's Disease in a Naturalistic Setting. J Parkinsons
Dis. 2023;13(7):1253-1265. doi: 10.3233/JPD-230169. PMID: 37840504; PMCID: PMC10657706.
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