#INSIGHT

Clinical Project Manager

Who are we?

We are Cancer Insight. We are a growing CRO that specializes in developing cutting-edge
immuno-oncology (I0) drugs. We specialize in designing and executing early-phase 10 trials,
yet we also run large, multi-site, adaptive, later-stage trials. We are specialists in the most
exciting field in medicine—immuno-oncology. Our success is driving growth. We are
committed to saving lives and are constantly striving to be the best at what we do. Our impact is
real and we see it every single day.

Job overview:

The Clinical Project Manager (CPM) is a remote position that is responsible for performing clinical
project management activities in accordance with FDA regulations, ICH GCP, company SOPs and
study protocols. The CPM is accountable for achieving high-quality clinical deliverables within
established timelines and budget, from study planning through study closeout for each assigned
project. The CPM is the primary point of contact for internal and external (Sponsor)
communications regarding the project.

Reports to:

Director, Clinical Operations
Responsibilities:

e (ollaborate with the clinical team and other departments as needed to meet deliverables
of the assigned project. Regularly communicate with the project team and lead project
team meetings to ensure that timelines, resources, interactions, and quality are
consistently maintained.

e Effectively communicate with study sites regarding issues such as protocol, patient
participation, case report form completion and other study-related issues via mass
communication and study newsletters.

e [ ead and/or participate in meetings and conference calls with Sponsors, vendors and
executive management.

e Prepare clinical study documents such as the patient informed consent form, monitoring
Plan, laboratory manual, investigational product manual, and review or contribute to
other functional operational plans.
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Prepare study timelines according to project specifications and internal feasibility;
monitor compliance to expected timelines throughout the study and escalate potential
slippage/delays to Director, Clinical Operations.

Train contract CRAs, CI staff, vendors, and ensure that investigators and study
coordinators are trained on study requirements.

Maintain a project-specific training matrix to document key training throughout the
study.

Oversee feasibility and site activation process for each study along with eTMF setup;
Manage clinical supplies logistics.

Review site Informed Consent forms and site related materials as needed.

Authorize site activation and IP shipments.

Manage patient enrollment, including projections of IP usage and IP inventory
management.

Assist DM staff in the design and development of CRFs, CRF completion guidelines, and
UAT as required.

Provide monthly reports to the Sponsor for active projects.

Review and approve monitoring visit reports.

Periodically review data to identify potential issues or inconsistencies that could signal
problems with data collection or monitoring.

Develop and monitor metrics to evaluate the monitor and site performance.

Maintain a risk management tool to proactively identify, communicate and mitigate
project risks throughout the study.

Coordinate protocol deviation review meetings to identify trends and recommend site
‘Performance Improvement Plans’ with input from Quality Assurance.

Ensure inspection readiness at all times of eTMF and central/site study files.

Perform reviews of the central files as per the study specific Quality Plan, as applicable.
Manage 3™ party vendors for on-time delivery and compliance with scope of work.
Review investigator payments for accuracy and ensure effectiveness of site
budget/contract process.

Review and approve all 3" party vendor and site pass-through invoices in accordance
with executed contracts.

Possess an understanding of the assumptions that drive the units in the study budget, and
escalate potential overburns to management.

Complete monthly unit billing grids and monitor available remaining units.

Understand the project scope of work and identify of out-of-scope activities which may
necessitate a change order.

Facilitate data cleaning activities with contract CRAs and DM staff.

Responsible for ensuring appropriate record retention per ICH guidance, and delivery of
eTMF and final locked database to client at study close out.

Coordinate with CQA to provide responses to findings resulting from regulatory or
Sponsor inspections.
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e Ensure adherence to FDA regulations, ICH GCP, company SOPs and study protocols.

e Perform line management duties of direct reports including contract CRAs and in-house
CRAs and CTAs.

e Provide project status updates to Director, Clinical Operations and/or executive team and
escalate issues in a timely manner.

Skills and requirements:

e Bachelor’s degree in life science/biomedical/medical science with a working knowledge
of the clinical/scientific terminology and methods common to the biopharmaceutical
setting.

e 3+ years of on-site monitoring experience. Device experience preferred.

e 1+ years of prior CPM experience at a CRO.

e Good leadership skills, effective at mentoring and training, and capable of motivating and
integrating teams.

e Excellent planning and organizational skills to enable effective prioritization of workload

e Solid interpersonal and problem-solving skills to enable working in a remote matrix
organization.

e (apable of working effectively in a changing environment with complex/ambiguous

situations.

Familiarity with the practices, processes, and requirements of clinical monitoring

Good judgment and decision-making skills.

Effective oral and written communication skills, including English language proficiency

Strong attention to detail.

Solid understanding of relevant regulations e.g., ICH/GCP, FDA guidelines, etc.

Proficient computer skills to effectively use automated systems and computerized

applications such as Electronic Data Capture, Microsoft 365, and others.

e Proficiency with Gantt charts or other timeline software a plus.

Contact:

Contact Karen Arrington at (karrington(@cancerinsight.com).

The above description is intended to describe the general nature of the job and may include
other duties as assumed or assigned, it is not intended to be all inclusive or limit the duties of the
position. Cancer Insight is an EEO/AA employer and is committed to providing opportunities to
minorities, women, veterans and individuals with disabilities.
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