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Job Description — Senior / Clinical Project Manager

Icosavax is a young vaccine start-up company with an exciting virus-like particle platform
technology. We are seeking an experienced Clinical Project Manager (CPM) to lead and
manage specified clinical projects while adhering to budget, scope, and timeline requirements
and applicable regulations.

RESPONSIBILITIES:

1.

Manages Sponsor’s day-to-day study-related activities to meet defined study timelines;
works closely with internal and external team members to ensure IVX compliance with
applicable regulations and FDA/EMA/ICH guidelines

Responsible for the set-up and oversight of a specified clinical project from study
planning, execution, data analysis through close-out

Actively participates in CRO meetings, including regular CRO study team meetings and
protocol training, and provides Sponsor oversight

Responsible for reviewing the content and adhering to CRO study operational plans (e.g.
project management plans, communication plans, quality plans, safety plans, risk
management plan, monitoring plan, communication plan, etc.)

Responsible for the oversight of the development of study-related documents such as
informed consent, case report forms, etc.

Contributes to the development of RFPs and participates in selection of CROs/vendors;
manages CROs/vendors activities to ensure adherence to budget, deliverables,
performance/quality, and timelines; may train CROs/vendors and study sites on study
requirements

Tracks study progress and proactively escalates project-related issues to key internal
stakeholders as needed, including those related to time, budget, and quality. Ensures
timely resolution of these issues and provides feedback to management.

Ensures the ongoing compilation and reconciliation of the Trial Master File is "audit
ready" at all times. Ensures that any audit observations are addressed appropriately and
in a timely manner

Acts as a liaison between functional areas for project-related matters

EDUCATION, EXPERIENCE, KNOWLEDGE AND SKILLS:

1.

2.

Bachelor’s degree in a scientific/healthcare or business/finance discipline is required. An
advanced degree (Master’s degree or above) is preferred

Minimum of 4 years of industry experience (biotech/pharma) with at least 2 years as the
lead clinical project manager (at least 5 years to be considered for the Sr. CPM position);
and at least 2 years monitoring experience strongly preferred.

Proven experience in managing and executing US and/or global trials from start-up to
database-lock, as well as solid experience in management of CROs/vendors to quality,
timelines and budget

Prior direct experience managing vaccine trials strongly preferred

Strong understanding of ICH, GCP and relevant regulatory requirements, guidance, and
guidelines. Understanding of inspection readiness, audit preparation and clinical quality
assurance strongly preferred.

Strong operational and management skills with attention to detail; solid problem solving
and analytical skills; identifies issues and problems and suggests solutions
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7. Proficiency in verbal and written presentations (including Microsoft Outlook, Word, Excel,

and PowerPoint)
8. Ability to deal with competing priorities, work independently in a fast paced, cross-

functional, start-up environment
9. Ability and willingness to travel (10-20% of the time) to various meetings or clinical sites,

including overnight trips. International travel may be required

PHYSICAL DEMANDS:

¢ Manual dexterity required to operate office equipment (i.e. computers, phones, etc.).

OTHER REQUIREMENTS:
e Preferred location is Seattle, Washington, USA

To apply, please e-mail resume to careers@icosavax.com
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