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Position: Clinical Trial Manager Il
Department: Clinical Operation China
Line Manager: Clinical Operation Lead

Location: Shanghai

Job purpose

1.The position is to manage new clinical study day to day in compliance with GCP/ICH-

guidelines and other regulatory requirements.

2.To ensure the clinical study conducted in a high speed, good quality and insure budget

managed appropriately.

Responsibilities and Accountabilities:

1. Clinical study management. Manage and lead the day-to-day operations of
assigned studies to ensure completion per established project team goals and objectives in

compliance with applicable GCP/ICH guidelines and other regulatory requirements.

2. Lead development of study plans and system set-up; participate in preparation and

ensure operational excellence of protocol, CRF, CSR and other key study team deliverables



3. Participate in process improvement and quality-related initiatives associated with
study execution and deliverables; participate in establishment of best-in-class processes

and standards for study conduct

Required Qualifications:

Minimum of 5 years working experience in the pharmaceutical industry or healthcare
discipline including 3 years in a Clinical Research Associate (or equivalent/parallel) role and

2 years in project management.
. Must have strong knowledge of ICH/GCP guidelines and regulatory requirements.

. Must have strong knowledge of protocol and clinical drug development processes,

clinical study design, study planning and management, and monitoring.
. Requires proven project management skills and study leadership ability.

. Must have excellent interpersonal, written and verbal communication skills,

administrative skills and computer ability.

. Fluent in English. Moderate (25%) travel required.

Preferred Qualifications:

CRA management experiences in MNC is preferred.
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