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Principal Investigator Job Description 
Are you looking for an exciting challenge as a Principal Investigator for a private clinical research center? If so, this is an opportunity you don't want to miss out on!

The Principal Investigator is responsible for:
· Advising sponsor organizations in the practical aspects of conducting phase 2-4 clinical research trials. 
· Understanding study background, objectives, design and criteria and having a full understanding of the investigation drug 
· Participating in the pre-trial initiation meeting, routine site visits and close-outs with sponsor representatives 
· Overseeing clinical conduct of all studies, to include: planning, screening, qualification, orientation, review of test results, interpretation of ECGs and management of adverse events 
· Ensuring that all studies are conducted properly, to include: proper admission and orientation; complying with the protocol, IRB requirements and all regulations; assuring documentation is accurate and complete; and addressing any quality assurance issues 
· Supervising the assessment of participants’ well being 
· Participating in and managing all phases of adverse events and related reporting; render and/or prescribe treatment for adverse events as necessary 
· Approving recruiting folders before submission to sponsor; review signed rules and regulations and informed consent form for recruiting procedures 
· Fulfilling protocol requirements with respect to presence in clinic for dosing and post-dose patient monitoring 
· Communicating with sponsor regarding adverse events and treatment 
· Reviewing and signing source documents/medical records and  case report forms or coordinating with sub-investigator as appropriate 
· Participating in the writing and development of the final clinical summary, including final review and signature authorization 
· Preparing for sponsor specific and regulatory audits 
· Participating in protocol assessment process and meetings 
· Participating in operational planning meetings as requested 
· Participating in development of department training materials 
· Performing other duties as assigned 
 
Requirements: 
· Must be a MD or DO with state medical license in good standing in Rhode Island and/or Massachusetts
· Clinical trial research experience preferred but not mandatory. If new to research, must be willing to be trained as a Principal Investigator
· Experience with Phase II-IV trials preferred but not mandatory
· Authorized via state licensing board to write prescriptions 
· Knowledge of GCP, ICH and FDA Guidelines and Regulations and/or willingness to be trained
· Access to a patient database to  assist in meeting  trial enrollment goals
· Ability to travel for Sponsor related trial activities ( i.e. Investigator Meetings)
· Ability and willingness to oversee clinical staff and delegate responsibility as needed for the trial(s)
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