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Principal Investigator- Key Roles

• Qualifications & agreements

• Resources

• Responsibilities to the subject

• Ethics

• The protocol

• The IMP & randomisation

• Informed consent

• Reports & records

• Safety reporting



Qualifications & Agreements

The Investigator should be:

• Qualified by education, training & experience

• CV’s, training records, other relevant documentation

• Thoroughly familiar with the protocol & medicinal 
products

• Comply with GCP and applicable regulations



Resources

The Investigator should be able to demonstrate 
potential for:

• Recruiting the required number of subjects

• Have sufficient time to properly conduct and 
complete the trial within the agreed period

• Have available adequate facilities and qualified staff 
to conduct the trial properly and safely



Medical Care of Trial Subjects

• A qualified physician who is an investigator (or sub-
investigator) should be responsible for all trial 
related medical decisions

• During and following participation the Investigator 
should ensure adequate medical care for any 
Adverse Events (AEs)

• The Investigator should make a reasonable effort to 
ascertain reasons for withdrawal from the trial 
(although a subject is not obliged to give reasons)



Ethical Approval

Before initiating the trial there should be:

• Written and dated approval/favourable

• Opinion from the Ethics Committee for the protocol, 
consent form, amendments



Compliance with Protocol

• The Investigator should
– Conduct the trial in compliance with the approved protocol

– Sign to confirm their agreement

– Not implement any deviation from the protocol without 
prior approval/favourable opinion of the IEC and the sponsor



CRA

• A Clinical Research Associate (CRA) is a professional 
who oversees all aspects of clinical trial conduct

• They oversee clinical trials to test drugs/medical 
devices/biologics/or in vitro diagnostics for their 
effectiveness, risks and benefits to ensure they are 
safe to allow on to the market



CRA (contd)

• CRAs are also known as Clinical Trial Monitor or 
Clinical Monitor

• They oversee clinical trials to test drugs/medical 
devices/biologics/or in vitro diagnostics for their 
effectiveness, risks and benefits to ensure they are 
safe to allow on to the market

• Designs study documents such as, study designs, 
synopsis, site specific protocols, informed consent 
forms, case report forms, site study procedure 
manuals and project tools, monitoring plans, and 
tracking tools, clinical study reports, budget and 
contract negotiation



CRA (contd)

• Performs independent monitoring of sites including: 
conducting site pre-qualification, initiation, 
monitoring visits, and close-out visits

• Maintain frequent contact with and work effectively 
with investigators and coordinators

• Coordinate with the ethics committee, which 
safeguards the rights, safety and wellbeing of all 
trial subjects

• Review and resolve discrepancies in clinical data 
with clinical sites or through a contract research 
organization (CRO)

• Low amount of travel may be required 
(e.g. up to 25-30%)



Education and Skills Needed

• Although there are no exact rules, general 
educational requirements for a CRA role is typically 
a bachelor of science (BS) or a bachelor of art (BA) 
degree in life sciences, medical sciences, or 
healthcare related field such as nursing



Type of CRA 

• In-House CRAs - CRAs who work for a sponsor 
company are called in-house CRAs. An in-house CRA 
may be overseeing all aspect of clinical trial conduct, 
from planning to clinical study report (CSR) 
generation for submission to regulatory bodies

• Regional CRAs/Home-Based CRAs - who work 
independently from home are called regional CRAs 
or home-based CRAs. Regional or home-based 
usually don't handle planning and preparation of 
clinical trials. They generally handle the monitoring 
function and oversee trial conduct. Thus, they can 
work from home and they usually travel quite a bit 
more than their in- house CRA colleagues



Types of Monitoring



CRC Responsibility 

• A Clinical Research Coordinator (CRC) or the study 
coordinator is responsible for conducting clinical 
trials at clinical trial sites according to the protocol, 
ICH-GCP and other regulatory requirements, under 
the auspices of the Principal Investigator (PI)

• Vital link between all the other players involved in 
the clinical trial
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Key Responsibilities

• Complete Feasibility Questionnaires

• Participating in Investigator meetings 

• Preparation and Submission of EC Dossier to EC of 
site for approval 

• Cost analysis and budget negotiations 

• Contracting with pharmaceutical companies before 
the start of the clinical trial

• Subject recruitment and Retention related activities

• Participating with PI in AV & informed consent 
process

• Preparing and Maintaining all the types of 
documents
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