
Sponsor-Investigator 
Relationships and Responsibilities



Agenda

• General Introduction – Gregory Riely  
• Conflict of Interest – Erika McCarthy



Agenda (my section):

• Relationships and Responsibilities in context of a clinical trial
• What is an investigator
• Becoming an investigator (on a multicenter sponsored research study)
• Investigator responsibilities/qualifications 
• Sponsor responsibilities
• Monitoring

• Relationships and Responsibilities outside of a clinical trial



E6(R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) 
https://www.fda.gov/media/93884/download



Definitions

• Investigator - A person responsible for the conduct of the clinical trial at a 
trial site.  If a trial is conducted by a team of individuals at a trial site, the 
investigator is the responsible leader of the team and may be called the 
principal investigator. (See also Subinvestigator.) 

• Sponsor - An individual, company, institution, or organization that takes 
responsibility for the initiation, management, and/or financing of a clinical 
trial.

• Sponsor-Investigator - An individual who both initiates and conducts, alone 
or with others, a clinical trial, and under whose immediate direction the 
investigational product is administered to, dispensed to, or used by a 
subject. The term does not include any person other than an individual 
(e.g., it does not include a corporation or an agency). The obligations of a 
sponsor-investigator include both those of a sponsor and those of an 
investigator.
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Being an investigator…  
(in a multi-center, industry-sponsored)
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On a practical basis, how do you actually become 
a site-PI for a multi-center sponsored clinical trial?
A. You serve on a committee for a cooperative group
B. You establish yourself as an investigator who can enroll patients 

with the condition of interest
C. You meet with the Chief Scientific Officer/Chief Medical Officer of 

the company and help design the trial
D. You call a phone number to express interest
E. You answer an email from a random company you’ve never heard 

of
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Becoming an investigator…  
(in a multi-center, industry-sponsored)

• PSSV (pre site selection visit)
• SSV (site selection visit)
• SEV (site evaluation visit) 
• SQV (site qualification visit)

Typically, a ½ day (virtual) visit by a 
sponsor representative where they: 
(1)tour facilities, including clinic 

and pharmacy
(2)Review regulatory requirements
(3)Meet with principal investigator





Why do they do a site qualification visit?
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Why do they do a site qualification visit?

A. They are paid by the hour
B. They want to torture you
C. There is a regulation with which they are complying
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https://www.fda.gov/media/93884/download



Investigator responsibilities (highlights)

E6(R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) 
https://www.fda.gov/media/93884/download



Investigator responsibilities (highlights)

E6(R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) 
https://www.fda.gov/media/93884/download



Investigator responsibilities (highlights)
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Commitments on FDA Form 1572



Seems like the investigator has a lot of 
responsibilities…what is the sponsor doing?



Sponsor responsibilities (highlights)
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Sponsor responsibilities (highlights)
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Sponsor can delegate their responsibilities to 
CROs
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Sponsor responsibilities (highlights)
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Monitor Responsibilities (highlights)

E6(R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) 
https://www.fda.gov/media/93884/download

• The monitor is the main line of communication 
between the sponsor and the investigator

• Verifying that the investigator has adequate 
qualifications and resources

• Verifying investigational product
• Verifying that investigator follows the protocol
• Verifying that written informed consent was 

obtained
• Ensuring/verifying all aspects of study conduct



E6(R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) 
https://www.fda.gov/media/93884/download



Other Sponsor-Investigator Relationships
(outside of actual conduct of trials)

Who might you meet with?
• Sales representative
• Medical Science Liaison
• Lead Clinician (can be nurse, pharmacist, or physician)
• Clinical Director, Global Lead, Clinical Scientist, CSO, CEO

How do you interact with them?

What is their goal?



Sponsor-Investigator Relationships
(outside of actual conduct of trials)

• One-on-one meetings
• Advisory boards
• Investigator meetings
• “Investigator” meetings
• Portfolio reviews



Investigator-Sponsor Interactions…
Why do they want to meet with you?
• Sell more approved drug
• Build a relationship
• Make you like them so you will …
• … prescribe more of their drug
• …say nice things about their drug
• …help get drug approved/in guidelines
• Learn from you about their drug/competitor’s drugs
• Find a new drug
• Find a new drug target



Investigator-Sponsor Interactions…
Why do you want to meet with them?
• Be a site for a trial (phase 1, 2, 3)
• Be a global/national PI
• Get funding for your own (investigator-initiated) study
• Learn about drugs in development
• Be seen as an influencer



Agenda

• General Introduction - Gregory Riely  
• Conflict of Interest – Erika McCarthy



Questions?
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