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Views and comments provided from this presentation 

are solely of the presenter and do not in anyway 

represent the views and/or comments of Ipsen. 



 An investigator is an individual who actually conducts a clinical investigation.  

 A “sponsor” is an individual or organization that takes responsibility for and 

initiates a clinical investigation.  

 A sponsor-investigator is an “individual” who both initiates and conducts an 

investigation, taking on the regulatory obligations of both.   

 An “investigator-initiated trial” (IIT) is a clinical research study initiated and 

conducted by a sponsor-investigator.  

 Investigator-initiated research” (IIR) consists of one or more investigator-

initiated trials. 

The company providing study drug and/or funding is NOT the Sponsor 



 

 A company providing funding and/or study drug should NOT 

develop the protocol for the investigator or play a lead role in the 

design and outcomes of the research 

 

 However, as a contributor to the research effort by means of 

providing free study drug and or research funding , companies have 

an obligation to ensure that the research is scientifically sound and 

safe to the research subjects. 

 

 Therefore, it is not unreasonable for companies to require a review 

and approval of the protocol prior to study start-up. 

 

 

 



1. Perception that funding or provision of study drug is “a gift” or “favor” 

to the investigator who is an influential KOL or HCP who prescribes 

company’s product 

◦ Potential violation of anti-kickback law   

2. The perception that the company is funding the IIT (and using 

resulting publications & scientific communications) to passively 

encourage off-label product use 

◦ Potential violation of fraudulent claim law 

3. Establishing unrealistic expectations with the potential investigator in 

regards to the likelihood of funding, IIT review & approval process, 

timelines, amount of funding, etc., 

◦ Can lead to poor or even severed relationships with KOLs 

 

 



“What we have here is a failure to communicate….” 

 Start with full communications and transparency with potential applicants 

◦ In particular, the more senior clinical researcher may not understand the changes in 

the IIT world due to health care compliance rules & regs; its actually in their best 

interest to participate in a fully compliant, well-structured program. 

◦ May want to use as examples some of the DOJ settlements & CIAs implemented in 

recent years in which IITs were cited as misconduct 

 

 Continue to communicate timely and appropriately with awardees, i.e., 

regarding milestones, payments, timely review and commentary when 

appropriate on interim and final reports.  But do not take on the role of sponsor. 



“Like a great wedding, its all in the planning…” 

Consider implementing the following as part of IIT program: 

Get your internal ducks in a row: 

 Medical Affairs, Legal, & Regulatory Affairs agree on what a good  IIT program “looks like” well in 

advance of when the proposals start rolling in  

 Finance/Accounting should also agree to optimum contracting & payment methods 

 Marketing should endorse the goals of IIT program, the value that it brings to clinical science & 

enhancing the company’s reputation but be hands-off in specifics 

 Clearly stated IIT program overview on the company website 

 Potential use of RFAs, i.e., NIH-style announcements of rounds of funding so that potential applicants 

know the company’s scientific foci, max award size, application needs & constraints, timelines for 

submission, review & notification, etc., 

 Require milestones to trigger staggered payments with final study report triggering final payment 

 Invite all funded investigators to annual internal scientific forum…underscores the company’s 

commitment to clinical science & innovation 



 Investigator-Initiated means just that, it must be 

initiated by the investigator--it can not be directly 

solicited or instructed by a sponsoring company to the 

researcher 

 

 This does not mean that entities providing research 

funding and/or free study drug can not publicize (ie. 

on their websites) that their company is willing to fund 

research proposals in certain disease areas 

 

 Sponsor-investigators must comply with the applicable 

laws and regulations for both roles “sponsor” and 

“investigator”. 

 

 

 

 

 



 Companies providing funding and/or study drug 

must ensure payments are for work performed and 

also ensure that any unused funds that may be pre-

paid (i.e. start-up, initial payments, etc. are returned 

if study is canceled, etc… 

 

 Funding entities to IITs should ensure Fair Market 

Value (FMV) is used to award funding. 

 

◦ Internal sources for pricing of procedures and other study 

related costs can be used to help determine FMV. 

 

◦ Also, companies like GrantPlanTM  also provide benchmarked 

prices on clinical study costs 

 

 

 

 


