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FCOI REGULATIONS - FINAL RULE 
• Rule published 8/25/11 revises the regulations on 

Responsibility of Applicants for Promoting Objectivity in 
Research for which Public Health Service Funding is 
Sought and Responsible Prospective Contractors 

o http://www.gpo.gov/fdsys/pkg/FR-2011-08-25/pdf/2011-21633.pdf  
  
• Implementation required no later than 365 days after 

publication of the final rule in the Federal Register, i.e., 
8/24/12.  
 

• New UMMS FCOI policy will go live 8/1/12. 
 
• New UMMS policy covers all sponsored project activity (not just 

PHS/federal) 
 

 

http://www.gpo.gov/fdsys/pkg/FR-2011-08-25/pdf/2011-21633.pdf


WHAT IS THE PURPOSE  
OF THE REGULATION? 

• The regulation is aimed at ensuring 
that the design, conduct, or reporting 
of research funded under PHS grants 
and cooperative agreements will not 
be biased by any conflicting financial 
interest of the Investigators 
responsible for the research. 



MAJOR CHANGES TO THE  
REGULATIONS INCLUDE: 

• More inclusive definition of Investigator 
 

• Lower financial disclosure thresholds ($5K instead of $10K) 
 

• New conflict of interest training requirement 
 

• Increased transparency for travel reimbursement 
 

• Detailed information reported to PHS when conflicts exist 
 

• Information made accessible to the public 



DEFINITION OF INVESTIGATOR 
• Project Director/Principal Investigator as 

well as any other person, regardless of 
title or position, who is responsible for the 
design, conduct, or reporting of research 
or proposed for such funding, which 
includes subawardees and may include 
collaborators or consultants. 



SUBRECIPIENTS AND REPORTING OF 
IDENTIFIED FCOIS 

• Proposal Stage 

– Subrecipient will provide assurance that they have policies 
that comply with sponsor regulations 

• Award Stage 

– UMMS subrecipients must have their own FCOI policy 
(UMMS will not allow UMMS policy to apply to subrecipient) 

– Subrecipients must report identified FCOIs to UMMS so we 
can meet NIH reporting obligations. 

 

 



FCOI REQUIREMENTS AT THE PROPOSAL STAGE 

• A Summary Disclosure of Financial Interests 
(SDFI) form must be submitted with each 
application. 

• The SDFI is a project-based (not individual-
based) disclosure form. 

• All individuals meeting the new definition of 
Investigator are required to complete the 
disclosure. 



THE SDFI FORM 
(FRONT PAGE) 
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SDFI FORM OVERVIEW 
• Principal Investigator responsible for their own disclosure and 

determining who meets the definition of “Investigator” on their 
project 

• Once Investigator determination is made, PI in conjunction with 
Department Administrator assistance will need to secure 
disclosures from the identified Investigators 

• The SDFI is a project-based form (all disclosures will be 
captured on one form) 

• All Investigator disclosures must be received in RFS before an 
application can be approved for submission 



DISCLOSURE CLARIFICATION 
• The SDFI form only captures whether an Investigator has a 

Significant Financial Interest (SFI)  

• No detailed information regarding the nature of the SFI is 
disclosed on the SDFI 

• Detailed SFI information is disclosed in the UMMS COI System 
(https://coi.umassmemorial.org/coi/)  

https://coi.umassmemorial.org/coi/


WHAT HAPPENS WITH THE 
DISCLOSURE FORM? 

• A copy of any SDFI with an affirmative 
disclosure of a Significant Financial Interest is 
forwarded to Dr. Thoru Pederson, the Associate 
Vice Provost for Research responsible for 
reviewing FCOI disclosures 

• The original disclosure is kept in the proposal 
file and will be used to verify Investigator FCOI 
training at the JIT and award stages 



FCOI TRAINING REQUIREMENT 
• Each Investigator must complete training prior to 

engaging in research related to any PHS-funded grant 
or contract and must complete training at least every 
four years, and immediately under the following 
circumstances: 
– If institutional FCOI policies change in a manner that affects 

Investigator requirements, an Investigator is new to an 
Institution, an Institution finds an Investigator noncompliant 
with Institution’s FCOI policy or management plan. 

Per new regulation, Investigator is defined as: Project Director/Principal Investigator as well as 
any other person, regardless of title or position, who is responsible for the design, conduct, or 
reporting of research funded by the PHS, or proposed for such funding, which includes 
subawardees and may include collaborators or consultants. 



FCOI TRAINING & AWARD SETUP 
• For PHS supported projects, Investigators are required to complete 

their training obligations prior to engaging in research or by the issue 
date of the Notice of Award issued subsequent to the Institution’s 
implementation date (August 1, 2012 for UMMS) 

• RFS will confirm that individuals identified on the SDFI form have 
completed FCOI training before a project can be set up 

• We recommend that all personnel paid off of sponsored projects take 
the training right away so that it does not slow down the award setup 
process when the next segment of funding is received 
 



FCOI TRAINING - IMPLEMENTATION 
• UMMS offers a specific FCOI training class that will satisfy the new 

regulatory requirement.  

• FCOI training is offered through the CITI Online training module and 
can be accessed at http://www.citiprogram.org/.  

• Investigators should take the mandatory training as soon as 
possible. Once taken the training is valid for four years. After four 
years, investigators will be required to take the training again.  

• Instructions on how to create a CITI login and access the FCOI 
training module are available on the OVPR website at: 
http://www.umassmed.edu/fcoitraining.aspx?linkidentifier=id&itemid=157880  

http://www.citiprogram.org/
http://www.umassmed.edu/fcoitraining.aspx?linkidentifier=id&itemid=157880


OVPR FCOI Website: http://www.umassmed.edu/FCOI.aspx 

http://www.umassmed.edu/FCOI.aspx?linkidentifier=id&itemid=157810
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