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Overview of What We Do 

1) Manage cases: financial conflicts of interest (FCOI) in 
research at BU and BMC 
  

•Gather and review financial disclosures 
•Determine appropriate FCOI “management plans” 
 

2) Design and refine the process and policies 
 
3) Educate and advise the BU and BMC  
     the community 
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Core of What We Do 

X 

Conflict of 
Interest X 

Conflict of        
Interest 

Research Research 

 
 

E.g., Dr. Jones gets royalties for his invention,  the super stapler, 
and is about to conduct research to test how effective it is. 

 
Private financial interest  - royalties - might cause Dr. Jones to make personally favorable 

decisions – i.e., making him biased, even without realizing it. 

Conflict of Interest (COI) = 
when a private interest could unduly affect a professional decision 

 
 
 
 
 

Protect the Objectivity of Research by 
Reviewing and Managing Financial Conflicts of Interest 

 



Research Conflicts of Interest 

http://evidencebasedliving.human.cornell.edu/2011/12/more-evidence-supporting-the-systematic-review/ http://www.cartoonstock.com/directory/b/biased.asp 



http://legacy.communitydoor.org.au/resources/etraining/units/chccs301a/section2/section2topic06.html 



 

Of the many causes of bias (i.e., conflicts of interest) in 
research, we look for: 
  

   - Payments for professional services 
   - Patents, copyrights (IP) and related royalties 
   - Equity holdings  (stock) 
   - Honorarium  
     
 
 
 
 
 
 
 

Causes of COI 

…but only where they could  
directly and significantly affect the 

design, conduct, or reporting of 
Research at BU or BMC. 



BU & BMC Policies on Investigator Conflicts of Interest 

 

 
 

 

 
                        
 
 
 
 
 

 
 

 
 

Anyone responsible for  
design, conduct or reporting of 
research, regardless  
of title or role.  
(Determined 
 by PI). 

only where $ could  
directly and significantly 
affect Research (via bias) 

Research “Investigator” $ 
 

 
• Non-BU/BMC  
    Compensation 
• Equity/Stock 
• Royalties 



We Know - Conflicts are Natural 

Expertise 

- Service on Boards, Panels, Committees 
- Industry Relationships 
- Inventions 

Conflicts of Interest 
(actual or perceived) 

(Getting in the way of research) 



 

 • Taxpayers who support federally funded research 
want assurances that research is conflict-free 

•42 CFR Part 50, Subpart F (revised 8/25/11) 
•45 CFR Part 94 
 

• BU and BMC want to ensure that all research at our 
institutions uphold the highest levels of integrity and 
objectivity. We’re applying old (1995) and new (2011) 
federal standards across the board, depending on 
sponsor. 

Why Do We Manage FCOIs in Research? 



Submit  Review disclosures, 
compare to research 

Find Financial Conflicts of 
Interest 

Committee Review and 
recommendation 

Final decision by Associate VP 
for Research Compliance 

Management plan compliance 
by Investigators 

Funds are  
not disbursed  
until process  
is complete! 

“Investigators” = 
all those 

responsible for 
the design, 
conduct or 

reporting of 
research 

HOW Do We Manage FCOIs in Research? 



Review and Management of FCOIs 

(c) 

 
(a) Weighing Factors: 
• Unique qualifications of Investigator? 
• $ nature and magnitude? 
• $ is in close relation to research? 
• Human subjects? 
• Primary site? 
• Public perception? 
 

(b) Management Options: 
• Disclosure;  
• Independent monitor/statistician; 
• Modification of the research plan;  
• Change of personnel or responsibilities;  
and 
• Reduction/elimination of $. 
 

 

 

 

1. Committee 
recommendation 

2. Investigator review and 
comment  

3.  Associate VP of Research 
Compliance final decision 



Recent Changes 

Over concern that our institutions were missing  
the COIs, the government revised it’s policies to  

capture more of them  
 
 

Fed Reg 
1995 

BU Policy 1997, 
2001, 2003 and 

BMC 2004 

Fed Reg 
2011 

BMC & PHS-
funded BU 

Policies 2012 

Starting 8/24/12, these new rules apply to   
PHS-funded BU Research and all BMC Research 

Non-PHS 
funded BU 

2012 



Which policy dictates? 
1.Check Your Institution; 2.Check Your Sponsor 

1995 Policy  
BU-Non PHS-funded Research 

2011 Policy  
BU PHS-funded & all BMC Research 

 
Everything else 

 
 
 
 
 
 
 
 
 
 
 

**bu.edu/orc/coi/forms** 

PHS Agencies: Agency for Healthcare 
Research and Quality (AHRQ), Agency 
for Toxic Substances and Disease 
Registry (ATSDR), CDC, FDA, Health 
Resources and Services Administration 
(HRSA), Indian Health Service (IHS), 
NIH, Substance Abuse and Mental 
Health Services Administration 
(SAMHSA) 
 
+ 5 Nonprofits: 
American Heart Association, American 
Cancer Society, Arthritis Foundation, 
Susan G. Komen Foundation, Alliance 
for Lupus Research 
 



New Federal  BU/BMC Policy Overview 

1995 Policy  BU-Non PHS-funded 
Research   NON FIND 1 form 

2011 Policy  BU PHS-funded Research 
and ALL BMC Research  FIND 1&2 forms 

Investigators determine relatedness of $ 
to research 

Institution determines relatedness of $ to 
research 

Forward-looking Backward-looking 

$10,000 minimum threshold $5,000 min. threshold; any private equity 

Disclosing outside payments, equity and 
intellectual property rights 

Disclosing outside payments, equity, 
royalties and travel reimbursement (with 
extensive exceptions) 

No training requirement Training requirement once every 4 years 

No public accessibility requirement FCOIs in PHS-funded research reported 
upon request 

Updates with “material changes” in 
significant financial interests 

Updates with 30 days of a change 



BU/BMC Policies 

1995 Policy  
BU-Non PHS-funded Research 

NON FIND 1 form 

2011 Policy  
BU PHS-funded & all BMC Research 

FIND 1 & 2 FORMS 

 
Investigator Q:   

Do you have SFIs or SFIs in an 
entity that would reasonably 
appear to be affected by your 

research? 
 

“Are you conflicted?” 

 
Investigator Q:   

Do you have SFIs that reasonably 
appear to be related to your 
institutional responsibilities? 

 
 
 

“Show me the money” 
 

“SFI”: Significant Financial Interest 



a) salary or other payments for services 
• consulting fees 
• reimbursed or sponsored travel 
• honoraria 

 

b) equity interests 
• stocks, stock options (from $1, if private) 

 

c) intellectual property rights - once income is received  
• patents  

• (owned or where clinical investigator is an inventor) 
• copyrights  
• royalties 

 

 Include holdings of spouse and dependent children 
  

  Must be related to institutional responsibilities 
 

 
 
 

 

Significant Financial Interests Before and After 



 

Investigators do not disclose: 
 

• BU or BMC salary 

• income from seminars, lectures, teaching engagements, service on 
advisory committees or review panels (or travel expenses) 
sponsored by  

• public or non-profit entities /   

• Federal, state, or local government agency, college/university, 
academic teaching hospital, a medical center;  

• salary, royalties or other payments from a single entity (or group of 
affiliated entities) that, when aggregated over the 

• next twelve months are not expected to exceed $10,000 /  

• past 12 months, do not exceed $5,000. 

• Mutual funds (where no direct control) 

 
 
 

Significant Financial Interests Before and After 



BU and BMC Policy Overview 

1995 Policy  
BU-Non PHS-funded Research 

2011 Policy  
BU PHS-funded & all BMC Research 

-Disclosure by “investigators”  
 

-prior to the final submission of the 
research application,  
-annually thereafter, and  
-if there are any material changes to 
your reported interests. 

 
 

-Use NON FIND 1 form, return to 
coi@bu.edu (stands for Non-PHS funded 
Financial Interest Disclosure form) 

-Disclosure and training by all 
“investigators”   

-prior to the final submission of the 
research application, 
-annually thereafter, and  
-within thirty (30) days of discovering 
or acquiring (e.g. through purchase, 
marriage, or inheritance) a new SFI.  

 
-Use FIND 1 and FIND 2 form (if a “yes” on 
FIND 1),  and return to coi@bu.edu 
 
-Email invitation to training on Blackboard 
will be sent via individual email 
afterwards. Training is only required once 
every 4 years. 

**bu.edu/orc/coi/forms** 

mailto:coi@bu.edu
mailto:coi@bu.edu


 

 
When applying for a grant, PIs fill out the new Proposal 
Summary Form (PSF) Section  

Disclosure is required 100% of the time 
Even though potential COIs are reviewed only a small % of the time 



 
 
 

Disclosure form for BMC and PHS-Funded BU Research: 
FIND 1 



 
 
 

Form 1 for BMC and PHS-Funded BU Research: FIND 1 



 
 
 

Form 1 for BMC and PHS-Funded BU Research: FIND 1, p2 



 
 
 

Form 2 for BMC and PHS-Funded BU Research: FIND 2 
If you check “yes” on FIND 1 



Invitation to Training 

 
 
 



Invitation to Training 

 
 
 

A score of 

80/100 is 

required to 

pass. 



 
 
 

Disclosure form for Non-PHS-funded BU Research:  
NON FIND 1 



 
 
 

Disclosure form for Non-PHS-funded BU Research:  
NON FIND 1 



Paperless Disclosure & Training Process 

 
 
 



“If I Disclose, Will I get in Trouble?” 

 

Disclosing your financial interests and conflicts of interest 
does not imply wrongdoing nor automatically preclude 
Investigators from receiving research awards. 

 

BUT… 
 

Undisclosed conflicts can result in serious consequences 
including loss of research funding. 



Process Overview 

  See bu.edu/orc/coi/forms for instructions and the latest 
disclosure  forms 
All “investigators” must disclose and complete the training  
prior to final submission of research 
 application. 
 - Investigators added mid-project 
            - Training 1x / 4yrs              
Update your interests annually  
and if they change 
 Once COI review is complete, funding  
can be disbursed 
             - a note on the transition phase 



Questions? 

• NIH COI website at: http://grants.nih.gov/grants/policy/coi/ 
•Revised PHS Regulation, Responsibility of Applicants for Promoting Objectivity in Research for 
which PHS funding is sought,  http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf 

http://grants.nih.gov/grants/policy/coi/
http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf
http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf
http://www.ofr.gov/OFRUpload/OFRData/2011-21633_PI.pdf

