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Managing COI Compliance:
The Importance of Disclosures in Publications & 

Presentations

2022 HCCA Research Compliance Conference (06.10.22)

Stacy Pritt, DVM, MS, MBA, CPIA, CHRC, DACAW
Associate Vice President, Research Support & Regulatory Management

Meredith Noto, MBA, MA, CHRC, EXCS
Associate Director, Conflict of Interest & Export Control

Stacy and Meredith do not have any relevant financial interests with 

regards to the material being presented here today

There is a lot of research and commentary on how disclosures are 

interpreted by researchers, medical professionals, and the public

–Approaching the topic today from the perspective of compliance 

professionals, specific to disclosures publications and presentations

–Not discussing any journal disclosure harmonization efforts

General Disclaimers
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Review compliance concerns 
with non-disclosure, including 
public opinion and backlash 

Understand current 
journal, association, 
and institutional 
requirements for COI 
disclosures

Learn how to 
implement 
training and 
review 
processes to 
ensure 
compliance 

Learning Objectives

Agenda
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Background & 
Philosophy of 

Disclosures

Public Opinion 
& Backlash

Journal, 
Association, & 
Institutional 

Requirements

Training & 
Ensuring 

Compliance
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Background & Philosophy of 
Disclosures

A Bit of Trivia

First Journal 
to Require 

Disclosures?

NEJM

1984
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Relationships with industry are “bad” 

COIs lead to a suspicion around veracity of study findings 
and skepticism of clinical recommendations

Current COI systems and processes do not determine 
ethics of the relationship; but focus on transparency

Philosophical Underpinnings of Disclosures

What
Acknowledgement 

of a known 
conflict or 

financial interest

Usually found in 
publications, 

presentations and 
other venues

Why

Does not manage 
the conflict 

Meant to inform 
the recipient

How
Included in the 
publication, or 

reference to 
supplement

Verbal 
announcement

The What, Why, & How of Disclosures
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Unintended Consequence of Disclosures

9

Expertise Cue Decrease Bias

Discount Findings Moral License

Recipients Disclosers
Confusion Deterrent

Public Opinion & Backlash
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Press Releases 

11

Public Perception

12
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Backlash
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Targeted and on-going 
negative press suggesting 
wrong-doing by institutions 
and individuals. 

Decreased trust in research 
and medical establishment

Journal, Meeting & Institutional 
Disclosure Requirements

14
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They vary
They will 

sometimes conflict 
with one another

Journal, Meeting, & Institutional Requirements

The Conundrum

16

Institutional 
Requirements

Interpretation

Compliance

Journal 
Requirements

Meeting 
Requirements
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Variability in Disclosure Requirements for Journals & Meetings

17

Timeframe

Language

RelevancyContent

Process

Timeframe

18

How far in 
the past 
are you 

required to 
go?

No 
accounting 

for publishing 
process

2 – 5 Years

Min. 12 
Months
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Language

19

Conflicts of Interest

Declaration of 
Interests

Competing 
Interests

Disclosures

Financial 
Interests

Others?

Relevancy
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• Is relevancy a 
requirement for 
disclosure?

• What is relevancy?

The 
Requirement

• How?

• Who?

Determining 
Relevancy • Competing 

Interests?

The 
Competition
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Types of Interests
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Research 
Funding

Grants
Family 

Members

Consulting 
Equity 

Licensing 
Royalties 
Patents

Content

22

Value 
Limits

Relevancy

Template 
Wording

Interest 
Type

What is Relevant?

#1 The outside entity 
produces products 

directly mentioned in 
the publication or 

produces competing 
products.

What is Relevant?

#2 The author has an 
interest with an outside 
entity in a field or topic 

area discussed in the 
manuscript or 
presentation
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Process

23

Real-Time Updates

Separate Portal

First Author 
Management

Training & Ensuring Compliance
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Training for Authors
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Awareness of situations that lead to missing disclosures
• Human error 

o Is the corresponding author aware of the needed disclosure?
o Was the disclosure present in the final submission?
o Do the other authors make similar disclosures?

• Lack of awareness of the COI
o Ensuring Management Plan is clear and specific
o Management Plan monitoring and other touchpoints
o COI training

• Inaccurately assessing relevancy
o Rationalizing why a disclosure is not relevant

• Issues with Journal’s requirement
o Journal rejects disclosure
o Variation/assumptions of journal requirement

Training for Administrators

26

Sensitivity to context
• Gather full story
• Publication date compared with the issue date of Management Plan
• Attempts to disclose

Skillset to review
• Consistently determine what interests are relevant
• Funding sources and manufacturers
• Research content relevancy 

Strategy for Management Plan monitoring 
• Reminds individuals of the conflict and Management Plan
• Discuss Management Plan compliance at COI review
• Provide guidance on how to best comply with Management Plans and journal 

requirements
Appreciate the Limitations

• CMS Open Payments of limited value
• Avoid concepts like “potential COI” or “potential non-compliance” in 

determinations
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Reviewing for Compliance
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• Management Plan monitoring within one year of issuing MP
o Investigators may provide examples of appropriate disclosure

• Review recent publications within the last year or since the last review of 
the COI
o Generate list of publications from standard source (e.g. PubMed)
o Filter list by publication date
o Review abstracts and Methods to identify relevant publications
o Confirm appropriate disclosure was included
o Reach out to understand why a disclosure was omitted

• Compliance reviews for instances of MP non-compliance
o May require updating disclosure in manuscript

o Establish a policy for SOP for the COI Office to use for 
manuscript/presentation review to ensure consistency

Recommendations

28

Define and 
Determine Relevancy 

& Institutional 
Requirements

Require Disclosures 
for identified COIs, 

not generalized 
Financial Interests 

Do Not Prescribe 
Disclosure Language 

in MPs

Provide Training and 
Review Compliance 

to MPs
Provide Assistance



5/25/2022

15

 Cherla, D.V., et al.  2019.  The Effect of Financial Conflict of Interest, Disclosure Status, and Relevance on Medical Research from 

the United States.  Journal of General Internal Medicine.

 Daar, D.A. and Thanik, V.  2019.  A Standardized, More Thorough Reporting of Disclosures in Plastic Surgery Literature.  Plastic 

and Reconstructive Surgery.

 Furdman, D. and Feuerstein, J.D.  2018.  The Call for Greater Transparency in Conflicts of Interest.  JAMA Network Open.

 Galvis, S.  Medical Journal Editors Expect Authors to Disclose Conflicts of Interest – but don’t disclose their own.

 Luce, E.A. and Jackman, C.A.  2017.  Disclosure of Financial Conflicts of Interest in Plastic and Reconstructive Surgery.  Plastic 

and Reconstructive Surgery.

 Packer, M.  2022.  Are Conflicts of Interest Disclosures Meaningful?  MedPage Today.  Retrieved online on May 9, 2022.

 Sah, S.  2019.  A Critical Look at COI Disclosures.  Presented at the AAMC Focus on COI Conference in Philadelphia.

 Swift, J.  Disclosure and Conflict of Interest; When does disclosure become a favor request or add undue pressure to consumer

decision making?  (Based on research conducted by Dr. Sunita Sah).  Retrieved online on May 12, 2022.  Cornell University.

 Steinbrook, R. and Lo, B.  2012.  Medical Journals and Conflicts of Interest.  Journal of Law, Medicine, and Ethics.

References

29


