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Objectives

1. Why a Financial Conflicts of Interest 
Checklist is needed

2. Development of the Checklist

3. Current and Future Opportunities
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Disclosure
Presenter: Paula A. Rochon

Financial support of this work has been made 

possible by the following grant:

 CIHR Operating Grant “Evaluation of the Integrity of Clinical Research in 

Canada EIC-77338”

Relationships with commercial interests:

 None

Potential for conflict(s) of interest:

 None



“You can’t make somebody understand 

something if their salary depends upon them 

not understanding it.”

Upton Sinclair

1878-1968



 Read many NSAID trials

 No conflicts of interest reported

 The question asked:  Is there an association between 

drug performance and manufacturer sponsorship?
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 Was this a manufacturer 

sponsored trial?

 Work address

 Contracts

 Supply of medications

 Published in journal 

supplement (one-third)

A Study of Manufacturer-Supported Trials of 

Nonsteroidal Anti-inflammatory Drugs in the Treatment 

of Arthritis
Paula A. Rochon, MD, MPH, FRCPC; Jerry H. Gurwitz, MD; Robert W. Simms, MD; Paul 

R. Fortin, MD, MPH, FRCPC; David T. Felson, MD, MPH; Kenneth L. Minaker, MD, 

FRCPC; Thomas C. Chalmers, MD. Jan 1994. 



7

Which drug was linked to the 

manufacturer?

 Identify drug

 Identify manufacturer 

sponsoring the trial

 Determine which drug was 

produced by the 

manufacturer (using texts)

 Identify manufacturer 

supported drug
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 Almost all trials were 

manufacturer sponsored trials 

 56 trials included

 Compared manufacturer 

sponsored drug and 

comparison drug on:

 Dose

 Efficacy

 Toxicity



Key Findings

 Manufacturer-associated drug almost always 

superior in efficacy and less toxic

 One of first papers to show this association

 Claims often not supported by data

 Doses of drugs chosen to optimize the efficacy 

performance of the manufacture’s drug

 Manufacturer support not documented



Our Recommendations

 Include structured information in articles to help 

reader objectively interpret trial findings

 If study was published in association with a 

manufacturer

 Name of the manufacturer

 Name of the manufacturer-associated drug

 Type of manufacturer sponsorship

 This paper was cited in over 40 books and 

more than 200 peer-reviewed publications
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To maintain public trust in 

research, it is important 

that financial conflicts of 

interest are disclosed and 

steps are taken to manage 

them.



Toward Effective Canadian 

public-private partnerships in 

health research 

 CIHR committed to launch an RFA examining 

the integrity of clinical research in Canada

 Announced in CMAJ commentary 
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Development of the Checklist

 Funded by CIHR award EIC-77338; “Evaluation 

of the Integrity of Clinical Research in Canada”

 We proposed a comprehensive Checklist that 

investigators can use to describe their study and 

provide a structured report of the potential fCOI

situations they may have related to their role in 

the study.



Purpose

 To create a uniform structured report than can be 

reviewed by multiple stakeholders as part of the 

research review process.

 The Checklist could be used by :

 Research Ethics Boards

 Funding agencies

 Institutions

 Journal editors



The Process

 A team of 35 experts from across Canada, US and 
Europe

 Research team 

 External experts (n=19) 

 Research support staff (n=4)

 Combined expertise in 
 trial registration

 research guideline development (CONSORT, EQUATOR)

 ethics review

 policy

 health law

 medical journals

 media



Three Phase Checklist 

Development Process
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Pre-Meeting Item Generation

This process was modelled after CONSORT



 Four panel discussions

 Invited experts were solicited for feedback and 
facilitated discussion
 Registry users

 Funders and Policy Makers

 Legal / Ethics / REB

 Medical journal editors

 Representatives from Annals of Internal Medicine, The 
Council of Science Editors, BMJ and JAMA





The Checklist: Structure

Four sections with six modules:
 Section 1: Administrative Information section

 Module A:  Administrative Profile
 Study information

 Investigator information

 Dates of checklist initiation & completion

 Section 2: Study Information section

 Module B:  Funder Profile

 Module C:  Contract Profile

 Module D:  Study Team and Funder Relationship

 Section 3: Personal Financial Information section
 Module E:  Financial Profile

 Section 4: Authorship section
 Module F:  Authorship Profile
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The Checklist

Advantages and Features

 Fillable form

 Built-in logic

 Integrated glossary of terms
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Use in Practice

The Checklist 

 Completed by each investigator

 Is a ‘living document’

 Modules completed at different study transition 

points.

 Modules A to E at study inception

 Module F upon study completion



Why a fCOI Checklist?

 Promotes transparency and accountability

 Provides a standardized set of questions to 
be completed individually by each 
investigator.

 Allows investigators to be sensitized to 
information they should know about their 
study



Advantages of this Checklist

1. Prospective

2. Places disclosure in context of study

3. Single document for multiple stakeholders

4. Evolves over the project

5. Allows opportunities for early management of fCOI

6. Standardized tool

7. Comprehensive

8. Provides information on potential areas of the 
study where bias can be introduced

9. Links financial relationships with the opportunity to 
introduce bias

10. Easy to complete



Education

 Alerts users to potential conflicts

 Identifies opportunities for early interventions

Communication

 Facilitates communication among investigators

Integration

 Relate to institutional requirements

 Encourage Checklist completion for institutional sign off for 

clinical research grant submissions

 Include as part of REB review package

Recognition of importance of disclosure

 Operationalize required COI policy disclosures

Current and Future Opportunities



Relationship Attestation and Disclosure Policy 

drafted

 Focus is on disclosure

Circulated for TAHSN feedback in summer 2017

 Feedback obtained

 How to operationalize

 Ongoing revision

TAHSN COI Policy Development



In Summary

1. Early research indicated need for 
Conflicts of Interest reporting

2. Financial Conflicts of Interest Checklist 
facilitates disclosure 

3. Opportunities for harmonized 
approach



36

Research Team
Principal Applicant:

 Paula Rochon MD, MPH Academics

Co-applicants:

 An-Wen Chan MD, DPhil Academics

 Lorraine Ferris PHD, LLM Research Ethics

 Jennifer Gold LLB Legal

 John Hoey MD Journal Editor

 Joel Lexchin MD, MSC Academics

 James Maskalyk MD Journal Editor

 David Moher PHD CONSORT

 David Streiner PHD Statistics

 Nathan Taback PHD Statistics

 Marleen Van Laethem MSC Research Ethics

Epidemiology

 Andrea Gruneir PHD Epidemiology

Research Staff

 Melanie Sekeres PHD Candidate Research Coordinator

 Wei Wu MSC Analyst

 Sunila Kalkar MD MSC Research Coordinator

This work has been 

funded by CIHR 

Operating Grant 

“Evaluation of the 

Integrity of Clinical 

Research in 

Canada EIC-77338”
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Finding the Checklist:

FCOI Checklist

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3116675/

Interactive/Fillable PDF fCOI Checklist

https://goo.gl/tNdy5H

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3116675/
https://goo.gl/tNdy5H

