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Disclaimer

ÅInformation presented reflects my personal knowledge and opinions and 
does not represent the position of my current or past employers or CSE.
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4ÏÄÁÙȭÓ /ÂÊÅÃÔÉÖÅÓ

ÅAt the conclusion of this presentation, attendees should understand:

ϺThe rationale behind the Medical Publishing Insights and Practice 
(MPIP) Authorship Research Initiative

ϺThe key findings of the survey and qualitative editor discussions 

ϺThe principles behind the Five-step Authorship Framework 

ϺHow the Framework can improve transparency in disclosing 
contributors to industry -sponsored trial publications
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Building Trust

ȰA lack of transparency 
results in distrust and a 
ÄÅÅÐ ÓÅÎÓÅ ÏÆ ÉÎÓÅÃÕÒÉÔÙ ȱ

-Dalai Lama
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MPIP Objectives

ÅUnderstand issues and challenges in publishing industry-sponsored research

ÅIdentify potential solutions to increase transparency and trust

ÅPromote more effective partnership between sponsors and journals to raise 
standards in medical publishing and expand access to research results

MPIP Vision

To develop a culture of mutual respect, understanding, and trust between 
journals and the pharmaceutical industry that will support more transparent 

and effective dissemination of results from industry-sponsored trials

MPIP Vision and Objectives
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Background

ÅMPIP - founded in 2008 
by members of the 
pharmaceutical industry and 
International Society for 
Medical Publication 
Professionals (ISMPP) and 
Leerink Swann Heathcare

ÅEngaged stakeholders in the 
U.S. and Europe to achieve 
MPIP vision and objectives

Å4 publications to-date:
ÅEnhancing Transparency
ÅAuthorship Submission 

Toolkit
Å10 Recommendations
ÅFive-step Authorship 

Framework
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MPIP: Ten Recommendations

A collaboration between MPIP and journal editors 

TABLE:  Top 10 Recommendations for Closing the Credibility Gap in 
Reporting Industry -Sponsored Clinical Research

1. Ensure clinical studies and publications address clinically important questions
2. Make public all results, including negative or unfavorable ones, in a timely fashion, while 

avoiding redundancy
3. )ÍÐÒÏÖÅ ÕÎÄÅÒÓÔÁÎÄÉÎÇ ÁÎÄ ÄÉÓÃÌÏÓÕÒÅ ÏÆ ÁÕÔÈÏÒÓȭ ÐÏÔÅÎÔÉÁÌ ÃÏÎÆÌÉÃÔÓ ÏÆ ÉÎÔÅÒÅÓÔ
4. Educate authors on how to develop quality manuscripts and meet journal expectations

5. Improve disclosure of authorship contributions and writing assistance and 
continue education on best publication practices to end ghostwriting and 
guest authorship

6. Report adverse event data more transparently and in a more clinically meaningful manner
7. Provide access to more complete protocol information 
8. Transparently report statistical methods used in analysis in accordance with journal 

policies
9. Ensure authors can access complete study data, know how to do so,  and can attest to this
10.Support the sharing of prior reviews from other journals



5.
Improve 

disclosure of 
authorship 

contributions

MPIP Road Map:  Ten Recommendations
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Background: 
Available Guidelines and Recommendations 

Defining the Role of Authors and 
Contributors

Good Publication Practice 
(GPP2)

International Society for Medical 
Publication Professionals 
(ISMPP) position papers

Council of Science Editors (CSE) 
White Paper

European Medical Writers 
Association (EMWA) guidelines
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International Committee of Medical Journal 
Editors (ICMJE) Guidelines in 2010:

2010 ICMJE guidelines stated authorship credit should be based on:

1. Substantial contributions to the conception and design, acquisition of 
data, or analysis and interpretation of data;

2. Drafting the article or revising it critically for important intellectual 
content; and,

3. Final approval of the version to be published

What is
substantial?

What is
drafting?

What defines
approval?

What is
revising?

* Survey conducted in 2010, a 4th criteria has been added since
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Background 

What is the Unmet Need

1. Low awareness, variable interpretation, and inconsistent application of 
authorship guidelines can lead to confusion and a lack of transparency 
when recognizing those who merit authorship

2. Need to close the gap between authorship guidelines and practical 
decision-making when determining authorship

Objectives for Authorship Initiative

ÅIdentify authorship scenarios not well addressed by currentguidelines

ÅIn collaboration with journal editors, develop a standardized approach that 
can be used prospectively to  facilitate more transparent and consistent 
authorship decision -making

Å%ÍÂÅÄ ÕÓÅ ÏÆ ÔÈÅ Ȱ&ÉÖÅ-ÓÔÅÐ !ÕÔÈÏÒÓÈÉÐ &ÒÁÍÅ×ÏÒËȱ ÔÏ ÆÕÒÔÈÅÒ 
transparency in authorship decisions
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Study Methods

Outline case 
scenarios

1

Develop and
distribute survey

2

Finalize authorship 
framework

Editor
discussions

3

4

ÅCollaborated with various stakeholder groups 
to identify most challenging, real-life 
authorship scenarios

ÅPartnered with academic collaborators to 
develop survey of editors, clinical investigators, 
publication planners and medical writers

ÅReviewed data and aligned on key themes and 
recommendations

ÅDeveloped standardized approach to  facilitate 
more transparent and consistent authorship 
decision-making
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Methods:  Survey Design

Sample design

ÅJournal editors, clinical investigators, publication professionals and 
medical writers

ÅResponses were collected in a blinded and confidential fashion

Survey design

Quantitative

ÅHow to adjudicate case study 
(authorship, acknowledgement, 
no recognition)?

ÅWhat rationale did you use?

ÅHow confident are you?

ÅHow frequently does this occur?

Qualitative

ÅWhat guidelines are you aware of?

ÅWhich guidelines do you use most?

ÅIn a given clinical study, when are 
authorship criteria determined?

ÅIn a given clinical study, when are 
authors determined?
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Methods: Case Scenarios

Case Description

1
Whether patient recruitment and daily sitemanagement are 
substantial contribution

2
Addition of anauthor while finalizing a manuscript for first 
submission

3 Recognitionof the contributions of a medical writer

4
Removal of an author due to disagreementabout interpretation 
of data

5 Recognition of the contribution of a contract research scientist

6
Lack of final approvalfrom an author for submission despite 
repeated inquiries

7
Protection of proprietary information when clinician leaves a 
trial sponsor company for a competitor
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Methods:  Survey

The survey was sent via an email link to the four 
respondent groups

Total of 498 respondents with at least 96 
respondents per group enabled estimates with a 
10% margin of error

Final Sample N  

Clinical investigator 145 
Journal editor 108
Publication professional 132
Medical writer 113
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Results:  Respondents were Diverse and Experienced

North 
America

44%

Europe
39%

Asia 
Pacific
13%

Other
4%

Geographic Distribution

Industry -Sponsored
Clinical Trial Experience

3-5 
years
18%

6-10 
years
23%

11-20 
years
35%

20+ 
years
24%

Clinical
Investigator

29%

Journal
Editor
22%

Publication
Professional

26%

Medical
Writer
23%

Professional Affiliation

Total Respondents = 498

n = 113 n = 145

n = 132 n = 108
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Familiarity with Guidelines Reliance on Guidelines

Clinical investigators had the lowest awareness of and reliance 
on authorship guidelines

Role of Guidelines in Decision -making
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In your opinion, what would be the most appropriate 
way to recognize the contribution of the investigator in 
question? 

1. Authorship
2. Acknowledgement
3. No Recognition
4. Other 

Audience Poll for Case 1

Case Description

1
A clinical investigator involved with an industry-sponsored 
clinical trial enrolled the most patients from dozens of 
investigators.   Thisinvestigator did not contribute to trial 
design,and claims recruiting the most patients and daily trial 
management merits aninvitation for authorship
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Results of Case 1

Case #1-
Description

A clinical 
investigator 

claims recruiting 
the most 

patients and 
daily site 

management 
meets 

ȰÓÕÂÓÔÁÎÔÉÁÌ 
ÃÏÎÔÒÉÂÕÔÉÏÎȱ 

criteria for 
authorship

68%

55% 53%
49%

57%

25%

30% 32%
32%

29%

3%

5% 7%

5%

5%

4%
10% 8%

14%
9%

0%

20%

40%

60%

80%

100%

Clinical
Investigator

Journal
Editor

Publication
Professional

Medical
Writer

Authorship Acknowledgement No Recognition Other

Survey Results

Mean
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Case Description

3
A medical writer drafts and helps with revisions for a manuscript 

from an initial trial report through acceptance

Audience Poll for Case 3

In your opinion, what would be the most appropriate 
way to recognize the contribution of the medical writer?

1. Authorship
2. Acknowledgement
3. No Recognition 
4. Other


