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Background and Purpose: Ethical authorship is a persistent issue of scrutiny in the landscape of 
industry-sponsored medical publications. Allegations of “ghostwriting” and “guest authorship” abound and call 
into question the integrity of the scientific information presented. To allay such concerns and refocus attention 
on the merits of scientific research, pharmaceutical companies should evaluate their publication practices to 
ensure alignment with current industry guidelines and best practices. 
Methods: Amgen has elevated its existing company-wide publication policy to a standard operating 
procedure (SOP). Amgen’s Publications SOP ensures that author involvement in publications is transparent 
and continuous. Authors are engaged at the earliest stages of publication development and must provide 
substantial intellectual contributions throughout the process via kickoff meetings and critical review and 
editing of drafts. All authors must approve final versions and attest that they meet ICMJE authorship 
guidelines. The SOP was created by representatives from Amgen’s legal, compliance, publication-planning, 
and medical-writing functions. Individuals at Amgen involved in any aspect of publication development are 
trained via interactive electronic modules and live, team-specific trainings. A variety of tools were developed 
to assist in Amgen’s execution of the SOP. 
Results: We will describe the development and execution of the SOP, present the tools that support it, and 
discuss a plan for monitoring adherence.
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ABSTRACT
• All aspects of the Amgen Publications SOP are subject to internal audit.

– Significant resources have been made available to implement a compliance monitoring program for the 
SOP.

– Amgen’s SOP compliance program includes specific activities to: 
• Monitor
• Audit
• Evaluate compliance

• Key elements of the compliance program include3:
 – Written policies and procedures
 – Designated compliance officer and compliance committee
 – Effective training and education
 – Effective lines of communication
 –  Internal monitoring and auditing
 – Enforcement of standards through well-publicized disciplinary guidelines
 – Prompt response to detected problems through corrective actions

MONITORING ADHERENCE

IMPLICATIONS OF THE SOP

• The landscape of peer-reviewed scientific publications is continually evolving as new technologies, laws, 
and guidelines emerge.

• The communication of industry-sponsored medical and scientific research undergoes considerable 
scrutiny by journal editors, healthcare professionals, media, and the public at large, particularly with 
regard to: 
– Ghostwriting
– Guest authorship
– Bias

• To allay such concerns and refocus attention on the merits of their scientific research, pharmaceutical 
companies should evaluate their publication practices to ensure alignment with current industry guidelines 
and best practices.

• General authorship guidelines exist, as do guidelines directed specifically to the pharmaceutical/biotechnology 
industry for ethical and scientific rigor in communicating scientific data in publications.1,2

• While guidelines offer a starting place, individual companies may choose to further define standards and 
procedures, as well as provide specific tools and training to staff that ensure consistency and facilitate 
compliance.

• Amgen recently reviewed its Publication Policy and developed a standard operating procedure (SOP) for 
planning and executing scientific publications in order to formalize previous best practices and align with 
the most current guidelines.  

• Here we present a summary of the SOP and discuss the related tools and training.

• Outlines roles and 
responsibilities of 
authors, including 
ICMJE authorship 
criteria

• Summarizes proposed 
work plans

• Requests written 
agreement to terms

• Lists authors 
• Provides rationale for:

– Author selection
– Scope of 

publication
– Journal selection
– Data availability

• Outlines the key steps 
in the SOP

• Helps ensure that 
steps are not 
overlooked

• Provides further 
guidance and 
recommendations for 
the development of 
publications from 
concept through 
submission

Training
• Mandatory instructor-led and media-based training was provided to all functions involved in the 

development of publications via:
– E-learning modules
– Assigned readings
– Live trainings

• Team-specific presentations from Medical 
Writing representatives

• Presentations by Compliance across 
Research & Development

INTRODUCTION

• The SOP was developed by 
representatives from different functions 
across Amgen (Figure 1).

• It was based on Amgen’s existing 
Publication Policy and the updated 
Global Publication Practice (GPP2) 
guidelines1 (Table 1).

• The SOP applies globally to all staff 
who are engaged in planning, 
developing, approving, and submitting 
publications to journals or scientific 
congresses.

• It is mandatory for all Amgen 
employees to comply with the SOP.

• Steps for author engagement, 
participation, and 
approvals are continual and 
transparent (Figure 2).

OVERVIEW OF AMGEN’S PUBLICATIONS SOP IMPLEMENTATION OF THE PUBLICATIONS SOP

• The publication environment for the pharmaceutical industry is rapidly and continually evolving.
• This landscape requires companies to be vigilant and agile to ensure their practices continue to align with 

industry standards and guidelines.
• Establishing a company-wide SOP is one way to help ensure rigorous adherence to industry best practices 

in publications.
• As part of rolling out the SOP, training sessions can communicate new requirements, tools and job aids 

can assist staff with execution, and ongoing monitoring can evaluate compliance.

CONCLUSIONS
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Figure 1. Multiple Functions Across Amgen 
Contributed to the Publications SOP

Table 1. Comparison of GPP2 Guidelines and Amgen’s Publications SOP

Amgen’s
Publications

SOP

Legal

Compliance

Publication
Planning

Medical
Writing

Key
Stakeholders 

Senior
Leadership

*No compensation shall be provided for an external author’s time spent drafting or revising a publication specific to an Amgen-sponsored clinical trial for 
which he/she was an investigator. 

Compliance

E-Learning
Modules 

Assigned
Readings

Live
Trainings 

Compliance

E-Learning
Modules 

Assigned
Readings

Live
Trainings 

Adoption
•  A core group of individuals within the Medical Writing function developed practical and user-friendly 

templates and tools to assist with implementing the SOP.

Standardized templates and checklists to aid
implementation of the SOP were developed

and rolled-out    

Author Agreement
Letter Template

Publication
Concept

Document 
SOP Checklist Publications

Manual

For Amgen
• Staff working on any aspect of developing Amgen’s publications gain knowledge of and act in accordance 

with industry guidelines.
• Publications may take longer to prepare as some requirements set forth in the SOP can lengthen the 

publication development process.

For Authors
• Authors can engage in publications with reassurance of Amgen’s ethical practices.
• Expectations between authors and others involved in developing publications are established and shared.
• Authors take responsibility for attesting they meet ICMJE guidelines for authorship.

For Industry
• The scientific community is informed of Amgen’s commitment to eschewing ghostwriting and guest 

authorship.
• Transparent and continuous author involvement helps to refocus attention on the merits of scientific research.

Publication Practices  GPP2 Recommendations Amgen’s Publications SOP 
Consultation Panel  �  � 
Written Author Agreement  �  � 
Author Access to Study Data  �  � 
Compensation for Authorship  �  Prohibited* 
Publication Steering Committee  �  � 
ICJME2 Authorship Criteria  �  � 
Acknowledgements  �  � 
Medical Writer Involvement  �  � 
Ghostwriting  Not Supported   Prohibited 
Guest Authorship   Not Addressed  Prohibited
Plagiarism Not Addressed Prohibited
Checklists �  � 
Conflicts of Interest Disclosure  �  � 
Documentation  �  � 
 Signed Author Agreement Letters �  � 
 Contribution of Each Author  �  � 
 Major Drafts With Incorporated Author Comments �  � 
 Final Author Approvals �  � 
 Retention Policies �  � 
Publication Practices Apply to:  
 Manuscripts  �  � (Phase 2 and Beyond)
 Review Articles  �  �

 Presentations  �  � (Best Practice)

Figure 2. Templates and Tools
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