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ABSTRACT

Objective: Provide practical guidance for the development process of a publication
plan at Shire.

Research Design and Methods: The approach to publication planning and
development can vary widely among publication professionals within the
pharmaceutical industry. In early 2011, the publications group at Shire completed
the development of a best practices guidance document to align the publication
development process. A supplemental guidance document on the publication
planning process was developed more recently to specifically address the
development and updating of publication plans at Shire. The Shire Best Practices
Publication Guidance Document, Shire policies, and standard operating procedures
(SOPs) on publication development, a review of various pharmaceutical company
corporate integrity agreements that addressed publication-related activities, and
feedback from Shire publication leads were all used in the development of this
current guidance document.

Results: The publication planning guidance document presents an overview of
the publication planning process, including the initiation of a publication plan and
publication tactics for different publication types. Additional sections included

in this guidance document are: publication planning tools, gap analyses, needs
assessments, and the role and responsibilities of publication service providers in
the development of a publication plan. More detailed information on each of these
areas will be outlined.

Conclusions: The Shire publication planning guidance document provides a
practical, yet specific framework for how a publication professional at Shire should
approach the development of, and update processes for, a publication plan.

INTRODUCTION/BACKGROUND

* The number of Corporate Integrity Agreements (CIAs) aimed at pharmaceutical
companies has increased over the past 5 years'

» Several of these ClAs include sections on pharmaceutical company publication
practices, causing many companies to examine their current publication policies
and procedures?3

* In 2011, Shire completed a company best publication practices guidance
document, which was presented at the 2011 International Society for Medical
Publication Professionals (ISMPP) meeting*

* More recently, a new guidance document was developed to specifically address
Shire’s approach to publication planning

OBJECTIVE

» The purpose of this guidance document is to explain the publication planning
process at Shire, and to describe the tools that the Scientific Publication Team
(SPT) uses to develop a publication plan

PROCESS

Purpose of a publication plan

+ To ensure that the results of Shire studies are published in a timely manner,
regardless of whether the outcomes are perceived as positive, neutral, or negative

» The Shire Publication Lead (PL) and SPT will also consider unanswered
scientific questions from the scientific/medical community and suggest
publications that may be able to assist in answering those scientific questions

* Publication plans help to address unmet medical needs for a particular
disease state or specialty

Contributors to the publication plan

» The PL collaborates with other SPT members as part of the initial and later
stages of the publication planning process
» Core SPT members include:
- PL
Biostatistics representative
Clinical development physician
Intellectual property (IP)
Medical affairs physician
— Research and Development product strategy lead
» Extended SPT members may include:
— Clinical programs
— Medical communications
— Pharmacokinetics and clinical pharmacology
— Health economics and outcomes research (HEOR)
— Legal
— Native speaker scientifically qualified (NSSQ) for translations*
— Medical science liaison (MSL)
— Regulatory affairs
— Pharmacovigilance and risk management
— Representatives of commercial functions, including marketing
* Native speaker scientifically qualified (NSSQ) is a Shire medical affairs employee (eg, Local

Operating Company [LOC] medical director) who is responsible for ensuring the accuracy of any
publication translated into a particular language. (Source: Shire Policy SH-004.)

» Commercial representatives may attend SPT meetings as part of the extended
SPT for:
— Informational purposes to gain knowledge around publication activities
— Providing general comments about product strategy

» Commercial representatives are not permitted to be reviewers or approvers on
any Shire publication drafts prior to submission

Timelines

» Publication plans are first developed typically during Phase 2 of a clinical

program:

— They are generally revised and updated on an annual basis but can be
updated more or less frequently if necessary

— To begin the process, the PL assesses the data expected to be available over
the next 12—18 months

— Using various tools and input from other SPT members, a PL develops a
preliminary publication plan (generally in Q1-Q2) (Figure 1)
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— By mid-year (approximately June/July), the PL will meet with the SPT to fully
develop the publication plan for the following year:

» The preliminary plan will be updated with more current information at that
time and team discussions will focus around finalizing the publication plan
for the following year

— Publication steering committees (PSCs) are formed when appropriate and
guide the publication planning process:

* Recommendations from PSCs are brought back to the SPT for implementation

» The SPT will consider presentation of data to reach the educational needs of
each of the intended countries

« The publication plan will include all of the publication tactics (eg, congress
abstracts, congress posters, congress presentations, manuscripts, review
articles) planned for the next 12—18 months

Publication planning tools

* A PL may collaborate with many SPT members to identify publication planning
needs during the initial planning stage
« Other tools used to draft a publication plan include:
— Clinical development plan
— Long-range medical plan
— Clinical study report (CSR) data
— Statistical tables, figures, and listings
— Study protocols
— HEOR study data
— Gap analyses
— Needs assessments

Gap analyses

« As part of the publication planning process, the SPT may first identify information
or data gaps within Shire’s existing data sets as well as in the published
literature regarding a particular product or disease state

* Gaps must represent bona fide scientific or medical needs supported by
adequate data that when addressed, advance the field of medical knowledge

* Agap analysis may be completed every 12—24 months to determine if any
new informational gaps exist. The following gap analysis methods should be
conducted to identify any new potential information gaps:

1. External Gap Analysis:

— Used to identify informational or data gaps within the existing published
literature for a particular product and its competitors, therapeutic drug class,
or general disease state

— May provide additional insight to unanswered scientific questions regarding
a product or disease state

2. Internal Gap Analysis:

— Used to identify gaps in Shire’s current body of data that would be helpful to
answer any identified unanswered scientific questions regarding a product
or disease state

— SPT will examine Shire’s data to determine if there are any completed
analyses or potential post hoc analyses that may be helpful for identifying
further insights to unanswered scientific questions

Needs assessments

* Aneeds assessment is performed to identify the medical/scientific need for
publication activities:
— Provides a reason for each publication tactic that is listed on the publication plan
— Each publication included in the publication plan is associated with an
identified need to ensure the scientific validity of the publication activities

* The needs assessment should:

1. State the source of information for a publication
2. Describe the proposed publication type to be generated (eg, manuscript, abstract)
3. Describe the reason for the publication

» Each publication identified on a publication plan should include one or more of
the following 8 needs:

Table 1. Identified needs for publications

Need Key Points

1. Conclusion of
a Clinical Trial

« Shire will endeavor to submit a manuscript from qualifying, applicable,
and covered clinical studies for publication whenever possible

2. Inquiries to + PL and/or SPT may become aware of inquiries received by Shire’s medical

Shire Medical information group regarding a topic for a particular product through
Information dialogue with medical information colleagues and call center reports
Group + SPT may use this information to determine if a publication may be

appropriate to address the unmet medical need on the topic

3. Gap Analyses + Internal and/or external gap analyses may identify a need for publication

on a particular topic

4. External * SMEs external to Shire may express a need for further information on
Subject Matter a topic or body of data through communications with Shire Medical
Expert (SME) Affairs staff
Inquiries

5. Long-range
Medical Plan

May provide information on potential studies, post hoc analyses,
and educational needs for different regions where the drug is being
developed or marketed

6. Publication * Noncommercial body that advises and/or decides upon the most
Steering appropriate approach to dissemination of clinical study data to the
Committees scientific community.® (Source: Shire Policy SH-004)

(PSC) — Individuals who participate in a PSC may be internal or external to Shire

7. MSL » Through interactions with health care professionals, the MSL may be

Interactions informed of unanswered scientific questions regarding a particular topic

8. Shire SMEs + Often intimately involved with the development of Shire clinical studies,

and the data analyses following the close of those studies.
» May become aware of additional unanswered questions or educational
needs that may require post hoc analyses

* Needs assessments performed for the publication tactics on an individual
publication plan should be documented:

— Shire’s publication management tools (eg, Pubs Hub), spreadsheets, or slide
decks are some examples of how to document the completion of a needs
assessment

— Table 2 provides an example of information that should be captured from a
needs assessment for a publication plan

Global publication planning tools

» For global publication plans, the PL and SPT will examine the medical goals for
each country where data will be presented or published for a particular product

» The medical goals of different countries may vary depending on a number of
factors such as:
— Stage of clinical development
— Lifecycle of the product in that country
— Educational needs of a particular country or region

» The development of a local or country-specific publication plan will be focused on
the medical goals of one particular country but should take into account publications
that may already be covered by a global plan to avoid duplication

Table 2. Sample needs assessment documentation

Short Title Publication Potential Journal or Reason for
Description Type Congress Publication
Study 300 Primary Manuscript JAACAP journal; Clinical trial concluded

endpoint and abstract APA 2012 congress

Study 302 Poster American Association Medical information

Post hoc analyses of Child and Adolescent inquiries/dialogue
Psychiatry (AACAP) 2012

Study 300 Secondary Presentation AACAP 2012 Gap analysis of

endpoints at a congress existing data
Integrated/meta- Manuscript/ Pediatrics; CHADD External subject
analysis abstract 2012 congress matter expert inquiries
Post hoc data analysis Manuscript J Clin Psych Long-range medical plan
Study 315 Secondary Manuscript Am J Transplant Publication steering

Analysis committee

Prioritization of publications within a publication plan

» The prioritization of publications is based on a number of factors, including:
— Timing of data release
— Congress submission deadlines
— PSC input

» Although a comprehensive plan will be developed, it is important to note that
publication tactics may be added or deleted depending on changing timelines,
data availability, or other business reasons as the year progresses

Publication agencies

» Throughout the publication planning process, publication service providers may:
— Assist the PL and the SPT in developing a publication plan and in the
development of individual publications
— Conduct literature searches and gap analyses
— Research potential congresses and journals
— Assist with the development of materials such as spreadsheets and slide
decks which reflect the current state of the publication plan
» Publication agencies work under the explicit direction of the PL and publication
team, but may provide ideas to the team for consideration during the publication
planning process

CONCLUSIONS

» A guidance document has been created to describe in detail the process for
global scientific publication planning at Shire

» This guidance document details the publication lead ownership of the publication
plan and its development

» The PL role is a Research and Development function at Shire

* Aneeds assessment was identified by both examination of CIAs and internal
Shire PL input as a vital component in the development of a publication plan

» Documentation of the needs assessment will now be required
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