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Disclaimer

The views and opinions expressed in the following PowerPoint
slides are those of the individual presenter and should not be
attributed to Drug Information Association, Inc. (“DIA"), its
directors, officers, employees, volunteers, members, chapters,
councils, Special Interest Area Communities or affiliates, or any
organization with which the presenter is employed or affiliated.

These PowerPoint slides are the intellectual property of the
Individual presenter and are protected under the copyright laws
of the United States of America and other countries. Used by
permission. All rights reserved. Drug Information Association,
DIA and DIA logo are registered trademarks or trademarks of
Drug Information Association Inc. All other trademarks are the
property of their respective owners.
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Introduction

 CRO awarded 3 IND submission projects for
a US sponsor

— 3 similar drugs
— Similar indications (acute and/or chronic pain)
— Similar regulatory pathways

* Timeframe of approximately 6 months

46" Annual Meeting

Washington, DC - 2010



Medical Writing Focus

¢ Scope
— Phase 2 and phase 3 studies

— 19 deliverables (3 IBs, 10 synopses,
6 protocols)

e Goals

— Provide clear, consistent documents for
Inclusion in the IND submissions

— Meet or exceed the regulatory submission
deadlines
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Management

* Medical Writing Project Manager (MWPM)
assigned

* Responsibllities
— Maintain timelines for all MW deliverables

— Ensure milestones met

— Coordinate meetings and activities for the
sponsor and the CRO teams

— Write and conduct Quality Control (QC) reviews,
as needed
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Organization (1)

* Verified the regulatory requirements
— IBs for each of the 3 drugs

— Protocols for
* Phase 2 proof-of-concept studies
* Phase 3 pivotal studies

— Synopses for
« Phase 3 chronic pain study (1 drug)
* Phase 3 open-label safety studies

— Indications for each of these studies
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Organization (2)

» Clarified MWPM role with Reqgulatory Affairs
(RA)
— Oversee MW document development in parallel
with IND activities by RA

— Act as the primary sponsor contact for MW
deliverables

— Ensure that RA was included in all pertinent
communications with the sponsor and team
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Organization (3)

* |dentified key team members

— CRO

« Reqgulatory Affairs

* Product Development

« Medical Affairs

* Biostatistics

* Clinical Trials Management

— Sponsor
* Clinical Development Lead and Specialist
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Organization (4)

 Determined the most efficient and user-
friendly

— Document storage location on the MW server

— Folder naming and organization system
Drug -2 Document Type -2 Indication - Version

— Individual document naming conventions

(Sponsor’s Name) Protocol # Document Type Draft/Final
_Version # Date

— Emaill subject line contents
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Strategic Planning (1)

« Consulted with RA to determine sponsor’s
goals for submission dates

* Determined which documents could be
developed concurrently and which would be
written sequentially

 Created timelines for each document
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Strategic Planning (2)

» Evaluated MW resources for availability for
estimated project duration

— ldentified MW lead for each program
— Assigned 2 to 4 MWs to work across programs
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Strategic Planning (3)

* Developed sponsor-specific document
templates with style guide

— Key components (eg, level of detail)

— Style issues (AMA, 10t Edition)
 Study participants — “subject” vs. “patient”
« Reference to product — “study drug”, etc.
 Specific drug name
« Punctuation — serial commas, etc.
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Communication (1)

At program Initiation -

» Organized frequent interaction with teams
(MW, other departments, and sponsor)

* Designed a 1-page overview that identified
— Drug program
— Document type
— Study indication, protocol # (synopses/protocols)
— Version/date and current status
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Communication (2)

Overview of Medical Writing Deliverables 15 Mar 2010

Final v2.0
(20Jan10)

Syopses  |phase Zacate | Fnalvid

| Signatures on file: PDF with signature page sent to sponsaor
[22Jan10.

(Signatures on file, POF wilh signature page ==t 1o sponsar

pain (300ct0g) [10Mov0a.
phase 3cute | Finalvi.0 |Signatures on file: POF with signaturs page s=nt io sponsar
pain (300ctDa) |10NovDa.
(Open label Finalv1.0 |Signatures on file; PDF with signature page sent to sponsor

{30MovDD) |030echd.

Protocols phase 2 acute Drafiw1.0 |Sentto sponsor 08Mar1l; comments due 12Mar1d
pain (D2Mar10)
phasa 3 acute Draftwl.1 |Internal CRO review started 10Mart0; dus to spensor 180ar10
(10Mar10)

Final v2.0
(20Jan10)

Synopses  |phase 2acute | Finalvi0

Signatures on file; PDF with signature page sent io sponsor
[22.Jan10.

[Signatures on file: POF with signature page s=nt i sponsar

pain (26Jan10) [28Jan10.

phase 3 acute Oraftw2.0 |Sent to sponsor 11Mar10; comments due 22Mart0
pain {10Mar10)

phase 3 chronic| Drafiv1.0 [Sentto sponsor 08Marl0; comments due 18Mar10
pain (0EMar1D)

Cpen label Pending

phase 2 acute Panding

Pendng

Finalv1.0 |Signatures on file; PDF with signature page s=nt o spansar

{28Jan10) [D5Feb1D.

Synopses  [phase 2 acute Pending

pain

phase 3 chronic| Pending

pain

Open label Pending
Frotocols  |phase 2 acute Fending

pain

phase 3 chronic| Pending

pain
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Communication (3)
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Documents Study Version Current Status
1B Final v2.0 [Signatures on file; PDF with signature page sent to sponsor
(20Jan10) [22Jan10.
Synopses  |phase 2acute | Finalv1.0 [Signatures on file; PDF with signature page sent to sponsor
pain (300¢t09) [10Nov09.
phase 3 acute Final v1.0 |[Signatures on file; PDF with signature page sent to sponsor
pain (300¢t09) [10Nov09.
Open label Final v1.0 [Signatures on file; PDF with signature page sent to sponsor
(30Nov09) |03Dec09.
Protocols  |phase 2 acute Draft v1.0 [Sent to sponsor 08Mar10; comments due 19Mar10
pain (08Mar10)
phase 3 acute Draft v0.1 |Internal CRO review started 10Mar10; due to sponsor 19Mar10
pain (10Mar10)




Communication (4)

Throughout the program —
* Monitored progress of each deliverable

» Updated overview document frequently

— Provided accurate, “real-time” information
essential to keep teams on track

— Forwarded to CRO team and sponsor weekly
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Communication (5)

* Regulatory Affairs
— Clarified IND issues

 Biostatistics
— Addressed statistical project expectations

* Product Development/Clinical Trials Mgmt.
— Assessed feasibility of study designs/procedures

* Medical Affairs
— Provided medical perspective
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Communication (6)

* Provided ongoing guidance to sponsor about
project expectations

» Oversaw and coordinated the writing, review,
and delivery of documents

* Met regularly (daily at times) with MW team
for updates and input
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Challenges

1. Program modifications
2. Change in sponsor’s study lead

3. Submission priority changes due to
manufacturing issues
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Response — Program Modifications

Documents written both concurrently and
sequentially

Diligently monitored changes

Proactively confirmed whether changes In
one program document affected the
corresponding document in other programs

Questioned whether changes affected other
parts of a document (eg, statistics)

46" Annual Meeting

Washington, DC - 2010



Response — Change in Sponsor Lead

 Efficiently provided important study
iInformation to the new sponsor lead

— Described the project organization and
communication patterns

— Reviewed prior decisions
— Discussed pending issues

* Virtually seamless transition
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Response — Priority Changes

* Remained flexible

* Adjusted internal strategies across all
departments to meet new priorities

« Early organization, strategic planning, and
communication led to

— Maintaining continuity
— Providing timely document delivery
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Case Study Results

» Effective management led to
— Cohesive partnership with sponsor
— Effective collaboration
— Timely submissions

» Positive feedback received from
— Sponsor
— Department leaders at CRO
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Medical Writer — Important Team Member

» Successfully manage complex programs
— Meticulous organization
— Strategic planning
— Clear communication

» Establish positive, effective partnerships
— Delivering high-quality documents
— Meeting project milestones

— Adjusting priorities when strategies change
— Contributing MW expertise
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Thank youl!

Questions?

marilyn.ingram@premier-research.com
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