


PROJECT CHARTER
Industry/FDA/Academia
Safety Graphics Working Group
Version 1.3 ● June 2, 2010, 2010
	VERSION: 1.3
	REVISION DATE: 06/02/10



Contents

1Section 1
Overview


11.1
Problem Statement


11.2
Description


11.3
Goal


21.4
Project Scope


3Section 2 
Milestones


32.1
High Level Project Plan


42.4
Major Project Deliverables


5Section 3 
Project Organization


53.1
Core Membership 


63.2
Roles and Responsibilities


73.3
Project Facilities and Resources


8Section 4 
Points of Contact


9Section 5
Glossary


10Section 6 
Revision History




Section 1
Overview

1.1 Problem Statement
Most presentations on safety data convey information in tabular form.  In general, tables are difficult to understand, especially when the data is complex. Graphics are more effective in conveying insight into complex safety data. The volume and complexity of current presentations of safety information complicate the review process and may cause important relationships to be missed over the life-cycle of the product. Rapid integration and dissemination of new information is often needed. The appropriate use of graphics can more effectively and efficiently communicate critical safety information to a variety of stakeholders.  Encouragement of consistent or standardized presentation of visual information is needed. There is a need to promote best practices in the use of graphical visualization of clinical safety information.
1.2 Description

This is a joint working group among FDA, Industry, and Academia. 

1.3 Goal
The goal is to develop a palette of graphics for visualizations of clinical trial safety data.
1.4 Objectives

Upon completion of this project the group will:

a) Identify areas particularly applicable or useful to regulatory review in which graphics can enhance understanding of safety information.
b) Develop a palette of statistical graphics for reporting on clinical trials safety data.  

c) Recommend graphics for clinical data based on good scientific principles and best practices. 
d) Create a publicly-available repository of sample graphics (ensuring appropriate credits are given for contributions), including data sets and code. 
e) Educate and engage stakeholders through outreach activities. 
f) Consider publishing with authorship/acknowledgments as is consistent with contributions and policy of the affiliated institution. 

1.4
Project Scope

	Project Includes

	Graphics to convey pre-approval clinical safety information, typically submitted in support of an integrated summary of safety (ISS).

	Static graphics represented in; color, black and white, and grayscale.

	Graphs for both descriptive and inferential purposes. 

	Static graphics should be printable.

	Develop tools that will aide in the production of new drugs.


	Project Excludes

	Spontaneous reporting or epidemiological case control studies

	Dynamic Graphics


Section 2 
Milestones

2.1
High Level Project Plan
	High Level Project Plan
	Planned Completion Date

	a) Identify areas particularly applicable or useful to regulatory review in which graphics can enhance understanding of safety information.

i) List major safety questions.  
ii) What is the critical information needed to answer these questions?  
	

	b) Develop a palette of statistical graphics for specialized reporting of clinical trials data.  
i. Develop an inventory

ii. Recommend graphics for clinical data based on good graphical principles developed by individuals such as Willam Cleveland and Edward Tufte.  Draw up what would be effective to address (a).
	

	c) Create a publicly-available repository of sample graphics (ensuring appropriate credits are given for contributions), including data sets and sample code. 
	

	d) Educate and train stakeholders through outreach activities. 
i. Presentations

ii. Workshops

iii. Publications
	

	e) Define regulatory review and business processes.  
	


2.4 Major Project Deliverables

	Deliverable
	Planned Completion Date

	a) Compile a list of major safety questions along with critical information needed to address these questions
	End of Q1, 2010

	b) Define the regulatory graphical review process/requirement to reinforce implementation of the safety graphics (to be further discussed). [For example, for PSAP efforts, recommendation/requirement for companies to submit PSAP at the end of phase II meetings]
	End of Q1, 2010

	c) Create public repository of statistical graphics. Identify governance of the public repository for review, approval, and maintenance.
	End of Q1, 2010

	d)  Identify a location for collaborative development – this would be for internal working group members before being released to a larger audience. 
	April, 2010

	e) Develop the best practice and good principles for safety graphics
	April, 2010

	f) Develop or identify several de-identified data sets for use in graphic development. 
	May, 2010

	g) Palette of statistical graphics for reporting clinical trials safety data.
	May  - Oct, 2010

	a) Identify classification system for graphics to be included in the site. Develop relevant documents, codes, and interpretation for each graphic.
	Nov, 2010~ Jan, 2011

	b) Write best practices document/white paper/publication.
	Nov, 2010  -  March, 2011

	c) Training/Outreach: Conference presentations, workshops, and publications
	2nd Q, 2010  - 2nd Q, 2011


Section 3 
Project Organization

3.1
Core Membership 
a) Disciplines:  Statistics and clinicians.  

i) FDA: Janelle Charles, Charles Cooper, Suzanne Demko, Richard Forshee, Eric Frimpong, Federico Goodsaid, Stephine Keeton, Leslie Kenna, Joyce Korvick, Antonio Paredes, George Rochester, Mat Soukup, Mark Walderhaug, Yaning Wang, Markus Yap
ii) Industry : Richard Anziano, Fabrice Bancken, Navdeep Boparai,  Andreas Brückner, Brenda Crowe, Susan Duke, Sylvia Engelen, Robert “Mac” Gordon, Larry Gould, Liping Huang, Qi Jiang, Diane Kolb, Ken Koury, Catherine Njue 
iii) Academia: Mary Banach, Frank Harrell
2) Key Stakeholders

a) Regulatory agencies.

b) Industry. 

c) Academia institutions involved in conducting clinical trial research. 

d) Patient groups and health care providers. 

3) Related Projects

a) OMOP

b) CSC (FDA)

c) CTAB 
d) EMEA (EU)

e) SPERT

f)  BDMTG

4) Future Meetings

a) Meetings will be scheduled once per month and at other times as needed.
3.2
Roles and Responsibilities

	Role
	Responsibility

	Working Group
	1. Identify areas particularly applicable and/or useful to regulatory review in which graphics can enhance understanding of safety information. 

2. Make recommendations about the development of a palette of statistical graphics for reporting of clinical trial data.
3. Make recommendations regarding the creation of a publicly-available repository of sample graphics (ensuring appropriate credits are given for contributions), including data sets and code.

4. Engage in outreach activities.
5. Educate and train stakeholders.
6. Ensure the integrity, quality, and appropriateness.



	Chairs
	1. The Chairs provide leadership and facilitate meetings.
2. Oversee the activities of the working group.
3. Assist in the development of the agenda.
4. Ensures that the decisions, actions, recommendations and other information related to the working group are appropriately disseminated and documented.
5. Serve as a liaison to external groups.

	Committee Members
	1. To provide scientific and technical expertise in the principles and good practices useful for the development of a palette of statistical graphics.
2. To address the strengths and limitations of graphics and data sets, especially with regard to the interpretation of results.

3. To contribute solutions to methodological issues associated with; outreach, acquisition of data sets, code palette development, and the identification of areas of interest to be pursued within the scope of the Charter.
4. To engage in an open exchange and information sharing on new and emerging topics in graphical visualization of safety data.

	Project Coordinator
	1. Defines project goals and timelines.
2. Organizes and facilities meetings on a regular basis.
3. Prepares action items for the working group.

4. Manages communication among the group and stakeholders.
5. Helps the group meets it objectives and deliverables.



3.3
Project Facilities and Resources

	Resource Requirement
	Responsibility

	Conference Rooms
	FDA/Industry

	TeleConference
	Project Manager (Bruce Weaver)

	Website
	Vanderbilt University (Frank Harrell)


Section 4 
Points of Contact
	Primary Contact
	Name/Title/
Organization
	Phone
	E-mail

	Bruce Weaver
	FDA
	301-796-3646
	Bruce.Weaver@fda.hhs.gov

	Secondary Contact
	
	
	

	George Rochester
	FDA
	301-796-0986
	George.Rochester@fda.hhs.gov

	Mat Soukup
	FDA
	301-796-1005
	Mat.Soukup@fda.hhs.gov

	Industry Contact
	
	
	

	Ken Koury
	Schering-Plough
	908-740-2561
	Ken.Koury@spcorp.com


Section 5
Glossary

BDMTG

BIO - A biotechnology organization, providing advocacy, business development and communications services
CTAB 

EMEA – A decentralized body of the European Union, its responsibility is the protection and
promotion of public and animal health, through the evaluation and supervision of 
medicines for human and veterinary use.
ENAR – Eastern North American of the International Biometric Society.

EU – European Union
ICH – International Conference of Harmonization
ISS – Integrated Summary of Safety
JSM – Joint Statistical Meetings
Industry – The Pharmaceutical Research and Manufacturers of America represents the country’s 

 pharmaceutical research and biotechnology companies.
SPERT – Safety Planning Evaluation and Reporting Team
WNAR – Western North American Region of the International Biometric Society
Section 6 
Revision History

	Version
	Date
	Name
	Description

	1.0
	Jan 20, 2010
	George Rochester
	Initial Draft in current format.

	1.1
	Jan 30, 2010
	Qi Jiang
	Section 2.4 Deliverables

	1.2
	Feb. 2, 2010
	Bruce Weaver
	Project Plan, Responsibilities, and Points of contact updated.

	1.3
	June 2, 2010
	Bruce Weaver
	Membership updated
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