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Agenda
• Dyslipidemia

 John Glover, TransCelerate BioPharma Inc
 Martin Benson, ICON  
 Kristin Kelly, Accenture 
 Vladimir Kryzhanovski, Eli Lilly 
 Erin Muhlbradt, EVS 
 Jerry Salyers, Accenture 
 John Vincent, Pfizer
 Fred Wood, Accenture

• CDISC Education and Events Updates*
 John Ezzell, CDISC

*After Q&A session & time permitting
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Question & Answer
• ‘Presenter’: Question

Examples:

John: What are the symptoms of Dyslipidemia?
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Therapeutic Area User Guide – Dyslipidemia V1.0
Public Review Webinar

March 9, 2015 

Strength through Collaboration

4



© CDISC 2014© CDISC 2014

Therapeutic Area User Guide – Dyslipidemia 
V1.0
Public Review Webinar
March 9, 2015 

John Glover, TransCelerate BioPharma Inc. 
CFAST Dyslipidemia Project Manager
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Dyslipidemia Studies

• CFAST Program
• Development Principles
• Dyslipidemia Background                      
• Dyslipidemia TAUG                               
• Public Review                                         

 Areas to focus 
 How to submit comments

• Q & A
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• The Coalition for Accelerating Standards and Therapies (CFAST)

• CFAST sponsors the development of standards for key therapy areas

• A joint initiative of CDISC and the Critical Path Institute (C-Path)

• Launched to accelerate clinical research and medical product development 
by facilitating the establishment and maintenance of data standards, tools 
and methods for conducting research in therapeutic areas important to 
public health. 

• CFAST partners include TransCelerate BioPharma Inc. (TCB), the U.S. 
Food and Drug Administration (FDA), and the National Cancer Institute –
Enterprise Vocabulary Service (NCI-EVS), with participation and input from 
many other organizations

• See http://www.cdisc.org/therapeutic for more information

http://www.cdisc.org/therapeutic
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Program Overview – March 2015
Approved Therapeutic Area Standards Projects
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What is Different from Previous 
CDISC TA Standards?
• Disease background & context  
• Concept maps

 To illustrate the relationships between concepts and 
among attributes of a concept

• CDASH CRFs
 Traceability from CDASH to SDTM

• Regulatory and medical references 
 To help ensure regulatory compliance and medical 

appropriateness
• SHARE model based metadata development

 Not just SDTM; but also CDASH and ADaM
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Concept Maps
• Illustrates relationships 

among concepts and 
attributes

• Facilitates understanding 
(semantic interoperability) 
among functions involved 
in standards development

Concept Map 1: LDL-Cholesterol
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Concept Maps – cont.

• Coding for classification of concepts. 

• Based on classes in the Biomedical Research 
Integrated Domain Group (BRIDG) model. 
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CDASH – CRFs

• Development of    
TA specific CRFs

• Used together 
with already 
existing safety 
CRFs 

• Traceability from 
CDASH to SDTM 
standard 

Example CRF 1: Dyslipidemia Treatment History
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Regulatory and Medical References 
• Regulatory and 
key medical 
literature is being 
reviewed and 
referenced during 
the early stages 
of CFAST projects.

• Bibliography and 
footnotes included
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SHARE Model-Based Metadata 
Package 

• Develop all CDISC SHARE 
metadata:
 BRIDG
 SDTM
 CDASH
 ADaM
 Controlled Terminology
 Data types
 Definitions
 Trial Summary 

Parameters/Protocol

CDISC SHARE

• Global electronic repository 
for developing, integrating 
and accessing CDISC 
metadata standards in 
electronic format. 

• SHARE is envisioned to 
help users find, understand 
and use rich metadata and 
controlled terminologies 
relevant to clinical studies 
more efficiently and 
consistently, and to improve 
integration and traceability 
of clinical data from 
protocol through analysis.
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Dyslipidemia TAUG
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Dyslipidemia
• This draft version 1.0 (v1.0) of the TAUG

 Phase 1-4 adult & pediatric clinical trials of diet, drugs, 
and devices

 Focus on labs 
 Other development around concomitant medications and 

adverse events  
 This document does not address major adverse cardiac 

events (MACE) endpoints, e.g., stroke, myocardial 
infarction, death, etc. since they are addressed in other 
TAUGs.

 Dietary data and physical activity may be considered for 
v2 of the TAUG



© CDISC 2014© CDISC 2014

Dyslipidemia 
• Defined as an abnormal blood plasma or serum lipid status

• Lipids are transported in the blood in lipoprotein particles.  
Lipoproteins can be separated into different types based 
on density, electrical charge, and particle size

• Common lipid abnormalities include elevated total 
cholesterol, low-density lipoprotein (LDL) cholesterol (“bad” 
cholesterol), and triglycerides (TG) and reduced high-
density lipoprotein (HDL) cholesterol (“good” cholesterol)

• Risk factor for coronary heart disease and other forms of 
cardiovascular disease (CVD) (e.g. stroke)

• An estimated 31 million adults in the USA have total serum 
cholesterol levels ≥240 mg/dL (considered high level)
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Dyslipidemia
• Primary Dyslipidemia

 Genetic Causes:  single- or multi-gene mutations that result in either 
overproduction or defective clearance of TG and LDL cholesterol, or 
an underproduction or excessive clearance of HDL

Example - Familial Hypercholesterolemia: Very high levels of bad 
cholesterol present from early childhood, potentially causing subclinical 
atherosclerosis or sometimes even coronary events within the first 
decade of life

• Secondary Dyslipidemia
 Smoking
 Sedentary lifestyle 
 Excessive dietary intake of saturated fats or trans-saturated fats, 

carbohydrates, or alcohol
 Certain medical conditions can cause secondary dyslipidemias
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Dyslipidemia Review Package

• ReadMe for TAUG-Dyslipidemia v1.0draft

• TAUG-Dyslipidemia v1.0draft

• Dyslipidemia CDASH Metadata

• Dyslipidemia Prototype SHARE Metadata

TAUG-Dyslipidemia v1.0draft.zip
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Dyslipidemia TAUG
• Section 1, Introduction

 Provides an overall introduction to the purpose and goals of the Dyslipidemia project

• Section 2, Subject and Disease Characteristics
 Primary Dyslipidemia

 Secondary Dyslipidemia

 Treatment History

 Family Medical History

• Section 3, Dyslipidemia Assessments
 Dyslipidemia-Specific Laboratory Tests

 Clinical Outcomes Assessments and Other Instruments

 Adjudicated Cardiovascular Events
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Dyslipidemia TAUG – cont.
• Section 4, Routine Data

 Physical Examinations

 Concomitant Medications of Special Interest 

 Adverse Events of Special Interest 

• Section 5, Data Analysis
 Statistical Endpoints

 Subject Level Analysis Dataset

 Efficacy Analysis Datasets

• Appendices
 Provide additional background material and describe other supplemental material relevant to Dyslipidemia. 
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Dyslipidemia TAUG – cont.
• Supplemental Material

 New SDTM Variables

• --RSDISC

 Clinical Classifications (CC)

 Questionnaires (QS)

Instrument Name SDTM Domain Copyright Status
ACC/AHA Atherosclerotic Cardiovascular Disease 10-Year 
Risk Score (Contained within the ACC/AHA Guidelines)

CC* Public Domain

ASSIGN Cardiovascular Disease 10-Year Risk Score CC* Public Domain
Framingham Cardiovascular Disease 10-Year Risk Score CC* Public Domain
PROCAM Cardiovascular Disease 10-Year Risk Score CC* Copyrighted
Reynolds Score CC* Public Domain
QRISK Cardiovascular Disease 10-Year Risk Score CC* Copyrighted
SCORE Cardiovascular Disease 10-Year Risk Score CC* Copyrighted
Tanner Scale CC* Public Domain

Instrument Name SDTM Domain Copyright Status
European Quality of Life Five-Dimensional Scale (EQ-5D) QS Copyrighted
Short Form 36, version 2 (SF-36v2) QS Copyrighted
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Dyslipidemia TAUG --RSDISC



© CDISC 2014© CDISC 2014

Dyslipidemia TAUG --RSDISC
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Dyslipidemia TAUG --RSDISC
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Dyslipidemia TAUG – cont.
• Lipid Lab Tests 
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Dyslipidemia TAUG – cont.
• Biomarker Lab Tests
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Dyslipidemia – Public Review
• 30-day public review upcoming 

 Published in the CDISC website est. Friday 13th March 2015
 Closing date for comments est. Friday 10th April 2015

• Download the document using Adobe Reader 
(http://get.adobe.com/reader/) 

• Submit comments using the CDISC public 
commenting tool located on the CDISC website 
located here:

• http://portal.cdisc.org/CT/default.aspx

• Instructions on using the comment tracker tool
• http://portal.cdisc.org/CT/Documents/How%20to%20Use%20the%20CDISC%20Public

%20Comment%20Tracker.docx

http://get.adobe.com/reader/
http://portal.cdisc.org/CT/default.aspx
http://portal.cdisc.org/CT/Documents/How%20to%20Use%20the%20CDISC%20Public%20Comment%20Tracker.docx
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Future Dyslipidemia Training
• Future Dyslipidemia implementation training will 

include:
 Implementation examples
 Exercises
 Tests to check knowledge level
 And additional detail

• Training will be delivered online soon after 
publication of the standard
 so you can train at your convenience
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CFAST Dyslipidemia Team
Name Organization

Lauren Beacham Eli Lilly and Company

Martin Benson ICON Clinical Research

Diane Corey Critical Path Institute

Rene Dahlheimer CDISC

Rhonda Facile CDISC

John Glover TCB

Ron Fitzmartin FDA Liaison

Nate Freimark Theorem Clinical

LiFeng Good AstraZeneca

Pamela Harvey Transcelerate BioPharma Inc.

Jordan Li National Institutes of Health

Jennie G. Jacobson Eli Lilly and Company

Grace Kao Westat

Kristen Kelly Accenture

Susan Kenny Independent Contractor

Naveed Khaja Independent Contractor

Vladimir Kryzhanovski Eli Lilly and Company

Bess LeRoy Critical Path Institute

Mary McGowan Genzyme, a Sanofi Company
Dartmouth Hitchcock Medical Center Heart and 
Vascular Center
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Name Organization
Elizabeth Mendel Novartis

Erin Muhlbradt National Institutes of Health

Seva Panfilov AstraZeneca

Pamela Rinaldi Boehringer Ingelheim

Jerry Salyers Accenture

Pamela Schwartz Pfizer

Trisha Simpson UCB

Alana St. Clair CDISC

James Underberg New York University Medical Center

John Vincent Pfizer

Darcy Wold CDISC

Diane Wold Glaxo SmithKlein

Fred Wood Accenture

Guowei Wu Merck

CFAST Dyslipidemia Team – cont.
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Dyslipidemia – Public Review 
Webinar
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CDISC Education & Events 
Announcements

John Ezzell, CDISC, Manager of Education Products
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Standards currently out for review
• TA CFAST TAUG for Schizophrenia

 Visit http://www.cdisc.org/standards/dataexchange for more 
information.

 Deadline for Comments: 27 Mar 2015

Click here to submit your comments.
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http://portal.cdisc.org/CT/Review%20Documents/Forms/Active%20Documents.aspx
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Upcoming USA Public Course Events
Location Dates Courses 

Offered
Registration
Deadline

Discounts? Host

Chicago, IL 24-27 Mar 
2015

SDTM,
CDASH, 
ADaM

Expired Expired

Palo Alto, CA 14-17 Apr
2015

SEND, ODM, 
Dataset-XML, 
Define-XML

14 Mar 2015 Expired

Audubon, PA 18-22 May 
2015

SDTM, 
CDASH, 
ADaM

18 Apr 2015 Expired

Minneapolis, 
MN

23-26 June 
2015

SDTM for 
Med. Devices, 
CDASH, CT

23 May 2015 Expired

Registration deadline indicates online deadline. Offline registration deadlines for each event can be 
found here. Additional 2015 public training events can be found @ http://cdisc.org/public-courses. 
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http://cdisc.org/public-courses
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Upcoming Europe Public Course Events
Location Dates Courses 

Offered
Registration
Deadline

Discounts? Host

Europe 
Interchange in 
Basel, 
Switzerland

4-8 May 
2015

FDA Review, 
CDASH, 
ODM, CT, 
Healthcare 
Link, Dataset-
XML, Define-
XML, SDTM, 
SDTM for 
Med. Devices, 
SEND, ADaM

20 April 2015 Early Bird 
Discount 
Available until 
23 Feb 2015

Eschborn
(Frankfurt), 
Germany

14-17 Jul 
2015

SDTM, 
CDASH, 
ADaM

14 June 2015 28 Feb 2015

Registration deadline indicates online deadline. Offline registration deadlines for each event can be 
found here. Additional 2015 public training events can be found @ http://cdisc.org/public-courses. 
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Upcoming Asia Public Course Events
Location Dates Courses 

Offered
Registration
Deadline

Discounts? Host

Beijing, China 12-15 May 
2015

SDTM, 
CDASH, 
ODM, 
Dataset-XML, 
Define-XML, 
ADaM

24 Apr 2015 13 Mar 2015

Shanghai, 
China

18-21 May 
2015

SDTM, 
CDASH, 
ODM, 
Dataset-XML, 
Define-XML, 
ADaM

24 Apr 2015 13 Mar 2015

Registration deadline indicates online deadline. Offline registration deadlines for each event can be 
found here. Additional 2015 public training events can be found @ http://cdisc.org/public-courses. 
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CDISC In-House Education

• Below courses readily available for ‘in-house’ training:
 ADaM
 BRIDG Deep Dive
 CDASH
 SDTM
 SDTM for Medical Devices
 SEND
 Others pending availability

• For more information visit our website or submit request 
here.

40

http://www.cdisc.org/private-training
https://cdisc.wufoo.com/forms/z1phnrah0o97lm8/
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Online Training
• SDTM, CDASH, BRIDG, ADaM, and Therapeutic Area 

modules available on CDISC Training Campus 
(http://CDISC.trainingcampus.net)

• Bundle packages available for SDTM, CDASH, and 
BRIDG modules

• All members should contact training@cdisc.org to retrieve 
company-specific discount code.
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http://cdisc.trainingcampus.net/
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Next Public Webinar
• Topics: Controlled Terminology, Batch 21 & 22 

(Public Review), Quarterly Technical Update, and 
CDISC Medical Devices Standards

• Date/Time: 26 Mar 2015, 110:00-11:30 AM CST

• Speakers: 
 Bernice Yost, CDISC
 Wayne Kubick, CDISC
 Kit Howard, CDSIC

• Register here.

Webinar details also at www.cdisc.org/webinars 42

https://www1.gotomeeting.com/register/363575457
http://www.cdisc.org/webinars
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Next Member’s-Only Mini Training
• Agenda:

 Associated Persons Domain

• Date: 23 April 2015, 10 AM -11:30 AM CST

• Speakers:
 Alyssa Wittle, Theorem Clinical

• Register here.

Webinar details also at www.cdisc.org/webinars
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http://www.cdisc.org/webinars
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CDISC Members Drive Global Standards

Thank you for your support!
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CDISC’s vision is to:
Inform Patient Care & Safety Through Higher Quality Medical Research

Any more questions?

Thank you for attending this webinar. 
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