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Simon Lebeau, Danone
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Question and Answer

Examples:

1) John: When does the public review period start?

2) Emilie: When does the public review period end?
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Content Disclaimer

All content in this presentation is for education and 
information only. References to any specific commercial 
product, process, service, or corporation are also for  
information only, and do not constitute endorsement, 
recommendation, or favoring by CDISC or the CDISC 
community.
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https://www.cdisc.org/standards/therapeutic-areas/nutrition

• Public Review Start: 

10th October 2018

• Public Review 
Comments 
Deadline: 

10th December 2018

https://www.cdisc.org/standards/therapeutic-areas/nutrition


Overview of Nutrition

• This Therapeutic Area Data Standards User Guide for Nutritional 
Research (TAUG-Nutrition) was led by Nutrition companies under the 
Clinical Data Interchange Standards Consortium (CDISC) umbrella.

• Danone

• Abbott

• Nestle

• Unilever

• The TAUG was developed using the CDISC Standards Development 
Process 
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Overview of Nutrition

• Concepts were identified by one or more nutrition stakeholders as important 
concepts related to nutrition research. 

• These concepts fall into 4 main categories:
• Food & fluid Intake

• Infant nutrition

• Stool sampling and assessments

• Questionnaires specific to clinical studies in nutrition

• The concepts were developed to include both adult and pediatric
populations.
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Overview of Nutrition
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Overview of the TAUG Content
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Food and Fluid Intake



Food and Fluid Intake
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Food and Fluid Intake
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No food and fluid intake modelling is included in the TAUG-NUT



Infant Nutrition



Infant Nutrition
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Infant Nutrition – Product Accountability
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DA (Drug Accountability) >> DA (Product Accountability)

• Refer to https://wiki.cdisc.org/display/PUB/Draft+Standards+of+Interest+to+TAUG-Nutrition

https://wiki.cdisc.org/display/PUB/Draft+Standards+of+Interest+to+TAUG-Nutrition


Infant Nutrition – Daily Feeding – Example 1
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Infant Nutrition – Daily Feeding – Example 2
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Infant Nutrition – Daily Feeding – Example 3
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Note that EX was used in this example as breast milk was used as a direct 

comparator to a study product

1) Breastfeeding with individual start and stop times per feed

2) Breastfeeding as a duration in minutes per feed

3) Breastfeeding as a total number of feeds per day

EXDUR can 

only be used 

if this data 

was collected



Stool Assessments



Stool Assessments
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Stool Assessments – Types of Diary Data Collection
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Stool Assessments – Recall Diary

18 Oct 2018Nutrition TAUG Public Review Webinar 23



CDASH CRF Metadata

• Don’t forget to review the CDASH Metadata tables

• These can be found underneath each CDASH CRF in an expandable 
section
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Stool Assessments – Recall Diary
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Stool Assessments – End of Day
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Stool Assessments – End of Day
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Stool Assessments – Each Episode
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Stool Assessments – Each Episode
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Stool Assessments – Each Episode
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Stool Assessments

• Some sponsors may choose to use a stool scale to assess characteristics of 
the stool (e.g., The Bristol Stool Form Scale (BSFS))

• Refer to the QRS section for the status of the BSFS supplement development

• The examples shown in this section assume that the stool characteristics 
are not being assessed using this type of scale
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Symptom Assessments
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Symptom Assessments
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General Diary Guidance
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Stool Sample Collection and Characteristics
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QRS (Questionnaires, Ratings, and Scales)



QRS
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Known Issues



Known Issues

• Timing Variables
• The time when a subject completes diary information may not be defined precisely by the 

sponsor. 

• Instructions to subjects filling out a diary card might refer to calendar days (e.g., "Complete 
this diary with any relevant information from 00:00 on Day 1 to 11:59 on Day 1")

• or might ask the subject to complete the diary card at the end of the day before retiring for 
the night (in which case any diary information after they retired for the night would be 
captured on the next day's diary). 

• In the examples in this document, the --TPT value "END OF DIARY DAY X" is used to 
represent imprecise timing of diary data collection.

• The variables --EVLINT and --EVINTX are used to capture the evaluation interval. 

• However, values such as -P1D are not intended to imply that data are collected in strict 24-
hour intervals based on the time of (e.g., 21:30 on one day to 21:30 on the next day). 
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Known Issues

• Representing Total Number of Breastfeeding Feeds per Day:
• This example uses the NSV EXNADEVI to represent the number of breastfeeding feeds per 

day. 

• The modeling of this example is still under discussion and users are warned that this 
modeling may be subject to change.
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Known Issues

• Modeling of stool color and consistency in the LB domain :
• Guidance on where to model this data was provided by the CDISC Technical Team and Presented 

to the GGG. This is still under discussion and therefore users are wa are warned that this modeling
may be subject to change.

• LB: specimens that are removed from the body and undergo an observation or test that tell you something about 
the state of the subject

• Color

• Volume

• pH

• Measurement of an analyte

• Morphology/Physiology domains

• All imaging - including measurements of volume, structure, or abnormalities (lesions, masses, etc.)

• EEG measurements

• Results from eye exams

• BS: Information about the sample that is not meant to inform you about the health of the subject

• Tracking

• Sample condition

• Amount of specimen available for testing. when that information is used to keep track for testing

• Test run dates
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Public Review Process



Public Review Information
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Public Review Start: 10th October 2018

Public Review Comments Deadline: 10th December 2018

CDISC Website Announcement: https://www.cdisc.org/standards/therapeutic-areas/nutrition

Link to WIKI Version of the TAUG: https://wiki.cdisc.org/display/TANUTRI/Therapeutic+Area+User+Guide+for+Nutrition

 This landing page provides detailed instructions on how to navigate the document and how to provide comments in JIRA

 Please also read the Instructions for Reviewers for additional information 

Any questions can be directed to jowen.external@cdisc.org

https://www.cdisc.org/standards/therapeutic-areas/nutrition
https://wiki.cdisc.org/display/TANUTRI/Therapeutic+Area+User+Guide+for+Nutrition
https://wiki.cdisc.org/display/TANUTRI/Instructions+for+Reviewers
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CDISC Education: Upcoming Learning 
Opportunities

Saad Yousef



46

2019 NORTH AMERICA PUBLIC TRAINING OPPORTUNITIES

Location Dates Courses Offered Discount Period

Ends

Host

Chicago, IL TBD SDTM, CDASH, ADaM, Define-XML TBD TBD

Bay Area 

(California)

TBD SDTM, SEND, CDASH, ADaM, Define-XML TBD TBD

Durham, NC TBD SDTM, CDASH, ADaM, Define-XML TBD TBD

Boston, MA March

2019

SDTM, CDASH, ADaM, Define-XML Dec 2018

Bridgewater, NJ May 2019 SDTM, CDASH, ADaM, Define-XML Feb 2019

Gaithersburg,

MD

Sep 2019 SDTM, CDASH, ADaM, Define-XML Jun 2019

San Diego, CA 

(US 

Interchange)

Oct 2019 SDTM, SEND, SDTM-MD, CDASH, ADaM, 

Define-XML, CDISC for Newcomers, and 

more!

Jul 2019

To learn more about CDISC training opportunities, please visit our website: https://www.cdisc.org/education/public-training

https://www.cdisc.org/education/public-training
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UPCOMING EUROPE PUBLIC COURSES

Location Dates Courses Offered: Discount period 

ends

Host

Copenhagen, 

Denmark

8-16 Nov 2018 SDTM, SEND, ADaM, Define-XML 8 Aug 2018

Reading, UK 21-25 Jan 2019 SDTM, CDASH, ADaM, Define-XML 22 Oct 2018

Madrid, Spain 11-15 Feb 2019 SDTM, CDASH, ADaM, Define-XML 12 Nov 2018

Amsterdam, 

Netherlands 

(Europe 

Interchange)

6-10 May 2019 SDTM, SDTM-MD, SEND, ADaM, 

Define-XML, ODM, Controlled 

Terminology, CDASH, CDISC for 

Newcomers

TBD

Frankfurt, 

Germany

3-7 Jun 2019 SDTM, CDASH, ADaM, Define-XML 4 Mar 2019

To learn more about CDISC training opportunities, please visit our website: https://www.cdisc.org/education/public-training

https://www.cdisc.org/education/public-training
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UPCOMING ASIA PUBLIC COURSES
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Location Dates Courses Offered Discount period ends: Host

Tokyo, 

Japan

21-25 Jan 2019
SDTM, CDASH, ADaM, 

Define-XML

21 Oct 2018

Osaka, 

Japan

3-7 Jun 2019
SDTM, CDASH, ADaM, 

Define-XML

3 Mar 2019

Tokyo, 

Japan

2-6 Sep 2019
SDTM, CDASH, ADaM, 

Define-XML

2 Jun 219

To learn more about CDISC training opportunities, please visit our website: https://www.cdisc.org/education/public-training

https://www.cdisc.org/education/public-training


Upcoming Webinars

Learn more at https://www.cdisc.org/events/education/webinars.

Date Webinar Title

18 Oct CDISC Public Webinar: ADaM Implementation - New Parameter vs. New Analysis 

Timepoint (Language: Chinese)

25 Oct CDISC Members-Only Mini-Training Series - ODM v2 Overview

30 Oct CDISC Standards Public Webinar: New CDISC TA Projects Starting - Psoriasis, 

Congestive Heart Failure, Acute Kidney Injury

13 Dec CDISC Members Only Mini-Training Series: Disease Milestones

8 Jan 2019 Controlled Terminology Mapping/Alignment Across Codelists

https://www.cdisc.org/events/education/webinars
https://www.cdisc.org/events/education/webinars/2018/10/cdisc-public-webinar-adam-implementation-new-parameter-vs-new
https://attendee.gotowebinar.com/register/7520802861417243138
https://www.cdisc.org/events/education/webinars/2018/10/cdisc-standards-public-webinar-new-cdisc-ta-projects-starting
https://attendee.gotowebinar.com/register/8069772526658004994
https://attendee.gotowebinar.com/register/3252618571212939523
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Last call for Q&A



Thank you for attending

• Recording of the presentation and the PDF slide deck will be available on 
the CDISC website soon.


