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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
S st information only, and do not constitute endorsement,

e recommendation, or favoring by CDISC or the CDISC
community.
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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
L G Clinical Data Interchange Standards Consortium (CDISC) umbrella.

- Danone

- Abbott

: * Nestle

+ Unilever

« The TAUG was developed using the CDISC Standards Development
Process

oo
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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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Cdlsc Nutrition TAUG Public Review Webinar 18 Oct 2018

8



Overview of Nutrition

Concept Map: Overview of Nutrition
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Overview of the TAUG Content
« TAUG-Nutrition sections
> Introduction
Overview of Nutrition

Food and Fluid Intake

»Infant Nutrition

+ Stool Samples and Stool Assessments

Questionnaires, Ratings, and Scales

» Appendices

[ X
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Food and Fluid Intake




"+ Food and Fluid Intake
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http://thechickenscoop.net/?p=638
https://creativecommons.org/licenses/by-nc-nd/3.0/
http://ultimatehealthcareguide.blogspot.com/2013/02/what-do-vitamins-and-minerals-do.html
https://creativecommons.org/licenses/by-sa/3.0/

Food and Fluid Intake

Component 1

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

X
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Infant Nutrition




Infant Nutrition

Concept Map: Infant Nutrition

Infant
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Infant Nutrition — Product Accountability

In some nutritional studies, a supply of study product may be provided to the infant's caregiver, to be used between 2 scheduled visits. The data collected on this can be represented in the DA domain.
Example 1

In this study, the sponsor dispensed a number of cans to the subject to use between the study visits. In this study, it was important to note the number of opened and unopened cans returned (i.e., the volume remaining in the unopened cans was
Eliasusaada De collected); the variable DACAT was used to represent "Opened” and "Unopened" cans returned.

Row 1: Shows that at the first visit on Day 1, 30 cans of study product were dispensed to the subject.
Row 2:  Shows that at the second visit on Day 21, 9 cans of unopened study product were returned by the subject.
Row 3:  Shows that at the second visit on Day 21, 1 can of opened study product was returned by the subject.

da.xpt

Row | STUDYID | DOMAIN | USUBJID | DASEQ | DAREFID DASPIDm DATEST DACAT ASCAT | DAORRES | DAORRESU | DASTRESC | DASTRESN | DASTRESU | DASTAT | DAREASND | DADTC |DADY
1 ABC DA 101 1 1 DISPAMT | Dispensed Amoun| Study Product 30 CAN 30 30 CAN 2017-05-01 1
2 ABC DA 101 2 1 I RETAMT | Returned AmountjllUnopened Study Product 9 CAN 9 9 CAN 2017-05-21| 21
3 ABC DA 101 3 1 I RETAMT | Returned Amountjll Opened Study Product 1 CAN 1 1 CAN 2017-05-21 | 21

DA (Drug Accountability) >> DA (Product Accountability)

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

. Parent Section Name Notes
Qe . Standard

Qo viss SDT™M 6.1 Meal Data (ML) Meal Data (ML) is a standard domain in the SDTMIG 3.3, however since this is not released at the time of public review of the TAUG Nutrition, a link to the ML domain
: ¢ 3 has been provided here
@ : SDTM 6.3 Product Accountability

s (DA)

; (© Submitting Comments

@sivassaa °

If you wish to provide feedback on any of the above draft standards:

. on draft to the SDTMIG should be made to the SDS team.

eeo
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Infant Nutrition — Daily Feeding — Example 1

v ec.xpt

Row 1: Shows the volume of blinded study Formula A consumed by the infant on the first feed of the diary (Day 1).
Row 2:  Shows the volunme of blinded study Formula B consumed by the infant on the second feed of the diary (Day 1).

ec.xpt
Row | STUDYID | DOMAIN | USUBJID ECSEQ'ECLNKII* ECTRT ECDOSE ECDOSU| ECDOSFRM | ECROUTE ECSTDTC ECENDTC ECSTDY | ECENDY
1 ABC EC 101 1 | D1-1 |Feeding Formula A 50 mL |SUSPENSION ORAL | 2017-05-19T13:00 | 2017-05-19T13:00 1 1
2 ABC EC 101 2 | D1-2 |Feeding Formula B 60 mL |SUSPENSION ORAL | 2017-05-19T19:00 | 2017-05-19T19:00 1 1
v ce.xpt

Rows 1, 2: Show the response to the "spitting up" and "vomitting" questions on the first feed of the diary (Day 1).
Rows 3, 4: Show the response to the "spitting up" and "vomitting" questions on the second feed of the diary (Day 1).

ce.xpt
Row | STUDYID | DOMAIN [ USUBJID | CESEQ | CEGRPID| CELNKID] CETERM | CEPRESP | CEOCCUR] CEDTC |CEDY] CEEVINTX |
1 | ABC CE 101 1 1| p1-1_| Vomiting v N §2017-05-19] 1 [ Within 1 hour after feeding
2 ABC CE 101 2 1 I D1-1 Spitting up Y Y |2017-05-19 1 Within 1 hour after feeding
3 | ABC CE 101 3 2 | D12 [ Vomiting v N §2017-05-19] 1 [ Within 1 hour after feeding
4 ABC CE 101 4 2 I D1-2 Spitting up Y Y |2017-05-19 1 Within 1 hour after feeding
v ex.xpt

Row 1:  Shows the volume of study formula consumed by the infant on the first feed of the diary (Day 1).
Row 2: Shows the volunme of study formula consumed by the infant on the second feed of the diary (Day 1).

ex.xpt —

Row | STUDYID | DOMAIN | USUBJID EXSEQW EXDOSE | EXDOSU |} EXDOSFRM | EXROUTE EXSTDTC EXENDTC EXSTDY | EXENDY
1 ABC EX 101 1 I D11 I Nutra 50 mL ISUSPENSION ORAL | 2017-05-19T13:00 | 2017-05-19T13:00 1 1
2 ABC EX 101 2 [ D12 [WNutra-Plus 60 mL  BSUSPENSION| ORAL | 2017-05-19T19:00 | 2017-05-19T19:00 1 1

oo
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Infant Nutrition — Daily Feeding — Example 2

da.xpt
ST E TUDYID | DOMAIN | USUBJID | DASEQ[DAGRPID JoASPID DATESTCD DATEST [ DACAT DASCATIDAORRES DAORRESUIDASTRESC DASTRESN | DASTRESU | DASTAT| DAREASND| DADTC |DADY
1 ABC DA 101 1 0 1§ 1 W PREPAMT | Prepared Amount [tudy Product | IS mt. W 100 100 mL 20170519 | 1
2 | ABC DA 101 2 B 1 N 1 ) REMAMT |Remaining Amount study Product | IEE m. W15 15 mL 2017-05-19] 1
3 | ABC DA 101 3 B 2 | 2 | PREPAMT | Prepared Amount ftudy Product | D mt 100 100 mL 2017-05-19 | 1
4 | mBC DA 101 4 B 2 | 2 | REMAMT |Remaining Amount study Product I = mt W 25 25 mL 2017-05-19| 1
5 | ABC DA 101 5 B 3 | 1 | PREPAMT | Prepared Amount fstudy Product | L m. f 100 100 mL 2017-0520| 2
6 | ABC DA 101 6 I 3 J 1 ! REMAMT | Remaining Amount Jtudy Product L L ] 10 mL 2017-05-20| 2
v ex.xpt

Row 1: Shows the weight of study formula consumed by the infant on the first feed of the diary (Day 1).
Row 2: Shows the weight of study formula consumed by the infant on the second feed of the diary (Day 1).
Row 3: Shows the weight of study formula consumed by the infant on the third feed of the diary (Day 2).

ex.xpt

Row | STUDYID | DOMAIN | USUBJID EXSEQMMWM FXROUTE EXSTDTC | EXENDTC | EXSTDY | EXENDY
1 ABC EX 101 1 I 1 INutra I 255 g POWDER, FOR SOLUTIONI ORAL |2017-05-19|2017-05-19 1 1
2 ABC EX 101 2 l 2 lNutra l 225 g POWDER, FOR SOLUTION' ORAL | 2017-05-19|2017-05-19 1 1
3 ABC EX 101 3 B 3 Hnura f 27 g POWDER, FOR SOLUTION | ORAL | 2017-05-20 | 2017-05-20 2 2

The actual amount of unblinded study product exposed to the infant is represented in the EX domain. The sponsor chose to represent this as a weight (g) of study product actually consumed by the infant. 'I-'his was calculated
using the actual amount of feed consumed by the infant (total volume consumed minus total volume returned), and then converting the total number of spoons used to make up the product to the actual number of spoons
consumed. Note that in this study each spoon used was 15 g of study product and 2 spoons of formula was always used to prepare the feed. It is generally accepted that this type of derived exposure information can be
represented in SDTM in the EX domain. Please refer to Section 6.1 of SDTMIG v3.3, which describes the use of EC and EX domains and the requirements to document the derviations used to show data in EX in the define.xml

oo
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Infant Nutrition — Daily Feeding — Example 3

1) Breastfeeding with individual start and stop times per feed

ex.xpt

Row | STUDYID | DOMAIN | USUBJID EXSEQI EXTRT |EXDOSE | EXDOSU IEXDOSFRM EXROUTE EXSTDTC EXENDTC I
1 ABC EX 101 1 IBreast Milk I ORAL 017-05-19T13:00 2017-05-19T13:20|
2 ABC EX 101 2 IBreast Milk 50 mL I ORAL 017-05-19T17:00 | 2017-05-19T17:15

2) Breastft?eding as a duration in minutes per feed
ex.xp

Row | STUDYID | DOMAIN | USUBJID | EXSEQ | EXTRT JEXDOSE | EXDOSU | EXDOSFRM | EXROUTE | EXSTDTC | EXENDTC JEXDUR] EXDUR can
1 | ABC EX 101 1 [Breast Mik| ORAL | 2017-05-19 | 2017-05-19 JPT20m | ONlY be used
2 ABC EX 101 2 |Breast Mik ]l ORAL | 2017-05-19 | 2017-05-19 fpT15m] I this data

was collected

3) Breastfeeding as a total number of feeds per day
ex.xpt

Row | STUDYID | DOMAIN | USUBJID EXSEQI EXTRT IEXDOSE EXDOSU | EXDOSFRM | EXROUTE | EXSTDTC | EXENDTC EXNADEVI
1 ABC EX 101 1 Breast Milkfl ORAL |2017-05-19]2017-05-19

EX NSV Metadata

[ Vvariable |Label IType | Role Codelist | Origin

IEXNADEVI Number of Administrations in Eval. Int.linteger Non-Standard Record Qualifier CRF

Note that EX was used in this example as breast milk was used as a direct
comparator to a study product

oo
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Stool Assessments

Concept Map: Stool Assessments

cdisc
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Stool Assessments — Types of Diary Data Collection

° Types of Diary Collection

Subject requested to
complete diary card
for Day -1 noting the
time of each stool
episode and
consistency

Subject requested to recall the
average number of stool
episodes and the typical

consistency over the three
days prior to the visit

Subject requested to
complete diary card
for Day -3 noting the
time of each stool
episode and
consistency

Subject requested to
complete diary card
for Day -2 noting the
time of each stool
episode and
consistency

i
i
i
i
1
i
1
1
i
i
i
1

Day -3 Day -2 Day -1 Day of Visit

o .- Key
Tl e ] Subject requested to Subject requested to Subject requested to
. . complete diary card at complete diary card at complete diary card at
End of Day Collection the end of Day -3 with the end of Day -2 with the end of Day -1 with

total number of stool total number of stool total number of stool

episodes and typical episodes and typical episodes and typical
consistency consistency consistency

TX
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Stool Assessments — Recall Diary

At the baseline visit, the subject was asked:

« What was the average number of stool episodes per day over the 3 days prior to the visit?
+ What was the typical consistency of the stools over the 3 days prior to the visit?

Hidden/pre-populated BOWEL MOVEMENT

FAEVINTX Hidden/pre-populated [PREVIOUS 3 CALENDAR DAYS |

Record the the average number of stool episodes per - BQver the last 3 days what was the average number of bowel movements per day?

day over the last 3 days that the subject recalls from BMFREQ FAORRES T o s e
memory. -
BMFREQ_FACOLSRT [ EAAZ TelelR14 QTG EICR ZN 2oy (el iy -1 13 S =e Bl Hidden/pre-populated RECALL AVERAGE

BMFREQ_FATEST Ry =am i ECE =3 (e ol -1 e il Hidden/pre-populated |Bowe| Movement Frequency ‘

BMFREQ_FAORRESU [Tl e R 2ed Hidden/pre-populated

Record the subject's assessment of the typical  §Qver the last 3 days what was the typical consistency of bowel movements? ) Watery
consistency of their stools over the last 3 days based on CONSIST LEORRES @ Loose
their recall from memory. - _
) Soft

: - - Formed

K IEEe ) Hard

@ :iv RRRR o:v CONSIST LECOLSRT QAN T{o o1 g RV T Y N-3) Sogredn il oo LI 3 Wl Hidden/pre-populated RECALL TYPICAL

eeo
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CDASH CRF Metadata

» Don'’t forget to review the CDASH Metadata tables

* These can be found underneath each CDASH CRF in an expandable
section

~ View CRF Metadata

Columns whose headers are shaded blue and rows whose Field ID are shaded blue contain metadata that were developed for this example annotated CRF, and are not part of the CDASH model or CDASHIG.
Observation | Order Domain | TAUG CDASH Variable Name CDASHIG |Question |Prompt |Field |Case Information | TA SDTMIG SDTM Controlled Pre-Defined Value that
Class Number Reference Variable Text Type |Report for Specific | Target Variable Terminology | Values appears on
Label Form Sponsors Usage Mapping CodelList the CRF
Completion Rules Name but is not
Instructions entered by
the user
Findings 01 FA TAUG-NUT [FAEVLINT Evaluation | N/A N/A text N/A FAEVLINT NIA -P1D
v1.0- Interval
Baseline
Information
on bowel
movements
Findings 02 FA TAUG-NUT [FATPT Planned What is the | Diary text Select the FATPT NIA DIARY DAY 1; DIARY
v1.0- Time Point | diary day? |Day diary day DAY 2; DIARY DAY 3
Baseline Name being entered.
Information
on bowel
movements
Findings 03 FA TAUG-NUT |FADAT Date of What is the | Diary text Record the FADTC
v1.0- Collection | diary date? | Dale date the
Baseline subject
Information indicated the
on bowel diary was

eeo
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Stool Assessments — Recall Diary

° ‘e
$ ] face.xpt
:"'... % RquSTUDYID DOMAIN USUBJID FASEQ | FATESTCD FATEST FAOBJ FAORREY FAORRESU JFASTRESCFASTRESN | FASTRESU | VISITNUM | VISIT |VISITDY FADTCI FAEVINTX I FACOLSRT FASOURCE
¥ WS Event BOWEL . 2017- I PREVIOUS 3 I
o 1 |NUTR123 FA NUTR123_001 1 EVENTFRQ Frequency MOVEMENT 3 /day 1 Baseline -1 01-05 CALENDAR DAYS AVERAGE RECALL
R TR FACE NSV Metadata
R 4 Variable Label JType | Codelist | Role Origin
. ''''' ¢ FACOLSRT | Collected Summary Result Typeltext Non-Standard Variable Qualifier of -ORRES | CRF
FASOURCE | Source of Data Itext | Non-Standard Record Qualifier |CRF
Ib.xpt

Row | STUDYID | DOMAIN| USUBJID LBREFIDILBTESTCD LBTEST |LBCAT LBORRESI.BORRESU LBORNRLO | LEORNRHI | LBSTRESC | LBSTRESN | LBSTRESU | LBESTNRLO | LESTNRHI | LBSTREFC | LENRIND | LBSPEC | LBEVAL

2 |NUTR123 LB NUTR123_001 CONSIST | Consistency Loose Loose STOOL | SUBJECT
VISITNUM | VISIT | VISITDY | LBD’ LBCOLSRT LBSOURCE

2017-
1 Baseline -1 0105 lCALENDAS TYPICAL RECALL

LB NSV Metadata

|| Variable Label )| Type | Codelist | Role Origin
I LBCOLSRT | Collected Summary Result Typel text Non-Standard Variable Qualifier of --ORRES | CRF
l LBSOURCE | Source of Data J text Non-Standard Record Qualifier CRF

oo
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Stool Assessments — End of Day

This example shows baseline stool information for actual daily number of bowel movements and typical stool consistency each day over a 3-day period prior to the baseline visit. Please note
that it may be important for sponsors to provide additional instructions to the diary (e.g., how a subject should evaluate their consistency if they had 1 loose and 1 hard stool in a day).

The sponsor chose to use a paper diary that was given to subject prior to the visit and then handed back at the visit where this was entered into the EDC system.

Hidden/pre-populated BOWEL MOVEMENT
FAEVLINT Hidden/pre-populated

Select the diary day being entered. | What is the diary day? ) END OF DIARY DAY -3
FATPT ) END OF DIARY DAY -2

' END OF DIARY DAY -1

Record the date the subject indicated the diary was | What is the diary date?

completed- § EApAT| FELE C LS

Record the number of bowel movements that the 8 \What is the number of bowel movements reported by the subject? | ‘I

subject had on this day. § "EpepNUM FAORRES ER . S R
@ Hidden/pre-populated STOOL

ot ot Record the typical consistency of the subject's stools i What is the typical consistency of bowel movements as reported by the subject? ) Watery
i, o :
<N overthis day. § feansisT LBoRRES | [T L S n @ Loose
R, ) Soft
¥ SOOI - 3 ) Formed
' Hard
@
: consisT LBcoLsRT (LR et i e L Hidden/pre-populated  [TYPICAL
o @
e
L 2 J
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Stool Assessments — End of Day

face.xpt
% Row | STUDYID | DOMAIN| USUBJID FASECiFAREFID FASPIDIFATESTCD FATEST FAOBJ FAORRES | FAORRESUll FASTRESC | FASTRESN | FASTRESU | FAEVAL | VISITNUM | FADT! FATPT FATPTNUM FAEVLlNﬂ
(] L] Event BOWEL 2017- END OF
s 1 |NUTR123| FA |NUTR123_001| 1 I D-3_1 1 |EVENTFRQ Froquency MOVEMENT 2 Iday 2 2 Iday SUBJECT o102 oiary DAY 3 -3 -P1D
BEERT .
: s 8§ Event BOWEL 2017- END OF
. -t 3 |NUTR123| FA |NUTR123.001| 2 I D-2_1 2 |EVENTFRQ Frequency MOVEMENT 3 Iday 3 3 Iday SUBJECT o103l oiaRY DAY 2 2 -P1D I
. Event BOWEL 2017- END OF
i % 4 5 |NUTR123| FA |NUTR123.001| 3 D-1_1 3 VENTFRQ Frequency MOVEMENT 2 Iday 2 2 Iday SUBJECT o104 B DIARY DAY -1 1 -P1D
A RS
Ib.xpt —
Row | STUDYID | DOMAIN USUBJID LBSE LBTESTCD| LBTEST |LBCAT|LBORRESJLBORRESU|LBORNRLO |LBORNRHI|LBSTRESC |LBSTRESN |LBSTRESU |LBSTNRLO |LBSTNRHI |LBSTREFC | LBNRIND
1 |NUTR123 Gl NUTR123_001 1 D-3_ 1 1 CONSIST |Consistency Loose Loose
3 |NUTR123| Gl NUTR123_001 2 D-2_1 2 CONSIST | Consistency Hard Hard
5 |NUTR123 Gl NUTR123_001 3 D-1_1 3 CONSIST |Consistency Loose Loose
LBSPEC | LBEVAL |LBLOBXFL | VISITNUM | LBDTCJLBTPT|LBTPTNUM | LBEVLINT || NICEGEIELH
END
2017- | OF
STOOL |SUBJECT o102 Bomry 3 -P1D TYPICAL
. = - — DAY -3
IVarlabIe Label TypeICodellst Role Origin END
ILBCOLSRT Collected Summary Result Type | text I Non-Standard Variable Qualifier if -ORRES | CRF STOOL |suBJECT 5?1073 DICA)\FRY 2 P1D TYPICAL
DAY -3
END
) 2017- | OF
STOOL |SUBJECT o102 Boiary - -P1D TYPICAL
DAY -3

oo
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Stool Assessments — Each Episode

Select the diary day being entered

Record the date the subject indicated the diary was
completed

Indicate if any bowel movements occurred, checking

Yes or No.

Record the bowel movement episode number. For each
diary day, start the count at 1.

Record the start time the subject indicated the bowel
movement started

Record the consistency of the subject's stool

Record the color of the subject's stool

w Hidden/pre-populated

BOWEL MOVEMENT

What is the diary day?

>3 a8 CETPTand LETPT

What is the diary date?

cesToAT
m Hidden/pre-populated

Did the subject have any bowel movements for this day?

What is the clinical event identifier?

(oi=-12/ sl CESPID and LBSPID

What was the bowel movement start time?
CEL cesmore | eore]

Specimen Type m Hidden/pre-populated

(wlo] 151553 ME-[e 0=l LBORRES where LBTESTCD = "CONSIST"

What is the color of bowel movement reported by the subject?

(olo]Hel QN H-le/ {1 =B LBORRES where FATESTCD ="COLOR"

What is the consistency of bowel movement reported by the subject?

~ DIARY DAY -3
' DIARY DAY -2
DIARY DAY -1

Select... ¥

Watery
Loose

! Soft
Formed
Hard

Yellow
' Green

Brown
' Black

Nutrition TAUG Public Review Webinar
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Stool Assessments — Each Episode

ce.xpt
Row | STUDYID | DOMAIN USuUBJID CESEQ' CEREFID l’.:ESPIDI CETERM CEPRESP CEOCCURI CESTAT CEREASND CEDTC CESTDTC CETPT CETPTNUI‘
1 |NUTR123| CE NUTR123_001 1 l D-3.1 l 1 l BOWEL MOVEMENT Y Y l 2017-01-01 2017-01-02 T09:45 | DIARY DAY -3 -3 l
2 |NUTR123 CE NUTR123_001 2 I D-3_2 I 2 I BOWEL MOVEMENT Y Y I 2017-01-04| 2017-01-02 T12:45 | DIARY DAY -3 -3 I
3 |NUTR123 EE NUTR123_001 3 D-3_3 3 BOWEL MOVEMENT Y Y 2017-01-04( 2017-01-02 T19:45 | DIARY DAY -3 -3

8 |NUTR123| CE |NUTR123 002| 1 D-31 1 BOWEL MOVEMENT Y N 2017-02-1 DIARY DAY -3 -3
9 |NUTR123] CE |[NUTR123_002] 2 | D-2 1 ! 1 [BOWEL MOVEMENT Y J NOT DONE | FORGOT TO COMPLETE DIARY DAY -2 2 |
eeon
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Stool Assessments — Each Epnisode

Ib.xpt
E—
Row | STUDYID | DOMAIN| USUBJID |LBSEQM LBREFID LBETESTCD| LBTEST |LBCAT|LBORRESQLEORRESU| LEORNRLO LEORNRHI | LBSTRESC |LBSTRESN |LBSTRESU|LBSTNRLO |LBSTNRHI|LBSTREFC |LBNRIND

1 |NUTR123 LB NUTR123_001 1 D-3_1 1 CONSIST | Consistency Loose Loose

Jisseec [ LBEVAL OBXFL]VISITNUMJ LEDTC | LETPT LETPTNU
2017 | ARy
2 [nwrizs| 18 |nurrizsoor| 2 fl os | 1 [ cowor | color Brown Brown stooL JEAREGIVER 0102 3
Tog:45 | 2AY 3

2017-
3 |NUTR123 LB |NUTR123_001 5 D-3 2 2 CONSIST | Consistency Hard Hard STOOL JCAREGIVER 01-02 DIARY -3

T09:45 x5S

2017-
4 |NUTR123( LB [NUTR123_001| 4 D-32 2 COLOR Color Brown Brown STOOL ECAREGIVER 01-02 By -3
T12:45 37

2017-
5 [NnUTR123| 18 |NUTR123001| 5 | pas | 3 | consisT |consistency Loose Loose sTooL JEAREGIVER o102 [DARY| 4

T1z:45 | PAY 3

2017- | bRy

6 |NUTR123 LB NUTR123_001 6 D-3_3 = COLOR Color Brown Brown sSTOoOL ECAREGIVER 01-02 -3
- - DAY -3

T18:45

2017-

CAREGIVER 01-02

T19:45
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;;;;;:-z-ff Stool Assessments

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

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

.+ e The examples shown in this section assume that the stool characteristics
are not being assessed using this type of scale

oo
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Symptom Assessments

In this example the subject was given a diary at Visit 1 to record their Gl symptoms starting from the day after Visit 1 to the day before Visit 2. The diary was then collected at Visit 2 and a new diary giver

I
Hidder/pre-populated
? Select the diary day being entered. @ What is the diary day? ' DIARY DAY 1
: FATPT ' DIARY DAY 2
A ’ DIARY DAY 3
e

Record the date the subject indicated the diary was What is the diary date?

NAUSEA_FAOBJ FAOBJ Hidden/pre-populated -

Record whether the subject experienced nausea. Did the subject experience nausea? ) Yes

LR Mo Tolel 107 Yo ;U5 FAORRES where FAOBJ = "NAUSEA™ and FATESTCD = "OCCUR”™ ) No
If the subject experienced nausea, complete the @ |f "Yes," what was the maximum severity? ' Mild
maximum severity over the day. il "uAlSEA. sEv FAORRES Y L I S s ) Moderate
) Severe
NAUSEA_SEV_FACOLSRT [[IEUZXIIE 3 g 2N =03 [ BRGNP R T TN T SN Hidden/pre-populated MAXIMUM
FLATULENCE_FAOBJ  {ZXe/:RY Hidden/pre-populated FLATULENCE
oufiersin;e Record whether the subject experienced flatulence. § Did the subject experience flatulence? ) Yes
- FLATULENCE_OCCUR_FAORRES S No
@oiiiss sie ©
. If the subject experienced flatulence, complete the @ |f "Yes," what was the maximum severity? ) Mild
@isiaieisis aie & ) )
maximum severity over the day. i & AT ENCE_SEV_FAORRES | (X G T T E  T ) Moderate
Dot () Severe
P2 . FLATULENCE_SEV_FACOLSRT [LIRVAZTe I g gWATICR 22N S0 (e BRI SVl b T X N B S WN (VT = ot Sl Hiclcier/ore-populated  [MAXIMUM
BURPING_FAOBJ Hiddervpre-populated BURPING
®
¢ Record whether the subject experienced burping. @ Did the subject experience burping? ) Yes

% 29 =100 o leloll 33 SN0 NI =0 FAORRES where FAOB.J = "BURPING" and FATES "OCCUR™ ) No
4 If the subject experienced burping, complete the 8 |f "Yes," what was the maximum severity? ) Mild
3 maxmm sevety over e ons | ppie sev. phokRes " Moderate
o )
) Severe

=100 el AV el K S il NSV.FACOL SRT where FATESTCD = "SEV™ and FAOBJ = "BURPING™ RgllslelllcRelelall Gl )

oo
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Symptom Assessments

face.xpt
Row | STUDYID | DOMAIN UsSUBJID FASEQ | FASPIDJFATESTCD FATEST FACBJ FACAT FAORRES | FASTRESC | VISITNUM | FADTC FATPT FATPTNUM | FAEVLINT
1 |NUTR123 FA NUTR123_001 1 1 OCCUR | Occurrence Indicator | DIARRHEA | GI SYMPTOMS N N 2017-01-05 | END OF DIARY DAY 2 2 -P1D
2 |NUTR123 FA NUTR123_001 2 2 OCCUR | Occurrence Indicator | FLATULENCE | GI SYMPTOMS N N 2017-01-05 | END OF DIARY DAY 2 2 -P1D
3 |NUTR123 FA NUTR123_001 3 3 OCCUR | Occurrence Indicator| BURPING |Gl SYMPTOMS Y Y 2017-01-05 | END OF DIARY DAY 2 2 -P1D
4 |NUTR123 FA NUTR123_001 4 3 SEV Severity/Intensit BURPING | GI SYMPTOMS Mild MILD =005 END-OF BHARY-DAY P4 MAXIMUM
5 |NUTR123| FA |NUTR123 001| & 1 mmm_ﬂ__ﬂ__m 3 1D
6 |NUTR123 FA NUTR123_001 6 2 OCCUR | Occurrence Indicator | FLATULENCE | GI SYMPTOMS Y Y 2017-01-06 | END OF DIARY DAY 3 3 -P1D
7 |NUTR123 FA NUTR123_001 7 2 SEV Severity/Intensity | FLATULENCE | GI SYMPTOMS | Moderate | MODERATE P~ EMNB-OFBHARY-BAY-S 3 B MAXIMUM
8 |NUTR123 FA NUTR123_001 8 3 OCCUR | Occurrence Indicator| BURPING |Gl SYMPTOMS Y Y 2017-01-06 | END OF DIARY DAY 3 3 -P1D
9 |NUTR123 FA NUTR123_001 9 3 SEV Severity/Intensity BURPING |GI SYMPTOMS | Severe SEVERE =0 =06 END-OFBHARY-DAY-S 3 =45 MAXIMUM
FACE NSV Metadata
Variable Label Type 'odelist Role Origin
FACOLSRT | Collected Summary Result Type | text Non-Standard Variable Qualifier of --ORRES | CRF

oo
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General Diary Guidance

When providing diaries for a subject to complete, it is important tolprovide the subject with instructions on how and when to complete the diaryl; those instructions
|must be understood by all functions within the study team.lAIthough this may differ from protocol to protocol, detailed, unambiguous instructions will help ensure
that This may be particularly important when analyzing the data. Some diary completion instructions
may be as simple aslMccurred between 00:00 and 23:59 on this day."|It may also be important to provide additional
information on pow subjects should record data i1, Tor example, they retire 1o bed betore or atter midnight and then they have a bowel movement prior to or after
Providing instructions on which diary day to record these episodes will help ensure that data are recorded consistently across all subjects.

e
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®

Stool Sample Collection and Characteristics

Rows 1, 3: Show the date and time of the stool sample collection.

Row 2: Shows the date and time of drying the stool sample.
Row 4: Shows the date and time of freezing the stool sample. The container number was represented in BEREFID to identify the sample.
be.xpt
Row | STUDYID | DOMAIN USUBJID BESEQ | BEREFID [BETERM| BEDECOD [VISITNUM VISIT VISITDY BEDTC BESTDTC BEENDTC | BESTDY @
2017-01- 2017-01-
1 |NUTR123 BE NUTR123_001 1 ST123 ollected | COLLECTING 1 BASELINE -1 03T13:05 03T13:05 -1 STOOL
. 2017-01- 2017-01-
2 |NUTR123 BE NUTR123_001 2 ST123 Drying DRYING 2 BASELINE -1 03T13:05 03T14:45 -1 STOOL
2017-01- 2017-01-
3 |NUTR123 BE NUTR123_002 1 8T124 | Collected | COLLECTING 1 BASELINE -1 23T15:00 03T15:00 -1 STOOL
2017-01- 2017-01-
4 |NUTR123 BE NUTR123_002 2 ST124 Frozen FREEZING 1 BASELINE -1 23T15:00 23T17:00 -1 STOOL
E—
IVariabIe Label Type hole Codelist Origin
IBESPEC Specimen Type |text I\Ion-Standard Record Qualifier | SPECTYPE |CRF
| | | |
Ib.xpt
Row | STUDYID [DOMAIN| USUBJID [LBSEQ LEREFIDILBTES'I’CD LBTEST I LBCAT LBORRES [ LBORRESU | LBSTRESC |LBSTRESN | LBSTRESU LBSFECiLBsFCCNDi.BLOBXFL VISITNUM| VISIT [VISITDY LBDTC
1 |NUTR123 LB NUTR123_001 1 ST123 ISPWEIGHT Specimen WeightIEPECIMEN ASSESSMENT 95 g 95 95 g STDDLI FRESH I Y -1 Baseline -1 2017-01-03T13:10
2 |NUTR123 LB NUTR123_001 2 ST123 I COLCR Color ISPECIMENASSESSMENT Brown BROWN STODLI FRESH I Y -1 Baseline -1 2017-01-03T13:10
3 |NUTR123| LB |NUTR123.001| 3 57123 [ CONSIST | Consistency [ISPECIMEN ASSESSMENT | Soft SOFT sTooLll FRESH I Y -1 Baseline| -1 [2017-01-03T13:10
4 [NUTR123| LB |NUTR123_001| 4 ST123 ISPWEIGHT Specimen WeightISPEGIMEN ASSESSMENT| 20 | a 20 20 | g STOOLI DRIED I Y - Baseline| -1 [2017-01-03T13:10
(T
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QRS (Questionnaires, Ratings, and Scales)




ORS

. Full Name and Abbreviation Copyright Permission Supplement Status
e 29 Status
"Amsterdam" Stool Scale To be requested
King's Stool Chart To be requested
Baby Eating Behaviour Questionnaire - Concurrent (BEBQ CONCURRENT) Public domain Supplement in
progress
Baby Eating Behaviour Questionnaire - Retrospective (BEBQ RETROSPECTIVE) Public domain Supplement in
progress
Bristol Stool Form Scale (BSFS) No response received
International Physical Activity Questionnaire - Short Last 7 Days Telephone Format (IPAQ SF PHONE VERSION) Public domain Supplement in
P progress
International Physical Activity Questionnaire - Long Last 7 Days Telephone Format (IPAQ LF PHONE VERSION) Public domain Supplement in
o--:il..9 progress
IR International Physical Activity Questionnaire - Short Last 7 Days Self-Administered Format (IPAQ SF SELF- Public domain Supplement in
2 ] o m ADMINISTERED VERSION) progress
° .- International Physical Activity Questionnaire - Long Last 7 Days Self-Administered Format (IPAQ LF SELF- Public domain Supplement in
e ADMINISTERED VERSION) progress
i o
w.. ..... ®
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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).

oo
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“+~  Known Issues

: :» + Representing Total Number of Breastfeeding Feeds per Day:
; » This example uses the NSV EXNADEV!I to represent the number of breastfeeding feeds per

: day.
R  The modeling of this example is still under discussion and users are warned that this
modeling may be subject to change.
. ex.xpt
Row | STUDYID | DOMAIN | USUBJID | EXSEQ| EXTRT |EXDOSE|EXDOSU|EXDOSFRM |EXROUTE | EXSTDTC | EXENDTC | M30LLEY
1 ABC EX 101 1 Breast Milk ORAL |2017-05-19]2017-05-19
EX NSV Metadata
Variable Label Type |Role Codelist | Origin
EXNADEVI | Number of Administrations in Eval. Int. | integer | Non-Standard Record Qualifier CRF
[ X ]
Cdlsc Nutrition TAUG Public Review Webinar 18 Oct 2018
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Known Issues

* Modeling of stool color and consistency in the LB domain :

s, » Guidance on where to model this data was provided by the CDISC Technical Team and Presented
fosszorn to the GGG. This is still under discussion and therefore users are wa are warned that this modeling
P i may be subject to change.
e + 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

e 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

e Sample condition

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

* Testrun dates

oo
Cdlsc Nutrition TAUG Public Review Webinar 18 Oct 2018 41



Public Review Process




Public Review Information

O Public Review Start: 10th October 2018

O Public Review Comments Deadline: 10t December 2018

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

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

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

Nutrition TAUG Public Review Webinar

@coisc

Therapeutic Area Data Standards User Guide for Nutritional Research
Version 1.0 (Draf)

amien e

 Toa e ) ¢ 7 o Tien

--------

18 Oct 2018
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https://wiki.cdisc.org/display/TANUTRI/Instructions+for+Reviewers
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CDISC Education: Upcoming Learning
Opportunities

Saad Yousef




. 2019 NORTH AMERICA PUBLIC TRAINING OPPORTUNITIES

Location Dates Courses Offered Discount Period Host

Ends

* : * | Chicago, IL TBD SDTM, CDASH, ADaM, Define-XML TBD TBD

i....:i  BayArea TBD SDTM, SEND, CDASH, ADaM, Define-XML ~ TBD TBD

: 4.0 (California)

#.7* | Durham, NC TBD SDTM, CDASH, ADaM, Define-XML TBD TBD

o k> il
Boston, MA March SDTM, CDASH, ADaM, Define-XML Dec 2018 VITA DT 5w €ACES

2019
Bridgewater, NJ May 2019 SDTM, CDASH, ADaM, Define-XML Feb 2019 fohmronfofmon
Gaithersburg, Sep 2019 SDTM, CDASH, ADaM, Define-XML Jun 2019
AstraZeneca

MD
San Diego, CA Oct 2019 SDTM, SEND, SDTM-MD, CDASH, ADaM, Jul 2019 d..
(Us Define-XML, CDISC for Newcomers, and CaiscC
Interchange) more!

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

UPCOMING EUROPE PUBLIC COURSES

ends

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

Denmark N S-CUBED

Reading, UK 21-25 Jan 2019 SDTM, CDASH, ADaM, Define-XML 22 Oct 2018 =IQVIA
GEl1ICam

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

Amsterdam, 6-10 May 2019 SDTM, SDTM-MD, SEND, ADaM,  TBD cdisc

Netherlands Define-XML, ODM, Controlled

(Europe Terminology, CDASH, CDISC for

| X o

nterchange) Newcomers TN, ‘*—-)E

Kn;l;tir;zﬁ Software
Frankfurt, 3-7 Jun 2019 SDTM, CDASH, ADaM, Define-XML 4 Mar 2019
Germany

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

cdisc



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

Location

j; Tokyo,
, Japan

5 Osaka,
~: Japan

Tokyo,
Japan

UPCOMING ASIA PUBLIC COURSES

Courses Offered Discount period ends:

21-25 Jan 2019

3-7 Jun 2019

2-6 Sep 2019

SDTM, CDASH, ADaM, 21 Oct 2018 p
Define-XML " :
Croit
SDTM, CDASH, ADaM, 3 Mar 2019 a
Define-XML f
Croit
SDTM, CDASH, ADaM, 2 Jun 219 7

Define-XML

Croit

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

cdisc
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éi'fjséfi'f Upcoming Webinars

Webinar Title

¢ iy I CDISC Public Webinar: ADaM Implementation - New Parameter vs. New Analysis
3 Timepoint (Language: Chinese)

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

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

cdisc


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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Thank you for attending

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