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On-Line demo to access documents and commenting

Instructions for Reviewers

Revien

s are requested 10

omments via JIRA, wiki and JIRA use the same credentiais, 5 If you can see this page, then you can use NIRA.

The project associated with the TAUG-Crohin's Disease - Work Package 1 Modules is Croh' Disease (CROHNS), located at: hitp:

a.cdisc on/projects/CROKNS/

o Myoun.

& 10 edits or comments 10 3 page.
* 0 add comments to JIRA from within the Wiki
* Yo add comments from within JIRA

he project ass wiht Project drop-down menu {‘Croha's Disease?)
Jose “Review Comments” from the Issue Type drop-down men
the form

e

. 1 you have no edits or comments to 3 page

. 1. CHck Lkt at the bottom of the page. This wil help us determine who has read

: To add comments to JIRA from within the Wiki

s Create issue

® Q¥ . - a
. 1. Select the text (ideally,  short, unique phrase) to which you wish 1o attach the comment. After a moment, two icons should appear

. 2 wil reate Issue form

e Summary field wil be pre-pop

d with the text that you selected. You can change this or

" the Description fel

nt can be addre

e be thorough,

jons for creating an issue from within the Wiki can be §

© For Public Review 2, please only provide comments on Example 3
To add comments from within JIRA

1..G0 10 the JIRA project associated with this document (h

Handgrip Strength [5] TADIAB-894 VNDER TEAM REVIEW

© Keeping JIRA open in 3 separate window 10 ¢

. The handgrip strength test is a common method of measuring muscular strength: it is an isometric grip strength test generally performed using a handgrip dynamometer to measure the force exerted as the subject squeezes the device. It is important to
establish whether the results of the handgrip strength test are affected by any injury or disability because results affected by injury or disability are less useful as an indicator of subjects' overall strength and fitness.

-9
¥ Example 3
@ @ In this example, the sponsor collected the handgrip strength test results only at a baseline visit. If the assessment were repeated throughout a study, the question relating to the subject's dominant hand would only be asked on the first occasion.
> aCRF Handgrip Strength Test
Dot Instructions foc [) TADIAB-063 UNDER TEAM REVIEW [ TADIAB-77 UNDER TEAM REVIEW
. The results of the handgrip strength test are demonstrated TADIAB-G50 UNDER TEAM REVIEW helow. MKSPID demanstrates the arder of the test; MKREPMNUM shows that the manner of testing alternated between left hand and right hand order. The
einwe ° MKLOC variable qualifies the test to indicate that the grip strength assessment location was the hand and the MKLAT variable indicates which hand was assessed. The value of the SPDEVID variable identifies the model of device that was used for each
. handgrip strength test that was performed, The sponsor recorded the type, manufacturer and model number of each model of device in the DI domain (see example DI dataset).
> mkxpt

. The SC dlomain was used to represent the dominant hand for each subject in the study. Dominance may play a role in the results of the handgrip strength test, SCCAT was used to indiicate the data was collected as part of the handgrip strength
o @ assessment.

> scxpt
® Two types of device were used in the handgrip tests in this example; a grip dynamometer and a force gauge. The sponsor assigned the value for the SPDEVID variable based on the collected information for each unique
: TADIAB-051 UNDER TEAM REVIEW modlel of device (as identified by the device type, manufacturer and model number). For more information, see the SDTMIG for Medical Devices v1.1, Section 2.5 (available at hitps://www.cdisc.org/standards
. = /foundationaly).
> dixpt
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Changes

Entire change was from collecting details of specific injuries or disabilities to
collecting the impact of any injury/disability in general of any injury
* Removal of MH dataset to record injury or disability
» Was testing prevented by injury or disability OR were any results affected by injury or
disability?
» Preventing
+ Ask the “Reason Not Done” for the entire test and the right and left hand individually
» Ask specifically about Injury/Disability or Other, specify
» Affecting
» Use of NSV to record whether HG test results are affected by injury or disability

« Two minor updates

» CT updates for Test Codes
+ SCTESTCD “HANDDOM’ for SCTEST “Dominant Hand”

* Device ldentifier dataset additions
+ Two unique devices shown

cd
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Handgrip Strength Test — CRF part 1 [k

designed to collect all
Injuries/disabilities

Title: Handgrip Strength Test
Medical History Hand or Arm Disabilities Section

CRF Completion Instructions

Complete this form for each hand and each arm injury or disability, including any that may affect the handgrip test. Repeat until all hand and arm injuries are collected.

HANDGRIP STRENGTH ASSESSMENT

Medical History Category [ JIGIeN Hidden ore- populated

¥

Does the participant have an injury or disability in either hand/arm?

Ve a8 MHOCCUR where MHTERM = “INJURY OR DISABILITY IN HAND OR ARM™

O Yes
O No

O : BEFORE

Dizzbiity | INJDIS_MHTERM [ OLVIZHLY Hidlden, INJURY OR DISABILT

What is the injury/disability?

Injury/

Indicate whether the hand or arm has the injury/disability, O Right Hand

mrctoc O Right Am
O Left Hand
O Left Arm

Public Review 2 - T1D - Exercise and Nutrition - Targeted Review HG Strength Test




Handqgrip Strength Test — CRF part 2

Was the handgrip test performed? O vYes
(100500 1f MKPERF="N", MKSTAT is "NOT DONE" where MKTESTCD = "GRIPSTR". If MKPERF = "Y", MKSTAT is null. [@RNT

Which hand is dominant? O Rif
SCORRES O L

O a

Was the handgrip test performed for the right hand? O vYe
L GG LS G If “No™ then MKSTAT = "NOT DONE” where MKTESTCD = "GRIPSTR” and MKLOC = "HAND" AND MKLAT = "RIGHT" O No

<From NY codelist>

Was the handgrip test performed for the left hand? O Yes
(LS Gl MG I “NO™ then MKSTAT = "NOT DONE" where MKTESTCD = "GRIPSTR” and MKLOC = "HAND" and MKLAT = "LEFT" ] IF "YES", then NOT SUBMITTED O No

<From NY cox

Handgrip Strength Test Location Hidden,/pre-populated HAND

What was the result of Right Handgrip Strength Test #17 l:l

Lol el LT Sy B MKORRES where MEKTESTCD = "GRIPSTR™ and MKLOC = "HAND" and MKLAT = "RIGHT" and MKREPNUM = "1"

BEFORE

What was the result of Left Handgrip Strength Test #1?
(155 (T3 AUTGTTET B MKORRES where MKTESTCD = "GRIPSTR” 2

What was the device type used for the handgrip strength test?

(3 i a LR If not "Other” then DIVAL where DIPARMCD = "DEVTYPE"

If Other, what was the device type used for the handgrip strength test?

Lav 2 fa=e) i Wao |V DIVAL where DIPARMCD = "DEVTYPE"

Who was the manufacturer of the device?
ULV DIVAL where DIPARMCD = "MANUF"

What was the result of Right Handgrip Strength Test #27
(1L LT W TGLETEF M MKORRES where MKTESTCD - "GRIPSTR

What was the result of Left Handgrip Strength Test #27
(T (=g WITGT TS+ MKORRES where MKTESTCD = "GRIPSTR”

What was the result of Right Handgrip Strength Test #37

(S CL TN W TTGL T M MKORRES where MKTESTCD = “GRIPSTR'
What is the model number of the device?

What was the result of Left Handgrip Strength Test #37 MODEL_DIVAL

O Grip Dynamometer
O other

GRIPSTR_LEFT_MKORRESS |1 [ (e Ll oo B g gy Lo Bl 1| ) ] g S sy

Handgrip Strength Unit O kg

GRIPSTR_MKORRESU | [0 1ol isi= el ot o A O Other

<From UNIT codelist >




Does the participant have an injury or disability in either hand or arm? Y/N

What is the injury or disability? MHPRESP
MHOCCUR

i % MHTERM

Pt mhapt
@+ |Row |STUDYID | DOMAIN | USUBJID | MHSEQ | MHGRPID | MHLNKI MHTERM | MHCAT MHPRESP | MHOCCUREMHLOC | MHLAT § MHDTC | MHSTDTC | MHENDTC
O 1 ABC123 MH 1001 1 1 1 INJURY QR DISABILITY [N HAND OR ARM [HANDGRIP STREMGTH ASSESSMENT ¥ ¥ 2018-07-01 | 2018-06-25
Cuir 2 | 4BC123 | MH 1001 2 1 1 BROKEN WRIST HANDGRIP STRENGTH ASSESSMENT HAND [ RIGHT §2018-07-01|2018-06-25
. """ ' 3 | ABC123 MH 1002 1 1 INJURY OR DISABILITY IN HAND OR ARM | HANDGRIP STRENGTH ASSESSMENT ¥ N 2018-07-18
E . .. 4 | ABC123 MH 1003 1 1 INJURY OR DISABILITY (M HAND OR AR& HAMNDGRIP STRENGTH ASSESSMENT ¥ ¥ 2018-07-25 | 2018-07-15
. 5 | ABC123 MH 1003 2 1 SWELLING HAMNDGRIP STREMGTH ASSESSMENT ARM | RIGHT [2018-07-25 [2018-07-13
6 | ABC123 | MH 1003 3 1 SWELLING HANDGRIP STRENGTH ASSESSMENT 4RM | LEFT [P018-07-25 |2018-07-15
7 | ABC123 | MH 1003 4 1 SWELLING HANDGRIP STRENGTH ASSESSMENT Hano | picHT [P013-07-25 | 2018-07-15

Indicate whether the hand or arm has injury or disability?

MHLOC
MHLAT

HANDGRIP STRENGTH ASSESSMENT

BEFORE

(X
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L et
i | Was the handgrip test performed? Y/N
P
s o sc.xpt p—
6..ii...e |Row|STUDYID | DOMAIN [ USUBJID | SCSEQ | SCLNKID | SCTESTCD SCTEST SCCAT SCORRI
1 | ABC123 | sC 1001 1 2 | DOMHAND [Dominant Hand | HANDGRIP STRENGTH ASSESSMENT LEFT
e 2 | ABC123 5C 1002 1 DOMHAND |Dominant Hand | HANDGRIP STRENGTH ASSESSMENT RIGHT | RIGHIE 00s-0i-15 |
e e 3 [ ABC123 | s 1003 1 DOMHAND [Dominant Hand [ HANDGRIP STRENGTH ASSESSMENT [AMBIDEXTROUS | AMEIDEXTROUS [2018-07-25
oeed o
Fo R e I I 1 1 1
-+ | Which hand is dominant? Right hand/Left hand/Ambidextrous
KR
Slusiwis H
SCORRES where SCTESTCD = DOMHAND
@siniiie
mk.xpt
A Row [ STUDYID | DOMAIN | USUBJID | SPDEVID | MKSEQ | MKSPID | MKLNKID | MKTESTCD MKTEST MEKCAT MEKORRES | MKORRESU | MKSTRESC | MKSTRESN | MKSTRESU MEKLOC | MKLAT | MKREPNUM | MKDTC
. 1 | ABC123 MK 1001 ABC400 1 1 2 GRIPSTR. B Grip Strength §HAMDGRIP STRENGTH ASSESSMENT 40.2 kg 40.2 40.2 kg HAND | LEFT 1 2018-07-01
. 2 | ABC123 MK 1001 ABC400 2 2 1 GRIPSTR. §Grip Strength §HAMDGRIP STRENGTH ASSESSMENT 16.4 kg 164 164 kg HAND | RIGHT 1 2018-07-01
ERS 3 [ ABC123 MK 1001 ABC400 3 3 2 GRIPSTR. §Grip Strength §HAMDGRIP STRENGTH ASSESSMENT 47.2 kg 47.2 47.2 kg HAND | LEFT 2 2018-07-01
° - 4 | ABC123 MK 1001 ABC400 4 4 1 GRIPSTR. B Grip Strength §HAMDGRIP STRENGTH ASSESSMENT 14.2 kg 14.2 14.2 kg HAND | RIGHT 2 2018-07-01
5 [ ABC123 MK 1001 ABC400 5 5 2 GRIPSTR. §Grip Strength §HAMDGRIP STRENGTH ASSESSMENT 471 kg 471 47.1 kg HAND | LEFT 3 2018-07-01
6 [ ABC123 ME 1001 ABC4A00 5] ] 1 GRIPSTR i HAMDGRIP STREMGTH ASSESSMENT 152 kg 162 16.2 kg HAND | RIGHT 3 2018-07-01

Was the handgrip test performed for the right hand? Y/N I
pey |Was the handgrip test performed for the left hand? Y/N

What was the result of the right handgrip test #1? MKORRES

_ MKLOC MKLAT
cdisc What was the result of the left handgrip test #17? MKREPNUM




-2+ | What was the device type used for the handgrip strength test?
DIVAL where DIPARMCD = “DEVTYPE’

. d;:rfsrunﬂn DOMAIN  SPDEVID | DISEQ] DIPARMCD |__DIPARM DIVA

® ¢ * [ 1 |aBoiz DI ABCA00 |_DEVTYPE | Deyice Type | GRIP DYNAMOMETER |

L P e T o Tasc |2 [Tyl

: . | Who was the manufacturer of the device? :

DIVAL where DIPARMCD = “MANUF”"

i What is the model number of the device?
DIVAL where DIPARMCD = “MODEL”

@ Row | STUDYID | DOMAIN [ USUBJIC | SPDEVID | MKSEQ | MKSPID | MKLNKID | MKTESTCD MEKTEST MEKCAT MKORRES | MKORRESU | MKSTRESC | MKSTRESN | MKSTRESU | MKLOC | MKLAT | MKREPNUM | MEKDTC
1 ABC123 ME 1001 ABC400 1 1 2 GRIPSTR. | Grip Strength | HANDGRIP STRENGTH ASSESSMENT 40.2 kg 40,2 40,2 kg HAND | LEFT 1 2018-07-M
2 | ABC123 ME 1001 ABCA00 2 2 1 GRIPSTR | Grip Strength | HANDGRIP STRENGTH ASSESSMENT 16.4 kg 16.4 16.4 kg HAMD | RIGHT 1 2018-07-01
3 | ABC123 ME 1001 ABC400 3 3 2 GRIPSTR | Grip 5trength [ HANDGRIP STRENGTH ASSESSMENT 47.2 kg 47.2 47.2 kg HAND | LEFT 2 2018-07-01
4 | ABC123 ME 1001 ABC400 4 4 1 GRIPSTR | Grip 5trength [ HANDGRIP STRENGTH ASSESSMENT 14.2 kg 14.2 14.2 kg HAMND | RIGHT 2 2018-07-01
5 | ABC123 ME 1001 ABC400 5 5 2 GRIPSTR. | Grip Strength | HANDGRIP STRENGTH ASSESSMENT 471 kg 471 471 kg HAND | LEFT 3 2018-07-M

& 6 | ABC123 ME 1001 ABC400 6 6 1 GRIPSTR | Grip 5trength | HANDGRIP STRENGTH ASSESSMENT 16.2 kg 16.2 16.2 kg HAMND | RIGHT 3 2018-07-01

)

SPDEVID SPDEVID = the Sponsor Device Identifier
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AFTER

Was handgrip test performed? Y/N
What was the reason the HG test
was not performed?
Injury/Disability or Other
What was the other reason the
HG test was not performed?
Free text
.. Were the handgrip test results for
= the right/left hand affected by
" injury/disability?
Y/N

cdisc

Handgrip Strength Test — CRF

Was the handgrip test performed?

(LU GE UGG i “No™ then MKSTAT = "NOT DONE" | If "Yes™ then Not Submitted

What was the reason that the handgrip test was not performed?

GRIPSTR_MKREASND [T Seel ol g LG

What was the other reason that the handgrip test was not performed?
GRIPSTR MKREASNDOTH

Which hand is dominant?

£1<e 1M SCORRES where SCTESTCD = "HANDDOM ™

Was the handgrip test performed for the right hand?
GRIPSTR_ RIGHT_MKPERF

What was the reason that the handgrip test was not performed for the right hand?

GRIPSTR RIGHT MKREASND [ e e S o e e i

What was the other reason that the handgrip test was not performed for the right hand?
GRIPSTR_RIGHT_MKREASNDOTH [ el ey g e e i s L

Were the handgrip test results for the right hand affected by injury or disability?
GRIPSTR_RIGHT_MKAFUIDS

Was the handgrip test performed for the left hand?

(U GRTA f LG I “No™ then MKSTAT = “NOT DONE” where MKLAT = “LEFT* J if "Yes™ then MKSTAT is null where MKLAT = “LEFT"

What was the reason that the handgrip test was not performed for the left hand?
GRIPSTR LEFT_MKREASND

What was the other reason that the handgrip test was not performed for the left hand?

(LU GREA @ LIS NLT) Gl If GRIPSTR_LEFT_MKREASND = “Other” then MKREASND where MKLAT = “LEFT"

Were the handgrip test results for the left hand affected by injury or disability?

AU GRS LT NSMK.MKAFUDS where MKLAT = “LEFT*

O ves
O No

O Injury/disability
O Other

L ]

O Right
O Left
O Ambidextrous

O Yes
O No

O Injury/disability
O Other

I

O Yes
O No

<From NY codelist>

O Yes
O No

O Injury/disability
O other

L 1

O Yes
O No

<From NY codelist>




mk.xpt

Row | STUDYID | DOMAIN | USUBJID | SPDEVID | MKSEQ | MKSPID | MKTESTCD | MKTEST MEKCAT MEKORRES | MKORRESU | MKSTRESC | MKSTRESN | MKSTRESU m | MKLOC | MKLAT | MKREPNUM | MKDTC MKAFUDS
1| ABC123 | MK 1001 | ABc400 | 1 1 GRIPSTR | trGe:Zth HANESG;IESSI\: ;\Eﬁ GTH 0.2 kg 0.2 02 kg HAND | LEFT 1 2016-07-01 N
2 | ABC123 | MK 1001 | ABC4DD | 2 2 GRIPSTR | trGe:Zth HANESG;IESSI\: ;\Eﬁ GTH 16.4 kg 164 164 kg HAND | RIGHT 1 2018-07-01 ¥
3| ABCIZ3 | MK 1001 | ABC400 | 3 3 GRIPSTR | trGe:Zth HANESG;IESSI\: ;\Eﬁ GTH 472 kg 472 472 kg HAND | LEFT 2 2018-07-01 N
4 | ABC1Z23 ME 1001 ABC400 4 4 GRIPSTR StrGe:Zth HANESGSIR!ESi:E;¢GTH 14.2 kg 14.2 142 kg HAND | RIGHT 2 2018-07-01 ¥
5 | ABC123 ME 1001 ABC400 5 5 GRIPSTR StrGe:Zth HANES;!E;;:;E?GTH 471 kg 471 471 kg HAND | LEFT 3 2018-07-01 N
6 | ABC123 ME 1001 ABC400 6 6 GRIPSTR StrGe:Zth HANESGS'R;:si:E;?GTH 16.2 kg 16.2 16.2 kg HAND | RIGHT 3 2018-07-01 ¥
7 | ABC123 ME 1002 1 GRIPSTR StrGe:Zth HAN:SGS?ESSI\:EIE$GTH D'\:]OJE INJURY/DISABILITY HAND | LEFT 2018-07-18
8 | ABC1Z23 ME 1002 | ABCS00 2 1 GRIPSTR StrGe:Zth HANESS?ES?:EPi?GTH ary LE 39.8 39.8 kg HAND | RIGHT 1 2018-07-18 N
9 | ABC1Z23 ME 1002 | ABCS00 3 2 GRIPSTR Strce:zth HANE;R:;‘;JE;?GTH 83.1 LE 377 377 kg HAND | RIGHT 2 2018-07-18 N
10 | ABC123 ME 1002 | ABCS00 4 3 GRIPSTR StrGe::th HANESS?;S?::PE?GTH 504 LE 41 41 kg HAND | RIGHT 3 2018-07-18 N
M| ABCIZZ | MK 1003 1 GRIPSTR | trGe:Zth HANESG;IESSI\: ;\Eﬁ GTH D%OJ-E DYNACJS ;ELEGR NOT - B ano 2016-07-25

MK NSV Metadata

:* [Variable [Label [Type [Role [ Codelist| Origin|

) \MKAFIJDS|ResuIt Affected by Injur}',-’DisabiIitﬂtext |Non-standard Record Qualifier| (NY) |CRF |

e

What was the reason the handgrip test was not performed?

MKSTAT

MKREASND
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What was the reason the handgrip test was not performed? Injury/Disability/Other

mik.xpt
Row | STUDYID | DOMAIN | USUBJID | SPDEVID | MKSEQ | MKSPID | MKTESTCD | MEKTEST MEKCAT MKORRES || MEKSTAT MEKREASND MEKAFUIDS
Grip HANDGRIP STRENGTH MOT
7 | ABC123 ME 1002 1 GRIPSTR Strength ASSESSMENT DONE INJURY/DISABILITY
Grip HANDGRIP STRENGTH
8 | ABC123 MK 1002 ABC500 2 1 GRIPSTR Strength ASSESSMENT 87.7 M
Grip HANDGRIP STRENGTH
9 | ABC123 MK 1002 ABC500 3 2 GRIPSTR Strength ASSESSMENT 83.1 M
Grip HANDGRIP STRENGTH
10 | ABC123 MK 1002 ABC500 4 3 GRIPSTR °0.4 M
Strength AS5ESSMENT
1 | aciz3 MK 1003 ] GRIPSTR Grip HAMDGRIP STRENGTH MOT DYMAMOMETER NOT
Strength ASSESSMENT ME WORKING

MK NSV Metadata
Variable |Label Type |Role Codelist| Origin
MKAFLIDS | Result Affected by Injury/Disability |text  [Mon-standard Record Qualifier | (MY) CRF

Were the handgrip test results affected by injury or disability? Y/N

NSMK.MKAFIIDS

T
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