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The Diabetes TAUG

e Provisional in 2014

ADaM supplement in March 2016

Includes drafted new domains

e Procedure Agents (AG) — previously used in the drafted Asthma TAUG
e Meal Data (ML)

e Subject Disease Milestones (SM)

e Trial Disease Milestone (TM)

Uses new SDTM v1.5 MIDS variable as a reference concept

changing . ®
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NN SDTM compared with the Diabetes TAUG -
Diabetes Complications

Example from the TAUG NN SDTM example

Example conditions/terms: Pre-specified . e = ¥ S

Dibesc Resinopathy  [TrET=RT S Diabetes Complications [MHCAT ‘M H=Medical History ‘
Neuropathy [MHTERM | [MHPRESP=Y | Has the subject beew dlagnosed with any of the following diabstes complications?

Nephropathy Diabetic Retman No

Periphral Vascular Disease

Yes |Dateofonset [MHOCCUR | |

0D MMM YWY _ [MHSTDTC

Further description

[DESC in SUPPMH_| |
,t.c Wephropathy [RPRESP=Y N

B | [MHTERM Yes |Date of onset |MHOCCUR

DD_MMM YWY [HSTDTC
Further description

[DESCin SUPPMH | |

Atherosclerotic Heart Disease

>~ i \HPRESP=Y

Diabetic Ketoacidosis

Hyperglycaemic Hypercsmolar Syndrome

Did the subject have <specific condition= Leos MHOCCUR

Date of Diagnosis DD-MMM-YYYY
[MH|
Meadical History Category DIABETES (Pre-
M
Medical History Subcategory COMPLICATION

changin .
dlabgtes% novo nordisk
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Hypoglycaemia

e Hypoglycaemic events are of major safety interest in all diabetes trials

e A hypoglycaemic event is an expected adverse reaction to insulin treatment and
one of our safety endpoints is reduction of hypoglycaemic events. In this
context it is not meaningful to describe hypoglycaemic events as 'Disease
Milestones', it would be more appropriate to regard these as 'Disease Events',
and simply see them as clinical events in the CE domain

» The way the diabetes TAUG maps information related to the
hypoglycaemic events into many different domains with relationships
between them, is different from the current Novo Nordisk practise

e The relationship between the collected information for a hypoglycaemic
event is based on the new SDTM v1.5 Disease Milestone reference
concepts in the diabetes TAUG

e Using the MIDS (Disease Milestone Instance Name) variable. 3

changing . ®
diabétes® novo nordisk
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Hypoglycaemic event — TAUG example

Hypoglycemic
Event and

Precipitating
Factors -—
/ Symptoms | —s | Medications
Most Recent y ‘ Taken after the
Meal T } Event
R | W— a
|3

’ L

Most Rercenr't Study Self-Monitoring

Medication Giucose

From SDTMIG v3.3 Batch 2 Webinar 2010-10-23

changin
diabgtes%
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STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |[Xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
001
xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
001
[sTuovio|pomain| usueip [ miseq [ muTRT | mips | MIDSREL [ MIDSDTC |
| xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
%z EX |xvz-001- 1 DRUGA | HIGHLIGHTED 10 mg  |2013-09-01T07:00| HYPO1 | LAST INTERVENTION | 2013-09-
001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
| xz [ |xvzooioo1| 1 [Gwcose | 333 | mmol/L | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING | 2013-09-01T11:00 |

novo nordisk’
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Hypoglycaemic event — TAUG example

STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |[Xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
Precipitating —————— XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
Factors €—__ | Hypoglycemic 001
Event and — xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
/ Symptoms. —_ Medications 001
Most Recent , ‘ Taken after the
Meal T ! Event [sTuoviopomain| ususip | miseq | MURT | miDs | MIDSREL [ MIDSDTC |
[ L \_ | xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
L3 STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
Most Recent Study Self-Monitoring XYZ EX  [|XYZ-001- 1 DRUG A HIGHLIGHTED 10 mg 2013-09-01T07:00| HYPO1 | LAST INTERVENTION [ 2013-09-
Medication Giucose 001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
From SDTMIG v3.3 Batch 2 Webinar 2010-10-23 | xz [ |xvzooioo1| 1 [Gwcose | 333 | mmol/L | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING | 2013-09-01T11:00 |
: [ USUBJID |DOMAIN |FASEQ  |FATESTCD|FATEST FAOBJ FAORRES
Su b-] ect _a ble to 1234[FA 1|SELFTRT [Subject able to selftreat |HYPOGLYCAEMIC EVENT [v
treat himself 2345|FA 2[SELFTRT [subject able to selftreat [HYPOGLYCAEMIC EVENT [N
changing o
novo nordisk
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Hypoglycaemic event — TAUG example

Precipitating e
Factors €—__ | Hypoglycemic
Event and
Symptoms —_ Medications.
Taken after the
Event

|

|
r—n‘—\

Most Recent //
Meal /
L3

Most Recent Study

Medication

Self-Monitoring

Glucose

From SDTMIG v3.3 Batch 2 Webinar 2010-10-23

to physical
exercise

Episode in relation

changin
diabgtes%
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STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |[Xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
001
xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
001
[sTuoviopomain| ususip | miseq | MURT | miDs | MIDSREL [ MIDSDTC |
| xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
%z EX |xvz-001- 1 DRUGA | HIGHLIGHTED 10 mg  |2013-09-01T07:00| HYPO1 | LAST INTERVENTION | 2013-09-
001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
| xz [ |xvzooioo1| 1 [Gwcose | 333 | mmol/L | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING | 2013-09-01T11:00 |
USUBJID |DOMAIN [FASEQ FATESTCD|FATEST FAQB) FAORRES
1234(FA 1|SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT |Y
2345|FA 2|SELFTRT [Subject able to selftreat |HYPOGLYCAEMIC EVENT |N
2356|FA 1|EXERREL |Exercise related HYPOGLYCAEMIC EVENT [N .

novo nordisk’



Hypoglycaemic event — TAUG example

Precipitating ———
Factors €—__ | Hypoglycemic

Event and
Most Recent //
Meal /
L3

Symptoms —_ Medications.
Taken after the
Event

|
f—/'\\—\‘

| 1 |

Most Rercenr't Study Self-Monitoring

Medication Giucose

From SDTMIG v3.3 Batch 2 Webinar 2010-10-23

Change in
concommitant
illness

changin
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STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |[Xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
001
xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
001
[sTuoviopomain| ususip | miseq | MURT | miDs | MIDSREL [ MIDSDTC |
| xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
%z EX |xvz-001- 1 DRUGA | HIGHLIGHTED 10 mg  |2013-09-01T07:00| HYPO1 | LAST INTERVENTION | 2013-09-
001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
| xz [ |xvzooioo1| 1 [Gwcose | 333 | mmol/L | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING | 2013-09-01T11:00 |
USUBJID |DOMAIN |FASEQ FATESTCD|FATEST FAOB) FAORRES
1234 (FA 1{SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT |Y
2345 (FA 2|SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT [N
2356(FA 1|EXERREL |Exercise related HYPOGLYCAEMIC EVENT [N
1234|FA 2|CONCOM |Change in concom illness|HYPOGLYCAEMIC EVENT [N ©

novo nordisk’
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Hypoglycaemic event — TAUG example

STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
Precipitating —————— XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
Factors €—__ | Hypoglycemic 001
Event and — xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
/ Symptoms | —s | Medications 01
Most Recent , ‘ Taken after the
Meal T Event [sTuoviopomain| ususip | miseq | MURT | miDs | MIDSREL [ MIDSDTC |
[ L | xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
L3 STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
Most Recent Study Self-Monitoring XYZ EX  [|XYZ-001- 1 DRUG A HIGHLIGHTED 10 mg 2013-09-01T07:00| HYPO1 | LAST INTERVENTION [ 2013-09-
Medication Giucose 001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
From SDTMIG v3.3 Batch 2 Webinar 2010-10-23 | xz [ |xvzooioo1| 1 [Gwcose | 333 | mmol/L | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING | 2013-09-01T11:00 |
] | USUBJID |DOMAIN |FASEQ FATESTCD|FATEST FAOB) FAORRES
] 1234 (FA 1{SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT |Y
] 2345 (FA 2|SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT [N
R 2356(FA 1|EXERREL |Exercise related HYPOGLYCAEMIC EVENT [N
Who assisted - - O
. 3 1234|FA 2|CONCOM |Change in concom illness|HYPOGLYCAEMIC EVENT [N
subject in
changing treatment .
diabétes® novo nordisk
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-
Hypoglycaemic event - TAUG example
STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
Precipitating —————— XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
Factors €—__ | Hypoglycemic 001
Event and — xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
/ Symptoms | —s | Medications 01
Most Recent , ‘ Taken after the
Meal T Event [sTuoviopomain| ususip | miseq | MURT | miDs | MIDSREL [ MIDSDTC |
[ L | xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
L3 STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
Most Recent Study Self-Monitoring %z EX |xvz-001- 1 DRUGA | HIGHLIGHTED 10 mg  |2013-09-01T07:00| HYPO1 | LAST INTERVENTION | 2013-09-
Medication Giucose 001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
[ xvz B [xzooioo1] 1 [Gwcose | 333 | mmol/l | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING |2013-09-01T1L:00 |
] | USUBJID |DOMAIN |FASEQ FATESTCD|FATEST FAOB) FAORRES
] 1234 (FA 1{SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT |Y
] | 2345 (FA 2|SELFTRT |Subject able to selftreat |HYPOGLYCAEMIC EVENT [N
2356(FA 1|EXERREL |Exercise related HYPOGLYCAEMIC EVENT [N
1234|FA 2|CONCOM |Change in concom illness|HYPOGLYCAEMIC EVENT [N ©
changing Type of treatment -
diabétes® novo nordisk
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Hypoglycaemic event — TAUG example

STUDYID [DOMAIN| _USUBJID | CESEQ, CETERM CECAT CEPRESP | CEOCCUR | CESTDTC MIDS! MIDSREL MIDSDTC
XYz CE |[Xvz-001-001| 1 |HYPOGLYCEMIA | HYPOGLYCEMIA 2013-09- | HYPO1 2013-09-01T11:00
01T11:00
XYz CE |xvz-001-001| 2 SWEATING | HYPOGLYCEMIA Y ¥ HYPO1 | DURING 2013-09-01T11:00
STUDYID[DOMAIN] USUBJID | FASEQ | FATESTCD FATEST FAOB) FAORRES MIDS MIDSREL
xvz FA | Xvz-001- 2 POSSCALIS Possible cause identified HYPOGLYCEMIC EVENT Y HYPO 1 | PRIOR TO EVENT
001
Precipitating —————— XYZ FA XYZ-001- 3 MEALCAUS | Missed or delayed meal 2 possible cause | HYPOGLYCEMIC EVENT Y HYPO1 | PRIOR TO EVENT
Factors €—__ | Hypoglycemic 001
Event and — xvz FA | xvz-001- 4 PACAUS Physical activity a possible cause HYPOGLYCEMIC EVENT N HYPO1 | PRIOR TO EVENT
/ Symptoms |3 | Medications 001
Most Recent , ‘ Taken after the
Meal T Event [sTuoviopomain| ususip | miseq | MURT | miDs | MIDSREL [ MIDSDTC |
[ L | xvz [ME [xvzo01001] 1 |EVENINGMEAL | HYPO1 [ LASTMEALPRIORTO| 2013-03-01T11:00 |
L3 STUDYID [DOMAIN[USUBJID] _ EXSEQ EXTRT EXCAT EXDOSE_| EXDOSU EXSTDTC MIDS MIDSREL MIDSDTC
Most Recent Study Self-Monitoring XYZ EX  [|XYZ-001- 1 DRUG A HIGHLIGHTED 10 mg 2013-09-01T07:00| HYPO1 | LAST INTERVENTION [ 2013-09-
Medication Giucose 001 DOSE PRIOR TO 01T11:00
sTupYiDj[pomAIN] UsuBID | cvmsEQ CMTRT CMCAT CMSCAT | CMPRESP | CMOCCUR | MIDS MIDSREL MIDSDTC
XYz em | xvz-001- 1 [HYPOGLYCEMIC [HYPOGLYCEMIC ¥ Y HYPO1 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TREATMENTS | TREATMENTS THE EVENT
XYz M | xrz-o01- 4 GLUCOSE  |HYPOGLYCEMIC| MEDICATION Y Y HYPO 4 [IMMEDIATLEY AFTER| 2013-09-01T11:00
001 TABLETS TREATMENTS THE EVENT
[ STUDYID [DOMAIN] USUBIID | LBSEQ | LBTEST | LBSTRESN | LBSTRESU | LBSPEC | LBDTC [ mips  [MIDSREL |  miDsDTC |
From SDTMIG v3.3 Batch 2 Webinar 2010-10-23 | xz [ |xvzooioo1| 1 [Gwcose | 333 | mmol/L | BLOOD | 2013-09-01T11:15 | HYPO1 | DURING | 2013-09-01T11:00 |
] . .
' - Juice or Carbohydrates provided
]
= by civili ML
. . . .
: » Glucose injection provided b
changing Type of treatment -
diabétes® novo nordisk
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Hypoglycaemic event — Novo Nordisk example

DOMAIN |USUBIID [XHSEQ, [XHREFID [XHSPID XHTERM EXSTDTC XHSTDY |XHSEV [XHSER |XHTPTREF XHRFTDTC EPOCH

XH 1234] 1 1| 9,88E+08|HYPOGLYCAEMIC EVENT |2014-08-27T12:0( 8N N ABCD/EFGH-ER [2014-08-27T08:3(TREATMENT EPOCH
XH 2345 2 1| 9,88E+08|HYPOGLYCAEMIC EVENT |2015-01-12T08:3 173|N N ABCD/EFGH-ER |2015-01-12T06:49FOLLOW-UP

XH 3456 3 1| 9,8BE+08|HYPOGLYCAEMIC EVENT |2014-12-24T18:00 BE|N Y ABCD/EFGH-ER |2014-12-24T14:0( TREATMENT EPOCH

Precipitating Medications

factors taken after the
\/ event

Hypoglycaemic

event and
/ symptoms

Most J/ Self-

recent mglnltorlng
Meal ucose
Most recent

study
medication

changing 2
diabétes® novo nordisk
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Hypoglycaemic event — Novo Nordisk example

DOMAIN [USUBJNID |XHSEQ, |XHREFID |XHSPID XHTERM EXSTDTC XHSTDY |XHSEV [XHSER [XHTPTREF XHRFTDTC EPOCH
XH 1234 1 1| 9,88E+08|HYPOGLYCAEMIC EVENT |2014-08-27T12:0( 8|N N ABCD/EFGH-ER |2014-08-27T08:3( TREATMENT EPOCH
XH 2345 2 1| 9,88E+08(HYPOGLYCAEMIC EVENT (2015-01-12T09:3 173|N N ABCD/EFGH-ER |2015-01-12T06:49FOLLOW-UP
XH 3456 3 1| 9,8BE+08|HYPOGLYCAEMIC EVENT |2014-12-24T18:0( 66N Y ABCD/EFGH-ER |2014-12-24T14:00 TREATMENT EPOCH
Precipitating Medications
facto rs - ta ken after the RDOMAINUSUBJID |IDVAR IDVARVAL [QNAM QLABEL QVAL|QORIG QEVAL SPID
4 1234|XHSPID 987634567|EXERREL  |[RELATION TO EXERCISE N|CRF 98762323
| event I 2345|XHSPID 987645123 |LMEALDTC [HYPO - LAST MEAL DATE BEFOR HYPO EPISODE [2014-04-2322T06:00|CRF 98761212
3456|XHSPID 987623451|HYDEVREL |DEVIATION FROM THE PRESCRIBED DOSE N|CRF 98762424

Hypoglycaemic

event and
symptoms
Most Self-
recent T monitoring
Meal Glucose

Most recent
study
medication

changing 2
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Hypoglycaemic event — Novo Nordisk example

DOMAIN [USUBJNID |XHSEQ, |XHREFID |XHSPID XHTERM EXSTDTC XHSTDY |XHSEV [XHSER|XHTPTREF XHRFTDTC EPOCH
XH 1234 1 1| 9,88E+08|HYPOGLYCAEMIC EVENT [2014-08-27T12:0 8N N ABCD/EFGH-ER [2014-08-27T08:30 TREATMENT EPOCH
XH 2345 2 1| 9,88E+08|HYPOGLYCAEMIC EVENT [2015-D1-12T09:3 173[N N ABCD/EFGH-ER [2015-01-12T06:49FOLLOW-UP
XH 3456 3 1| 9,88E+08[HYPOGLYCAEMIC EVENT |2014-12-24T18:01 66N Y ABCD/EFGH-ER |2014-12-24T14:00 TREATMENT EPOCH
Precipitating Medications
= RDOMAINUSUBJID [IDVAR _ [IDVARVAL|QNAM  |QLABEL QVAL|QORIG _ |QEVAL _[sPID
factors 4 taken after the 1234|XHSPID | 987634567|EXERREL _|RELATION TO EXERCISE N[CRF 98762323
| event | 2345|XHSPID | 987645123 |LMEALDTC |HYPO - LAST MEAL DATE BEFOR HYPO EPISODE _[2014-04-2322T06:00|CRF 98761212
3456[XHSPID | 987623451 |HYDEVREL [DEVIATION FROM THE PRESCRIBED DOSE N[cRF 98762424
Hypoglycaemic
RDOMAINUSUBJID |IDVAR _ |IDVARVAL |GNAM _ |QLABEL QVAL|QORIG_ |QEVAL _ [SPID
event and 1234|XHSPID | 987634567|GLUCOSE |GLUCOSE LEVEL 42|CRF 98762323
Sym ptoms 2345|XHSPID | 987634567|GLUCOSEU |GLUCOSE UNIT mg/dI|CRF 98762323
3456|XHSPID | 987623451|GLUCOSE |GLUCOSE LEVEL 43|CRF 98762424
Most Self- 3456|XHSPID | 987622451 |GLUCOSEU |GLUCOSE UNIT mg/dI|CRF 98762424
recent T monitoring
Meal Glucose

Most recent
study
medication

changing 2
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Hypoglycaemic event — Novo Nordisk example

DOMAIN [USUBJNID |XHSEQ, |XHREFID |XHSPID XHTERM EXSTDTC XHSTDY |XHSEV [XHSER [XHTPTREF XHRFTDTC EPOCH
XH 1234] 1 1| 9,88E+08|HYPOGLYCAEMIC EVENT |2014-08-27T12:0 3N N |ABCD/EFGH-ER |2014-08-27708:30 TREATMENT EPOCH
XH 2345 2 1| 9,88E+08|HYPOGLYCAEMIC EVENT |2015-01-127093d  173|N N |ABCD/EFGH-ER |2015-01-12T06:43 FOLLOW-UP.
XH 3456 3 1| 9,8BE+08|HYPOGLYCAEMIC EVENT |2014-12-24T18:0( 66N Y ABCD/EFGH-ER |2014-12-24T14:00 TREATMENT EPOCH
Precipitating Medications
= RDOMAINUSUBJID[IDVAR _ [IDVARVAL|QNAM _ [QLABEL avalJaoric [aevaL  [spip
factors 7 taken after the 1234[XHSPID | 987634567|EXERREL |RELATION TO EXERCISE N|crF 98762323
[ event [ 2345[XHSPID | 987645123 |LMEALDTC [HYPO - LAST MEAL DATE BEFOR HYPO EPISODE _[2014-04-2322T06:00|CRF 58761212|
3456[XHSPID_ | 987623451|HYDEVREL | DEVIATION FROM THE PRESCRIBED DOSE N|crF 58762424]
Hypoglycaemic
RDOMAINUSUBJID[IDVAR _ [IDVARVAL]QNAM _ |QLABEL QvAL[QORIG _[QEVAL _[sPID
event and 1234|XHSPID_ | 987634567|GLUCOSE |GLUCOSE LEVEL 22[cre 93762323
Sym ptoms 2345|XHSPID | 987634567|GLUCOSEU |GLUCOSE UNIT mg/dI|CRF 98762323
3456|XHSPID | 987623451|GLUCOSE |GLUCOSE LEVEL a3[cre 93762424
Most Self- 3456/ XHSPID | 987623451 |GLUCOSEU |GLUCOSE UNIT mg/dI|crF 93762424
monitorin
recent T g
Meal Glucose
Most recent DOMAIN [UsUBJID [ECsEQ [ECREFID [ECSPID [ECTRT [ECMOOD  [ECCAT ECSCAT ECDOSE [ECDOSU
stud 1234 1 1| 987654321 |INSULIN | PERFORMED [HYPOGLYCAEMIC EPISODE |DOSE AS REPORTED AS PART OF HYPO 7000]u
Y 2345 1 1| 987643215(INSULIN | PERFORMED [HYPOGLYCAEMIC EPISODE |DOSE AS REPORTED AS PART OF HYPO 3000[u
medication 3456) 2 3[ 987632154]INSULIN [ PERFORMED [HYPOGLYCAEMIC EPISODE |DOSE AS REPORTED AS PART OF HYPO 9000]u
changing
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Challenge

Current Diabetes TA SDTM implementation at Novo Nordisk

[ Data }[Generate]
Cleaning ADaM

[ Safety & ]
Medical Review

Simple
process

Simple
process

CRF

Data
Collection

Diabetes TAUG SDTM model following a detailed topicality

and using new SDTM v1.5 variables and reference concepts
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Conclusion

e Adapting the new Diabetes TAUG for our SDTM implementation and
corresponding programs for ADaM generation will change our
existing clinical data handling and can impact future cross trial data
integration

e It is uncertain when the Diabetes TAUG standard will be supported or
when it will be required

o It is difficult for sponsors to decide when to apply a new CDISC TAUG
standard.
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